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The Affordable Care Act’s preventive services provision, Section 2713 of the Public Health 
Service Act, 42 U.S.C. § 300g-13(a)(1)-(4), requires that group health plans and health insurance 
issuers provide coverage without cost-sharing for preventive services recommended by or 
contained in guidelines supported by the United States Preventive Services Task Force 
(USPSTF), the Advisory Committee on Immunization Practices (ACIP), and the Health 
Resources and Services Administration (HRSA).  Through this provision, Congress recognized 
the scientific expertise of these entities.  Litigation has been brought questioning the authority 
under which these entities have issued recommendations and guidelines for preventive services 
that the Affordable Care Act requires health plans and issuers to cover without cost-sharing.  To 
resolve questions raised in litigation and out of an abundance of caution, for purposes of 
coverage under the statute, I ratify the below listed guidelines and recommendations for the 
reasons relied on by the USPSTF, ACIP and the Director of the Centers for Disease Control and 
Prevention (CDC Director), and the HRSA Administrator in their previously published decisions 
or analyses regarding the relevant recommendations.  This action is not intended to suggest any 
legal defect or infirmity in the authority of these entities to issue preventive service guidelines 
and recommendations. 

 Evidence-based clinical preventive services that have in effect a rating of “A” or “B” in 
the recommendations of the USPSTF as of the date of this ratification, with the exception 
of the 2016 USPSTF recommendation on screening for breast cancer, set forth in Exhibit 
A, attached; 

 Immunizations that have in effect a recommendation from ACIP and the CDC Director 
with respect to the individual involved as of the date of this ratification, set forth in 
Exhibit B, attached; 

 With respect to infants, children, and adolescents, evidence-informed preventive care and 
screenings provided for in the comprehensive guidelines supported by HRSA as of the 
date of this ratification, set forth in Exhibit C, attached; and 

 With respect to women, such additional preventive care and screenings as provided for in 
comprehensive guidelines supported by HRSA for purposes of 42 U.S. Code § 300gg–
13(a) as of the date of this ratification, set forth in Exhibit D, attached.   

Pursuant to my authority as Secretary of Health and Human Services, and based on my 
independent and considered review of the actions and decisions listed above, I hereby affirm and 
ratify the above recommendations and guidelines. 
 
 

__________________________________  ____________________ 
Xavier Becerra     Date 

January 21, 2022

APP 002
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./01�2345663789�:;<:�<?32<D3L2>9J�=5637�>7>:><:3�6<665D2<A;B942337>7D�75�3<2@>32�:;<7�<D3�NO�<78�75�@<:32�:;<7�<D3�POH�042337>7D6<665D2<A;B�9;5E@8�544E2�<:�@3<9:�C>377><@@B�<78�<9�F23QE37:@B�<9<77E<@@BH�042337>7D�9;5E@8�457:>7E3�:;25ED;�<:�@3<9:�<D3�RN�<78�<D3�<@5739;5E@8�75:�C3�:;3�C<9>9�:5�8>9457:>7E3�942337>7DHI;393�942337>7D�234566378<:>579�<23�F52�=5637�<:�<?32<D3�2>9J�5F�C23<9:4<7432H�.5637�<:�>7423<938�2>9J�9;5E@8�<@95�E7832D5�A32>58>46<665D2<A;B�942337>7DG�;5=3?32G�234566378<:>579�F52�<88>:>57<@932?>439�<23�C3B578�:;3�945A3�5F�:;>9�234566378<:>57H./01�2345663789�942337>7D�F52�<7S>3:B�>7�<85@39437:�<78�<8E@:�=5637G>74@E8>7D�:;593�=;5�<23�A23D7<7:�52�A59:A<2:E6H�TA:>6<@�942337>7D>7:32?<@9�<23�E7J75=7�<78�4@>7>4<@�UE8D3637:�9;5E@8�C3�E938�:5�83:326>73942337>7D�F23QE374BH�V>?37�:;3�;>D;�A23?<@3743�5F�<7S>3:B�8>9528329G�@<4J�5F2345D7>:>57�>7�4@>7>4<@�A2<4:>43G�<78�6E@:>A@3�A25C@369�<9954><:38�=>:;E7:23<:38�<7S>3:BG�4@>7>4><79�9;5E@8�4579>832�942337>7D�=5637�=;5�;<?375:�C337�23437:@B�94233738H
APP 031

Case 4:20-cv-00283-O   Document 65   Filed 01/28/22    Page 35 of 458   PageID 1098Case 4:20-cv-00283-O   Document 65   Filed 01/28/22    Page 35 of 458   PageID 1098



����������������	 
��
������
�
����
��
����
������
���
������������� 
!����
�����"
�#$�$�%
���"�&
�����
��'��
����
����������������

"��(����   $"���$)��� ��
��*)���
���
�����
+$"��� ,��-

./01�2345663789�432:;4<=�4<7432�942337;7>�?52�<:32<>3@2;9A�B5637�<>38CD�E5�FG�H3<29I�J52�B5637�<>38�CD�E5�CK�H3<29L�EM3�.5637N9�/23:37E;:3032:;439�17;E;<E;:3�2345663789�432:;4<=�4<7432�942337;7>�O9;7>�432:;4<=4HE5=5>H�P/<Q�E39ER�3:32H�S�H3<29I�T5E39E;7>�B;EM�4HE5=5>H�<78�MO6<7Q<Q;==56<:;2O9�E39E;7>�;9�75E�23456637838�?52�B5637�H5O7>32�EM<7�SUH3<29I�.5637�<>38�SU�E5�FG�H3<29�9M5O=8�V3�94233738�B;EM�4HE5=5>H�<78MO6<7�Q<Q;==56<:;2O9�E39E;7>�3:32H�G�H3<29�52�4HE5=5>H�<=573�3:32H�S�H3<29I.5637�BM5�<23�<E�<:32<>3�2;9A�9M5O=8�75E�V3�94233738�6523�EM<7�57433:32H�S�H3<29I./01�2345663789�942337;7>�<85=39437E9�<78�B5637�?52�;7E32Q32957<=<78�85639E;4�:;5=3743L�<E�=3<9E�<77O<==HL�<78L�BM37�733838L�Q25:;8;7>�5223?322;7>�?52�;7;E;<=�;7E32:37E;57�932:;439I�17E32Q32957<=�<78�85639E;4:;5=3743�;74=O839�QMH9;4<=�:;5=3743L�93WO<=�:;5=3743L�9E<=A;7>�<78Q9H4M5=5>;4<=�<>>2399;57�P;74=O8;7>�45324;57RL�23Q258O4E;:3�45324;57L73>=34EL�<78�EM3�EM23<E�5?�:;5=3743L�<VO93L�52�V5EMI�17E32:37E;57�932:;439;74=O83L�VOE�<23�75E�=;6;E38�E5L�45O793=;7>L�38O4<E;57L�M<26�238O4E;579E2<E3>;39L�<78�23?322<=�E5�<QQ25Q2;<E3�9OQQ52E;:3�932:;439I./01�2345663789�B5637�B;EM�<�M;9E52H�5?�>39E<E;57<=�8;<V3E39�63==;EO9PXYZR�BM5�<23�75E�4O2237E=H�Q23>7<7E�<78�BM5�M<:3�75E�Q23:;5O9=H�V3378;<>75938�B;EM�EHQ3�C�8;<V3E39�63==;EO9�9M5O=8�V3�94233738�?52�8;<V3E3963==;EO9I�17;E;<=�E39E;7>�9M5O=8�;83<==H�544O2�B;EM;7�EM3�[29E�H3<2�Q59EQ<2EO6<78�4<7�V3�4578O4E38�<9�3<2=H�<9�\]F�B33A9�Q59EQ<2EO6�P933�̂<V=3�DRI.5637�B;EM�<�73><E;:3�;7;E;<=�Q59EQ<2EO6�942337;7>�E39E�239O=E�9M5O=8�V32394233738�<E�=3<9E�3:32H�S�H3<29�?52�<�6;7;6O6�5?�DU�H3<29�<?E32Q23>7<74HI�J52�B5637�B;EM�<�Q59;E;:3�Q59EQ<2EO6�942337;7>�E39E�239O=ELE39E;7>�E5�457[26�EM3�8;<>759;9�5?�8;<V3E39�;9�;78;4<E38�23><28=399�5?�EM3;7;E;<=�E39E�P3I>IL�52<=�>=O4593�E5=32<743�E39EL�?<9E;7>�Q=<96<�>=O4593L�52M365>=5V;7�_D4RI3̀Q3<E�E39E;7>�;9�;78;4<E38�;7�B5637�BM5�B323�94233738�B;EM�M365>=5V;7_D4�;7�EM3�[29E�F�657EM9�Q59EQ<2EO6�23><28=399�5?�EM3�239O=EI./01�2345663789�942337;7>�Q23>7<7E�B5637�?52�>39E<E;57<=�8;<V3E3963==;EO9�<?E32�C\�B33A9�5?�>39E<E;57�PQ23?32<V=H�V3EB337�C\�<78�Ca�B33A95?�>39E<E;57R�;7�52832�E5�Q23:37E�<8:3293�V;2EM�5OE45639I�042337;7>�B;EM�<GU@>�52<=�>=O4593�4M<==37>3�E39E�P?5==5B38�VH�<�S@M5O2�DUU@>�52<=�>=O4593E5=32<743�E39E�;?�239O=E9�57�EM3�;7;E;<=�52<=�>=O4593�4M<==37>3�E39E�<23<V7526<=R�;9�Q23?32238�V34<O93�5?�;E9�M;>M�9379;E;:;EH�<78�9Q34;[4;EHI./01�9O>>39E9�EM<E�B5637�B;EM�2;9A�?<4E529�?52�8;<V3E39�63==;EO9�V394233738�?52�Q233W;9E;7>�8;<V3E39�V3?523�C\�B33A9�5?�>39E<E;57b;83<==H�<EEM3�[29E�Q237<E<=�:;9;EL�V<938�57�4O2237E�4=;7;4<=�V39E�Q2<4E;439I./01�2345663789�942337;7>�B5637�?52�O2;7<2H�;7457E;73743�<77O<==HI042337;7>�9M5O=8�;83<==H�<99399�BM3EM32�B5637�3WQ32;3743�O2;7<2H;7457E;73743�<78�BM3EM32�;E�;6Q<4E9�EM3;2�<4E;:;E;39�<78�cO<=;EH�5?�=;?3I�̂M3.5637N9�/23:37E;:3�032:;439�17;E;<E;:3�2345663789�23?322;7>�B5637�?52?O2EM32�3:<=O<E;57�<78�E23<E637E�;?�;78;4<E38I16Q=3637E<E;57�T579;832<E;579.M;=3�75E�;74=O838�<9�Q<2E�5?�EM3�d̀ 0_@9OQQ52E38�>O;83=;739L�EM3�.5637e9�/23:37E;:3�032:;43917;E;<E;:3L�EM25O>M�_TfXL�<=95�83:3=5Q38�;6Q=3637E<E;57�4579;832<E;579L�<:<;=<V=3�<EEM3�.5637e9�/23:37E;:3�032:;439�17;E;<E;:3�B3V9;E3�L�BM;4M�Q25:;83�<88;E;57<=�4=<2;EH�57;6Q=3637E<E;57�5?�EM3�>O;83=;739�;7E5�4=;7;4<=�Q2<4E;43I��̂M3�;6Q=3637E<E;57�4579;832<E;579�<23
APP 032

Case 4:20-cv-00283-O   Document 65   Filed 01/28/22    Page 36 of 458   PageID 1099Case 4:20-cv-00283-O   Document 65   Filed 01/28/22    Page 36 of 458   PageID 1099



����������������	 
��
������
�
����
��
����
������
���
������������� 
!����
�����"
�#$�$�%
���"�&
�����
��'��
����
����������������

"��(����   $"���$)��� ��
��*)���
���
�����
+$"��� ,��-
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IN THE UNITED STATES DISTRICT COURT 
FOR THE NORTHERN DISTRICT OF TEXAS 

FORT WORTH DIVISION 
_____________________________________ 

JOHN KELLEY, et al., 
 
 Plaintiffs, 
 
v. 
 
XAVIER BECERRA, et al., 
 
 Defendants. 

  
 
 
 
Civil Action No. 4:20-CV-00283-O 
 
 
 

 
 
 

DECLARATION OF JULIA M.C. LeFEVRE, Ph.D. 
 

I, Julia M.C. LeFevre, Ph.D., state and declare as follows: 
 

 1. I am a Senior Advisor for Presidential Personnel within the United States 
Department of Health & Human Services (“HHS” or the “Department”), Office of the Secretary, 
Office of the White House Liaison (“OWHL”).  I have held this position since April 2019, and I 
have worked for the HHS OWHL as Executive Analyst (Political) since December 2007.  My 
duties since 2007 have included, but are not limited to, facilitating the political appointment 
process for high-level Department officials.   
 

2. HHS OWHL has responsibility for managing and providing support to the White 
House Office of Presidential Personnel for political appointments to various positions.  Such 
positions include the Administrator of the Health Resources and Services Administration 
(“HRSA”) and the Director of the Centers for Disease Control and Prevention (“CDC”), both of 
which are HHS agencies.   
 
 3. HHS OWHL manages and provides support for the vetting and processing of 
HHS political appointments.  My office also coordinates with other federal agencies and offices 
to carry out these actions and maintains documents in files used for the clearance and 
appointment of an individual to a political appointment position.  
 

4. Political appointments generally occur after a change of Presidential 
administration and at other times if the position becomes vacant.  Political appointees are named 
to fill the following types of positions:  Presidential appointment, Senate confirmed (“PAS”); 
Presidential appointment (“PA”); non-career Senior Executive Service (“NC SES”); and 
Schedule C (GS-15 and below).  The United States Government Policy and Supporting Positions 
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(“Plum Book”), which is published by the House Oversight and Government Reform Committee 
and the Senate Committee on Homeland Security and Governmental Affairs alternately after 
each Presidential election, identifies, with classification, political appointee positions within the 
Federal Government.   
 
 5. The Plum Book identifies the positions of HRSA Administrator and CDC 
Director as non-career Senior Executive Service (“NC SES”) positions and therefore as political 
appointments.  Individuals initially named to fill the positions of CDC Director and HRSA 
Administrator are identified as candidates through such sources as the Presidential transition 
team.  Potential political appointments to positions within the Department are vetted through 
various offices, including the White House Office of Presidential Personnel, the Office of 
Personnel Management (“OPM”), and others whose approval is needed to finalize the 
appointment.  
 
 6. The policy and process for political appointments within the Department has been 
generally unchanged for many years, including since at least 2009. The White House Office of 
Presidential Personnel and OPM are required to approve each noncareer appointment before the 
Secretary of Health and Human Services (the “Secretary”) ultimately makes the appointment on 
behalf of the agency. See HHS Instruction 920-1, Delegations of Authority for Executive 
Resources Management at p. A-1 (6/5/96)) (“The following authorities are retained by the 
Secretary:. . . approval of all noncareer executive personnel actions[.]”), available at 
https://www.hhs.gov/sites/default/files/hr-resource-library-920-2.pdf, a true and correct copy of 
which is also attached hereto as Exhibit A; see also Secretary of HHS, “Delegation of 
Administrative Management and Human Resources Authorities, October 11, 2001 at 2, a true 
and correct copy of which is attached hereto as Exhibit B (listing “Authorities Reserved to and 
by the Secretary” including “[a]uthority to approve the selection of persons for all non career 
Senior Executive Service (SES) . . . positions”); Secretary of HHS, “Delegation of 
Administrative and Human Resources Authorities,“ October 24, 2011 at 2, a true and correct 
copy of which is attached hereto as Exhibit C (same). 
 
 7. I have reviewed my office’s files, which reflect that each HRSA Administrator 
appointed to serve during the Trump and Obama Administrations (including Thomas Engels, Dr. 
George Sigounas and Dr. Mary Wakefield, respectively) was appointed through the political 
appointment process described above and managed within the Department by OWHL.  Each of 
these individuals was appointed by the Secretary as a political appointee to their positions as 
HRSA Administrator in the non-career Senior Executive Service.  
 
 8. My office’s files also show that each CDC Director appointed to serve during the 
Biden, Trump, and Obama Administrations (Drs. Rochelle Walensky, Robert R. Redfield, Jr., 
and Thomas R. Frieden, respectively) was appointed through the political appointment process 
described above and managed within the Department by OWHL.  Drs. Walensky, Redfield and 
Frieden were political appointees appointed by the Secretary to their positions as CDC Director 
in the non-career Senior Executive Service.   
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Pursuant to 28 U.S.C. § 1746, I declare under penalty of perjury that the above statements 
are true and correct.  

Executed on this 26th day of January, 2022.   

      ___________________________   
      Julia M.C. LeFevre, Ph.D.

_____________________
Julia M C LeFevre Ph D

Julia M. 
Lefevre -S

Digitally signed by Julia 
M. Lefevre -S 
Date: 2022.01.26 
16:28:28 -05'00'
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HHS Transmittal 96.14
Personnel Manual
Issue Date: 6/5/96

Material Transmitted

HHS Instruction 920-1, Executive Resources Management (pages -4)
HHS Exhibit 920-1-A, Delegations of Authority for Executive Resources Management (pages 1-2)
HHS Instruction 920-2, The Senior Executive Service: Reduction in Force and Furlough (pages 1-3)
HHS Exhibit 920-2-A, Format for Recording Competitive Performance Standing (page 1)

Material Superseded

The following Instructions (and their Exhibits) are superseded entirely:

Instruction 920-2, Executive Resource Boards (3/88)
Instruction 920-3, SES Performance Review Boards and Performance Awards (Bonuses) (3/88)
Instruction 920-4, Pay in the SES (6/83)
Instruction 920-5, Presidential Executive Rank Awards (3/88)
Instruction 920-6, Removal, Reinstatement, and Guaranteed Placement in the SES (1/84)
Instruction 920-7, Reduction in Force in the SES (3/95)
Instruction 920-8, Furloughs in the SES (3/95)
Instruction 920-9, Controls on SES and Equivalent Non-SES Positions (8/83)
Instruction 920-10, SES Career Merit Staffing Plan (8/84)
Instruction 920-11, Executive Succession Program (10/89)

Background

In September 1995, the Secretary directed the delegation of most executive resource authorities to Heads of
Operating Divisions (OPDIVs). The continued exercise of these authorities by an OPDIV is contingent on the
successful implementation of an executive resource management plan. These delegations have rendered
obsolete the greater part of the Department's personnel instructions in the 920 series. Accordingly, with this
transmittal we are abolishing all ten of these instructions and are replacing them with just two new ones.

The first, a new 920-1, covers the broad area of executive resources management in the Department. It
restates the delegations and plan requirements mentioned above, so that these will be together with the few
Departmental policies and requirements that are still appropriate. The coverage of this Instruction is primarily
the Senior Executive Service, but some provisions also refer to equivalent executive positions.
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HHS Transmittal 96.14
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The second new instruction, 920-2, covers the topics of reduction in force and furlough in the SES.  It updates
two instructions issued a year ago, addressing the need for certain Departmentwide controls in the context of a
decentralized program. Its exhibit is the format for recording competitive performance standing in the event of
a reduction in force.

Filing Instructions

File new material.  Change Table of Contents (Instruction 002-1) for the Personnel Manual to reflect changes.
Post receipt of this Transmittal to the HHS Check List of Transmittals and file it in sequential order after the
Check List.

John J. Callahan
Assistant Secretary for
Management and Budget

INSTRUCTIONS 920-1, 920-2

Distribution:  MS (PERS) :  HRFC-001
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HHS Instruction 920-1 Page 1
Personnel Manual
HHS Transmittal:  96.14  (6/5/96)

HHS PERSONNEL INSTRUCTION 920-1

Subject: EXECUTIVE RESOURCES MANAGEMENT

920-1-10 Purpose
 20 Coverage
 30 References
 40 Executive Resources Planning
 50 Executive Resources Boards (ERBs) and Merit Staffing
 60 Performance Review Boards (PRBs)
 70 Executive Resource Allocations
 80 Program Information and Accountability

Exhibit 920- 1-A   Delegations of Authority for Executive Resources Management

920-1-10 PURPOSE

This Instruction provides delegations of authority, requirements, and guidance for the management of
executive resources in the Department.

920-1-20 COVERAGE

This Instruction applies primarily to the Senior Executive Service. However, in order to achieve a
comprehensive approach to managing executive resources, some provisions also apply to Senior Level
(SL) Scientific and Professional (ST) and Senior Biomedical Research Service (SBRS) positions. (Note
that there are departmental regulations covering the SBRS at 42 CFR Part 24).

902-1-30 REFERENCES

A. 5 U.S.C. 3104 (employment of specially qualified scientific and professional personnel)
B. 5 U.S.C. Chapter 31, Subchapter II (the Senior Executive Service)
C. 5 U.S.C. 3324 (appointments to positions classified above GS-15)
D. 5 U.S.C. 3325 (appointments to scientific and professional positions)
E. 5 U.S.C. Chapter 33, Subchapter VIII (appointment, reassignment, transfer, and 

development in the SES)
F. 5 U.S.C. Chapter 35, Subchapter V (removal, reinstatement, and guaranteed placement in
the SES
G. 5 U.S.C. Chapter 43, Subchapter II (performance appraisal in the SES)
H. 5 U.S.C. 4507 (awarding of ranks in the SES)
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(290-1-30 continued) .

I. 5 U.S.C. 5307 (limitations on certain payments)
J. 5 U.S.C. Chapter 53, Subchapter VIII (pay for the SES)
K. 42 U.S.C. 228 (Senior Biomedical Research Service)
L. 5 CFR 213.3202(m) (appointment authority for placements under 5 U.S.C. 3594(b))
M. 5 CFR Part 214 (the Senior Executive Service)
N. 5 CFR Part 317 (employment in the SES)
O. 5 CFR Part 319(employment in senior level and scientific and professional positions)
P. 5 CFR Part 359 (removal from SES; guaranteed placement in other personnel systems.
Q. 5 CFR Part 412 (executive and management development)
R. 5 CFR Part 430, Subpart E (performance appraisal for the SES)
S. 5 CFR Part 451 (incentive awards)
T. 5 CFR Part 530, Subpart B (aggregate limitations on pay)
U. CFR Part 534, Subpart C (pay for senior level and scientific and professional positions)
V. 5 CFR Part 534, Subpart D (pay and performance awards under the SES)
W. 42 CFR Part 24 (SBRS)
X. HHS Personnel Instruction 351-1 (reduction in force)
Y. HHS Personnel Instruction 412-1 (executive development)
Z. HHS Personnel Instruction 430-6 (SES performance appraisal)
AA. HHS Personnel Instruction 920-2 (RIF and furlough in the SES)

920-1-40  EXECUTIVE RESOURCE PLANNING

Each OPDIV is required to prepare, for the Secretary's approval, a performance-based executive
resource management plan that reflects OPDIV implementation of delegated authorities. The plan must
include the following:

• identification of "key positions" (positions critical to the achievement of mission objectives;
selections for these positions require the Secretary's concurrence)

• states desired outcomes in terms of program improvements, including progress towards meeting
affirmative action plan requirements.

• describes the process to be used for succession planning
• describes planned monitoring and reporting activities in such areas as pay distribution, executive

development and mobility, and executive workforce demographics
• outlines intended redelegation of executive resource management authorities
• for OPDIVS with multiple pay authorities -- describes how the various pay plans, together with

the use of special pay authorities, allowances, and bonuses will be integrated (or complement each
other) in achieving mission objectives.
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920-1-50 EXECUTIVE RESOURCE BOARDS (ERBs)

Each OPDIV must establish at least one ERB (except that the Administration on Aging is included in the
Office of the Secretary ERB). Each ERB must reflect diverse membership and must consist of three or
more SES or equivalent members.

Each OPDIV must establish an SES merit staffing system that meets the OPM requirements in 5 CFR
317.501 and Departmental policies. The ERB shall conduct the merit staffing process for initial SES
career appointment. The OPDIV Head may assign other executive resource management duties to the
ERB.

920-1-60 PERFORMANCE REVIEW BOARDS (PRBs)

Each OPDIV must establish at least one PRB consisting of three or more SES or equivalent members.
The PRB is responsible for making recommendations on the performance of senior executives in the
OPDIV in accordance with the requirements in 5. CFR 430.307 and  any Departmental policies. The
OPDIV Head may assign other related duties to the PRB.

920-1-70 EXECUTIVE RESOURCE ALLOCATIONS

The Secretary retains authority to allocate executive position authorizations (i.e., slots) among the
OPDIVs. Each Department must make a biennial report to OPM requesting allocations for SES and
SES-equivalent (SL, ST) slots. The OHR will provide preparation instructions to the OPDIVs for this
report and for other allocation reviews that might be required.

For limited appointments (i.e., limited term and limited emergency), the OPM provides HHS with slot
authority equal to two per cent of our overall SES allocation. The OHR monitors the use of this pool.
Each OPDIV may make limited appointments in a number equal to two percent of its own allocation, as
long as the appointee is currently a career or career-type employee outside the SES. If an OPDIV
needs additional limited appointment slots, it should request such from the ASMB.

920-1-80 PROGRAM INFORMATION AND ACCOUNTABILITY

Each OPDIV must continually monitor its executive resources management program to ensure that it
supports mission accomplishment by effectively attracting, retaining, compensating, recognizing, and
diversifying its executive cadre.

By November 1 each year, the Head of each OPDIV will submit a self-assessment report to the
Secretary, through the ASMB, to indicate accomplishments under the specific performance measures
contained in its executive resources management plan (see 920-1-40,
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(920-1-80 continued)

above). Changes from baseline data that have resulted from the exercise of delegated executive
resources management authorities (for such things as how long it takes to fill vacancies, changes in pay-
level alignment, executive development activities, demographic changes, and other measures devised by
the OPDIV) should be provided to illustrate progress. OPDIV ERBs should oversee the development
of these reports and should be engaged, on an on-going basis, in assessing the degree to which its
executive resources management program contributes to overall mission accomplishment.

ASMB will analyze the annual OPDIV reports and recommend to the Secretary's ERB whether
authorities delegated to each OPDIV should be continued, curtailed, or otherwise modified. ASMB will
also identify, and disseminate to others, strategies found to be especially successful.

Overall guidance on program assessment may be found in Instruction 273-1.  OHR will provide
guidance and technical assistance for the assessment of compliance and personnel process effectiveness.
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DELEGATIONS OF AUTHORITY FOR EXECUTIVE RESOURCES MANAGEMENT

In September 1995, most executive resources authorities were delegated to the Heads of OPDIVs. The
paragraphs below reflect the resulting status of authorities.

The following authorities are retained by the Secretary:

• allocation of all slots, for SES, SBRS, SL, and ST, among the OPDIVs
• establishment of overall bonus pools, within which individual bonus decisions will be made
• approval of all noncareer executive personnel actions
• nominations of executives for Presidential rank awards
• approval of the career appointments of current or former noncareer appointees
• approval of Assistant Surgeon General appointments and promotions
• approval of SBRS pay above Executive Level II
• concurrence with selections for key executive positions
• concurrence with selections for executive resource board (ERB) membership

The following authorities are delegated to Heads of OPDIVs, with authority to redelegate:

• establishment and abolishment of SES positions; administrative changes to position descriptions
• recommend approval of selectee's managerial qualifications to the U.S. Office of Personnel

Management
• SES career appointments (with Secretarial concurrence for key positions)
• reinstatements into the SES
• transfers and reassignments
• details to and from executive-level positions
• recertification determinations
• adverse actions
• initial pay setting and pay adjustments
• performance bonuses (within established pool amounts) and special act cash awards
• recruitment and relocation bonuses and retention allowances
• sabbaticals and Intergovernmental Personnel Act assignments
• alternative work schedules (and flexiplace arrangements)
• overall management of position establishment and personnel actions for SL, ST, and SBRS

(Secretarial approval required for SBRS pay above Executive Level II)
• approval of appointment of non-flag Commissioned Officers into SES equivalent positions.

(continued on next page)
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These delegations must be exercised in accordance with applicable laws, regulations, and policies of the
U.S. Office of Personnel Management and the Department. Any redelegations must be in writing.
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HHS PERSONNEL INSTRUCTION 920-2

Subject: SENIOR EXECUTIVE SERVICE: REDUCTION IN FORCE (Section I) and
           FURLOUGH (Section II)

PURP OSE

The purpose of this Instruction is to establish policies and procedures relating to the reduction in force
and furlough of members of the Senior Executive Service.

REFERENCES -

A. 5 U.S.C. 3595 (reduction if force (RIF) in the SES)
B. 5 U.S.C. 3595a (furlough in the SES)
C. 5 CFR 359 Subpart F (RIF in the SES)
D. 5 CFR 359 Subpart G (guaranteed placement)
E. 5 CFR 359 Subpart H (furlough in the SES)

SECTION I - REDUCTION IN FORCE

COVERAGE

This section applies to all SES career appointees. Non-career, limited term, and limited emergency
SES appointees may be removed without regard to this Instruction.

POLICY

In a RIF, the objective will be to avoid the separation of affected career members by placing them in
positions for which they qualify.

PLACEMENT PROCESS

OPDIV Heads have primary responsibility for identifying placement opportunities for any affected
executives from their OPDIV. Placement efforts should include consideration of every reassignment
option available regardless of geographic location and any emerging needs for SES positions.

If placement efforts within the OPDIV fail, the Assistant Secretary for Management and Budget
(ASMB) will conduct Department-wide placement efforts. SES slot allocations may be adjusted to
support placements across OPDIV lines.
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COMPETITIVE RIF PROCEDURES

If the placement of one or more executives in a vacant position is not possible, ASMB will
apply competitive RIF procedures.

To implement competitive RIF procedures, each OPDIV will compute, and forward to ASMB, the
Competitive Performance Standing (CPS) for each of its career SES members, including those on IPA
assignments or on detail. The CPS will be computed on the basis of official records reflecting individual
performance recognition. Point values will be assigned in accordance with the table in Exhibit 920-2-A.
Length of service, as indicated in the exhibit, is used for tie-breaking. Executives serving an SES
probationary period who have not received a performance rating will be accorded a rating of "fully
satisfactory. "

ASMB will conduct the process of consolidation. SES employees will be identified for release from
their positions on the basis of their CPS, beginning with those having the lowest numeric total. ASMB, in
consultation with the OPDIV as to required qualifications, will " determine positions for which the
affected executive is qualified and which are encumbered by executives with lower CPS. If there are no
such positions, the executive has exhausted placement opportunities within the Department. If more than
one such position exists, the determination as to which executive will be released from his/her position
will be based on the CPS totals. Ties will be broken on the basis of length of career service in the SES
andequivalent level Federal civilian positions. However, appointees who have completed theSES
probationary period must be retained over an appointee who has not if they both havethe same retention
standing. If a tie still exists, it will be broken on the basis of length of total Federal civilian service. The
placement process will then begin for the newly identified displacee (with the possibility that not found).

OPM PRIORITY PLACEMENT

For career executives who cannot the competitive process may be invoked if a placement is be placed
within the Department (through placement or competitive RIF process), the Department will request the
Office of Personnel Management to place the executive in another Federal agency. If OPM is unable to
effect placement, the cognizant OPDIV will issue the necessary RIF notice.

PROCEDURAL REQUIREMENTS

Notice requirements, appeals, records, transfer of function entitlements, and placement rights are as
stated in 5 CFR 359, Subparts F and G.
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HHS Instruction 920-2 Page 3
Personnel Manual
HHS Transmittal:  96.14  (6/5/96)

SECTION II - FURLOUGH

COVERAGE

This section applies to career members of the SES, including those seining a probationary period.
Furloughs of career members who are reemployed annuitants, non-career, limited term, and limited
emergency SES appointees may be effected without regard to this Instruction.

POLICY

The furlough of an SES member will be made only when the OPDIV intends to bring the member back
to work and pay status within one year. A furlough may not extend more than one year. The competitive
areas and personnel office responsibilities that apply to non-SES reductions in force will apply to the
furlough activity affecting any SES member.

SHORT FURLOUGHS

For furloughs of career appointees of 30 calendar days or less (or for 22 work days if the furlough does
not cover consecutive days), the procedures that apply to furloughs of non-SES employees who are
covered by 5 CFR 752, Subpart D will be followed.

LONG FURLOUGHS

For furloughs of over "30 calendar days, the competitive procedures that apply to the RIF of SES
members will be followed. See Section I of this Instruction.
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HHS Instruction 920-2-A Page A-1
Personnel Manual
HHS Transmittal:  96.14  (6/5/96)

Format for Recording Competitive Performance Standing
________________________________________________________________________

Name: ____________________________________________________________

Organization: _______________________________________________________

          POINTS
I. Presidential Rank Award
• points credited for 5-year period of award)

Distinguished granted FY    (60 points) ______
Meritorious, granted FY    (40 points) ______

II. Performance Award (Bonus)
• points credited for three most recent performance periods:

bonus of 11% or higher = 20; 8-10% = 18;
6-7% = 15; 5% = 12 points)

       FY_________  Rating ________ ______
       FY_________  Rating ________ ______
       FY_________  Rating ________ ______

III. Performance Rating
• points credited for three most recent performance periods:
Fully Successful or higher = 4 points,
Minimally Satisfactory = 1 point, Unsatisfactory = 0 points

        FY________  Rating ________ ______
        FY________  Rating ________ ______
        FY________  Rating ________ ______

TOTAL: ______
________________________________________________________________________

Service Length (for tie breaking only) Years   MonthsDays

SES and equivalent* civilian Federal service: ______ ______ ______
Total Federal service, including SES and equivalent: ______ ______ ______

________________________________________________________________________

Information recorded by:_____________________________Date ______________
* includes Executive Level, SL, ST, SBRS, and "supergrade"
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-'-- -

leT 2 4 2011 

MEMORANDUM 

. TO: Assistant Secretary for Administration 

SUBJECT: Delegation of Administrative and Human Resources Autho'rlties 

I hereby to the Assistaqt Secretary· for Administratiolt ---.------ -- --- --- ---
resources authorities.ofthe Secretary, except those authorities specifically reserved to or by the 
Secretary or otherwise delegated or assigned by the Secretary. Those excepted authorities are 
listed in the appendix to this delegation. The authorities hereby delegated include, but are not 
limited to,'the following: 

A. The administrative authorities for travel, facilities, facilities engineering and 
construction, surplus property, logistics, and information resources management. 

L.___ __ [01. _" ...... __ __ 
, management, and labor management relations activities. 

In addition, under the authority vested in me as Secretary and in accordance with regulations of 
. the Equal Employment Opportunity Commission, I designate you as Director of Equal 

Employment Opportunity for the Department, with the authority to make final decisions on all 
discrimination complaints, charges,. and claims. I also delegate to the Assistant Secretary -for 
Administration, as the Director of Equal Employment Opportunity, all authority overequal 
opportunity programs that I have. 

1 also designate the Assistant Secretary for Administration as the Operating Division Head for 
the Office of the Secretary. 

Ihereby affirm and ratify any actions taken by the Assistant Secretary for Administration, or his 
or her subordinates, that involved the exercise of the authorities delegated herein prior to the 
effective date of this delegation. 

( 

This delegation supersedes the October 11,2001 delegation memorandum from the Secretary to 
the Assistant Secretary for Administration and Management, "Delegation of Administrative 
Management and Human Resources Authorities;" Redelegations based on the delegation 
memorandum'superseded herein may remain in effect until, changed. .. 

Exercise of these authorities shall be in accordance with established policies, procedures, 
. guidelines, and regulations as prescribed by the.Secretary. This delegation is effective on the 
date of signature. . 

Attachment 
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AUTHORITmS RESERVED TO AND BY THE SECRETARY 

· Administrative Management Authorities 
• Authority to approve and issue regulations under certain provisions as defined in the 

delegation of authority for regulations issued by the Secretary to Operating Division 
Heads 

• Authority to approve all reorganizations that involve more than one Operating Division; a 
. statutorily based organization; or one that has a significant effect on the public , 

• Authority to submit annual or other reports that the President or the Congress require 
unless the law or delegation provide otherwise for their specific submission by the 
Secretary 

• Authority to exercise authorities delegated by the President 

Human Resources Authorities 
. • Authority to nominate persons for appointment by the President, or by the President with 

consent of the Senate-----_____________________ _ 

• Authority to suspend or separate an employee whether in a sensitive or non-sensitive 
position; on grounds of disloyalty or subversion; restore to duty an employee who has 
been suspended on such grounds; or reemploy any person who as been separatedftoIi1 
any Federal position on such grounds . 

• Authority to approve the selection of persons for all non-career Senior Executive Service 
(SES) and Schedule C positions . 

• Authority to approve the selection of persons as members of advisory committees or 
except where the Secretary has specifically delegated such approval authority 

• Authority to grant cash awards based on perfonnance,special acts, inventions, and 
adopted employee suggestions in amounts from $10,001 to 425,000 with prior approval. 
of the U.S. Office of Personnel Management 

• Authorityto recommend, in conjunction with the· Director of the U.s. Office of Personnel 
Management, the approval ofan additional cash award of up to $10,000 by the President 

• . Authority to nominate individuals to the u.s. Office of Personnel Management for award 
of the rank of meritorious executive or distinguished executive 

• Authority to grant the Secretary's award for Distinguished Service, the Secretary's 
Special Citation, the DistingUished Pllblic Service Award, the HHS Medallion Seal 
Award,the Secretary's Recognition Award, the Secretary's Certificate of Appreciation, 
the Secretary's Letter of Appreciation, and the 50-Year Length of Service Award 

• Authority to approve nominations for all non-HHS awards officially submitted by the 
Department . 

• Authorities for the operation of the PHS Commissioned Corps are delegated to other 
officials 
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Equal Employment Opportunity 
• Authority to review, reexamine or have any matter, complaint, charge, or claim of alleged 

discrimination reviewed or reexamined for purposes of reconsidering the resolution, 
, decision, disposition, or adjustment agreement . 

• Authority to designate the Director of Equal Employment Opportunity for the 
Dcwartment r 

• Authority to issue final Agency decisions under the provisions of Title 29 of the COde of 
Federal Regulations,Section 1614.110, on complaints of discrimination filed by 
applicants for or members of the Commissioned Corp of the U.S. Public Health Service 
relating to events that occurred prior to November 13, 1998. (Note: These cases must be 
handled in accordance with §D ofCC46.1.1.) 

• Authority to issue final Agency decisions on complaints of discrimination filed by . 
applicants for or members of the Commissioned Corp of the U.S. Public Health Service 
relating to events that have occurred after November 13, 1998. (Note: As of November 

• __ nn the..Federal ___________ . 
discrimination laws or EEOC regulations at 29 C.F.R. § 1614 (see CC46.1.1).) 
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Foreword 
Created in 1984, the U.S. Preventive Services Task Force (Task Force) is an independent, volunteer panel of 16 
national experts in prevention and evidence-based medicine. Our mission is to improve the health of people 
nationwide by making evidence-based recommendations on clinical preventive services and health promotion in 
primary care settings.  

The Task Force is committed to making the recommendation development process as clear and transparent as 
possible so that health care professionals, partners, and the American public are fully informed every step of the way. 
We share the USPSTF Procedure Manual with this goal in mind.  

This Procedure Manual describes the methods used by the Task Force to ensure that its recommendations are 
scientifically sound, reproducible, and well documented. It is intended as a guide for anyone who is interested in the 
Task Force, Task Force members, and those who support the Task Force’s work, including staff of the Agency for 
Healthcare Research and Quality and its designated Evidence-based Practice Centers.  

The Manual provides a high-level description of the Task Force’s structure, governance, and processes for selecting 
topics, reviewing evidence, soliciting and responding to public input, and arriving at a recommendation. Researchers 
seeking a more detailed description of methods used to conduct a systematic evidence review may want to review 
the methods described on the Web site of AHRQ’s Effective Health Care Program (effectivehealthcare.ahrq.gov) or 
read the evidence reviews that are posted with each final Task Force recommendation. 

It is important to the Task Force that our colleagues, partners, and the American public understand our procedures. 
We hope that you will find the USPSTF Procedure Manual helpful and will share it with others who may find it 
beneficial. If you have any questions or comments, please contact the USPSTF Coordinator at 
info@uspstf.net. 

Together, we can work to improve the health of people nationwide. 

Albert L. Siu, M.D., M.S.P.H., 
Chair, U.S. Preventive Services Task Force 

Michael LeFevre, M.D., M.S.P.H. 
Immediate Past Chair, U.S. Preventive Services Task Force 
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Section 1. Overview of U.S. Preventive Services Task Force 
Structure and Processes 
1.1 Purpose 
The U.S. Preventive Services Task Force’s (USPSTF’s) mission is to improve the health of people nationwide by 
making evidence-based recommendations about clinical preventive services and health promotion.  

This Procedure Manual documents the methods used by the Task Force to ensure that its recommendations and the 
reviews on which they are based are of consistently high quality, methodologically sound, scientifically defensible, 
reproducible, unbiased, and well documented. 

The USPSTF is assisted in fulfilling its mission by the Agency for Healthcare Research and Quality (AHRQ), which 
provides scientific, administrative, and dissemination support to the USPSTF, and by AHRQ-designated Evidence-
based Practice Centers (EPCs), which develop the evidence reviews, evidence summaries, and other documents 
that inform the USPSTF’s deliberations. In addition to documenting the USPSTF’s methods, this Manual also 
provides a summary overview of the methods used by AHRQ and EPC staff to support the USPSTF. 

1.2 Intended Audience 
The Procedure Manual is a user’s manual for everyone on the USPSTF team—including AHRQ and EPC staff in 
addition to Task Force members. It is designed primarily for internal use as a guide to developing USPSTF 
recommendations, but may also be of interest to researchers, methodologists, and members of the public. It is 
intended to be a “living” document that is constantly updated as methods and processes evolve.  

In developing this Manual, the Task Force drew, in part, from a series of articles published by its members, past 
members, AHRQ staff, and other researchers. A list of these sources is provided in Section 10. Researchers and 
methodologists seeking further details on the Task Force’s methodology may find these articles useful as a 
complement to the Manual. 

1.3 History of the USPSTF 
The USPSTF, first convened by the U.S. Public Health Service in 1984, is a leading independent panel of nationally 
recognized non-Federal experts in prevention and evidence-based medicine. Programmatic support for the Task 
Force was transferred to AHRQ in 1995. The Affordable Care Act of 2010 reauthorized the USPSTF with a slightly 
different and expanded mandate. Due to the Nation’s greater emphasis on prevention, insurers are now required to 
cover preventive services that are recommended by the USPSTF with a grade of A or B, along with those 
recommended by the Centers for Disease Control and Prevention’s (CDC’s) Advisory Committee on Immunization 
Practices (ACIP), Bright Futures, and the Health Resources and Services Administration’s (HRSA’s) guidelines for 
women’s health. The Affordable Care Act requires insurers to cover these services with no deductible and no co-pay 
(Appendix I).  

The first Task Force concluded its work in 1989 with the publication of the “Guide to Clinical Preventive Services.” A 
second Task Force, appointed in 1990, concluded its work with the release of the second edition of the “Guide to 
Clinical Preventive Services” in December 1996. In 1998, members of the third Task Force were appointed for 5-year 
terms. The third Task Force released its recommendations incrementally.  

Since 2001, the Task Force has featured a rolling panel of members appointed for 4 years, with a portion of the 
membership being replaced each year. Additionally, Task Force methods were described in a special issue of the 
American Journal of Preventive Medicine that year, including methods for developing recommendations on 
behavioral counseling and use of analytic frameworks. (See Section 10 for reference.) Following this publication, the 
Task Force began systematically using analytic frameworks to structure literature reviews and develop 
recommendations on every topic. 

The Task Force now releases its recommendations both incrementally and in periodic publications similar to the 
“Guide to Clinical Preventive Services.” 

1.4 Scope of Work 
Since its inception almost 30 years ago, the USPSTF has worked to fulfill its mission of improving the health of all 
Americans by making evidence-based recommendations about clinical preventive services and health promotion. 
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The Task Force comprehensively assesses evidence and makes recommendations about the effectiveness of clinical 
primary and secondary preventive services, including screening tests, counseling about healthful behaviors, and 
preventive medications for children, adolescents, adults, older adults, and pregnant women. 

Its recommendations focus on interventions to prevent disease, so they only apply to persons without signs or 
symptoms of the disease or condition under consideration. USPSTF recommendations address services offered in 
the primary care setting or services referred by primary care professionals.  

While the main audience for Task Force recommendations is the primary care clinician, the recommendations also 
have relevance for and are widely used by policymakers, managed care organizations, public and private payers, 
quality improvement organizations, research institutions, and patients. 

1.5 USPSTF Members 
There are currently 16 members on the Task Force. Members are nationally recognized experts in prevention, 
evidence-based medicine, and primary care who are also skilled in the critical evaluation of research and the 
implementation of evidence-based recommendations in clinical practice. Members’ fields of practice include 
behavioral health, family medicine, geriatrics, internal medicine, pediatrics, obstetrics and gynecology, and nursing. 
Currently the Task Force is led by a Chair and two Vice-Chairs. Details on the roles and responsibilities of the Task 
Force members are provided in Appendix IV.  

1.5.1 Selection of USPSTF Members 

Each year, the AHRQ Director selects new members to replace those members who are completing their 
appointments. Anyone can nominate a new Task Force member at any time on the Task Force Web site. 

The nomination process and required qualifications are described on the Task Force Web site. As of December 2013, 
the required minimum qualifications are as follows. 

Demonstrated knowledge, expertise, and national leadership in the following areas: 

1. The critical evaluation of research published in peer-reviewed literature and in the methods of evidence review 
2. Clinical prevention, health promotion, and primary health care 
3. Implementation of evidence-based recommendations in clinical practice, including at the clinician-patient level, 

practice level, and health system level 

Some USPSTF members without primary health care clinical experience may be selected based on their expertise in 
methodological issues, such as meta-analysis, analytic modeling, or clinical epidemiology. For individuals with clinical 
expertise in primary health care, additional qualifications in methodology would enhance their candidacy. 

To obtain a diversity of perspectives, AHRQ particularly encourages nominations of women, members of minority 
populations, and persons with disabilities. 

Applicants must have no substantial conflicts of interest, whether financial, professional, or intellectual, that would 
impair the scientific integrity of the work of the USPSTF and must be willing to complete regular conflict of interest 
disclosures. 

Applicants must also have the ability to work collaboratively with a team of diverse professionals who support the 
mission of the USPSTF. Applicants must have adequate time to contribute substantively to the work products of the 
USPSTF. 

1.5.2 Terms of Members 

In 2001 the USPSTF transitioned to a standing Task Force. Currently, members are invited to serve for a 4-year term, 
with a possible 1-year extension. New members are selected each year to replace those who have completed their 
appointments. 

1.6 USPSTF Meetings 
The Task Force meets three times a year, in March, July, and November. Meetings are by invitation only. 
Representatives from USPSTF partner agencies and organizations have standing invitations. Special guests are 
invited to attend meetings for specific purposes. 
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Formal votes are taken for major procedural and methodological decisions, and for draft and final recommendations.. 
Votes may be taken for other decisions at the discretion of the Chair. Detailed voting rules are provided in Section 
7.4. Key provisions are as follows: 

1. All motions on recommendations (at any stage) requiring a vote are passed when two thirds of the current 
Task Force membership vote “yes.”  

2.  Motions on procedural, methodological, and other decisions which require a vote are passed when a majority 
of current Task Force membership votes “yes.” 

3.  Votes are submitted as “yes,” “no,” “abstain,” or “absent.” Votes are taken by voice, hand, or email, without 
secret ballots. 

4.  Members recused for reason of potential conflict of interest are recorded as recused and do not vote. 
5.  In votes that are less than unanimous, there are no minority reports. 
6.  A vote must be held to reconsider the grade of a previously voted draft or final recommendation statement. 

Two thirds of the current Task force membership must approve the request to reconsider. If the request to 
reconsider is approved, the topic leads review and present the evidence supporting the motion. The Task 
Force then votes on the new recommendation either in person or by email.  

1.7 Conflict of Interest 
1.7.1 Introduction 
 
The public must have confidence in the integrity of the process by which the Task Force makes its 
recommendations.1 The reputations of the Task Force members as highly regarded researchers, clinicians, and 
academicians contribute to this objective and must be protected if the Task Force recommendation statements are to 
be accepted and implemented. It is also essential that Task Force deliberations benefit from members' vigorous 
exchange of perspectives that are derived from and shaped by the member's research and/or practice experiences. 
 
The intent of requesting disclosure of any potential conflict of interest is to ensure that the USPSTF provides a 
balanced, independent, objective, and scientifically rigorous product (including its recommendation statements) by 
understanding other interests that could potentially influence the work and decision-making of its members. The 
USPSTF requires each member to disclose all information regarding any possible financial and non-financial conflicts 
of interest prior to each meeting for all topics under development or that will be discussed at each meeting. Previous 
disclosures for continuing topics must also be updated to reflect changes in a member’s situation since the form was 
last completed. 
 
It is important to note that disclosures are not considered actual conflicts of interest until the value and nature of the 
disclosure is reviewed by the Task Force chairs. 
 
1.7.2 Process for Completing Disclosure Forms 
 
The USPSTF Disclosure Form will be completed by Task Force members prior to each meeting to provide 
information on potential financial and non-financial conflicts of interest related to USPSTF topics under consideration. 
Task Force members are expected to provide full disclosure for new topics and topics in development, as well as an 
updated disclosure that reflects changes in their situation for continuing topics.  
 
All members are expected to provide full disclosure of their own interests as well as the interests of immediate family 
members (which includes their spouse/partner, dependent children, and parents) and those of other close personal 
relationships.  
 
The period of disclosure is 36 months prior to the date of form completion. The exception is publications related to the 
topic, for which there is no time limit, and research grants, for which the period of disclosure is 36 months from the 
end of the grant period. Completed Disclosure Forms will be kept on file. Further information on each type of 
disclosure required is provided below. 
 
Disclosure of Significant Financial Interests 
Financial disclosures refer to relationships with entities that could influence, or give the appearance of influencing, the 
outcome of a USPSTF decision. Entities could be individuals, organizations and corporations, or other groups with 
established or future business in the matter of a USPSTF decision. A relevant financial interest is a situation in which 
a Task Force member, immediate family member, or close personal relation has the potential for direct or indirect 

1 Institute of Medicine,  Clinical Practice Guidelines We Can Trust (2011).  Available at 
http://iom.nationalacademies.org/reports/2011/clinical-practice-guidelines-we-can-trust.aspx. Accessed 11/10/15. 
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financial gain or loss related to a Task Force product. Task Force members should disclose financial relationships for 
themselves, their immediate family members, and close personal relationships. It is important to note that Task Force 
members report all relevant financial relationships regardless of the amount. Relevant financial interests include, but 
are not limited to:  
  

a. Ownership or owning individual stocks (stock shares, options, warrants), and bonds or other debt or other 
significant proprietary interests or investments in any third party that could be affected by a USPSTF 
decision on a specific topic. (Diversified non-sector mutual funds in which stocks are chosen by an 
independent fund manager may not need disclosure) 

b. Having an employment, independent contractor or consulting relationship or other contractual arrangements, 
whether written or unwritten, with an entity that could be financially or reputationally affected by a Task 
Force decision  

c. Receiving a proprietary research grant or receiving patents, royalties or licensing fees from such an entity 
d. Participating on an entity’s proprietary governing board or advisory council 
e. Participating in an entity’s speakers bureaus 
f. Receiving honoraria or travel from such an entity 
g. Receiving payment as an expert witness for a plaintiff or a defendant associated with such an entity 
h. Receiving remuneration for services with respect to transactions involving parties with a financial interest in 

the outcome of a USPSTF decision. This may include clinical specialty practice. 
 
There is no set minimum dollar amount for financial disclosure because any relevant financial relationship could be 
considered significant.  
 
Financial interests that do not need to be disclosed include: 

a. Income from seminars, lectures, teaching engagements, service on advisory committees or review panels 
for public entities or nonprofit organizations that do not have a vested interest in the specified topics 

b. Diversified mutual or retirement funds 
 
Disclosure of Significant Non-Financial Conflicts of Interest 
 
Non-financial conflicts of interest are other relationships, activities, or stated positions that could influence or give the 
appearance of influencing the work of a member of the USPSTF. In addition, non-financial COIs are considered to be 
any strongly held beliefs related to a topic area that would make it difficult for a Task Force member to work on any 
new or related topic. Task Force members should disclose these relationships, activities or stated positions for 
themselves, their immediate family members, and close personal relationships. These disclosure requests are 
intended to identify strongly held opinions that may not be open to alternative conclusions even if provided with 
adequate evidence to the contrary. It also includes interests or institutional relationships that are not direct financial 
COIs but may influence or bias the individual.  
 
The Task Force recognizes that potential non-financial interests are likely to be numerous because Task Force 
members are chosen for their national reputations on prevention issues; and their work may be very well-known. As a 
result, users of Task Force products might doubt the objectivity of the process if such members are known to have 
taken leadership roles in discussion and vote on recommendations regarding that topic. Task Force members are 
required to disclose substantial non-financial interests including, but not limited to:  
 

a. Public comments and testimony 
b. Leadership role on a panel  
c. Substantial career efforts/interests in a single topic area 
d. Previously published opinions  
e. Advocacy or policy positions  

 
In addition, potential non-financial interests requiring disclosure include any relationships with or investments in 
governmental organizations, healthcare organizations, professional societies, or other organizations that you have 
reason to believe may benefit or be harmed by Task Force recommendations. This includes services that are 
provided on a part-time or seasonal basis, service that has occurred in the past or is anticipated in the future, and 
includes services for which compensation may have been provided as an:  
 

• Officer 
• Medical staff 
• Board member 
• Director 

USPSTF Procedure Manual ▌pg. 4 
APP 069

Case 4:20-cv-00283-O   Document 65   Filed 01/28/22    Page 73 of 458   PageID 1136Case 4:20-cv-00283-O   Document 65   Filed 01/28/22    Page 73 of 458   PageID 1136



• Expert advisor 
• Consultant 

 
Non-Financial Interests that do not need to be disclosed include: 

a. Employment from nonprofit organizations such as government agencies and nonprofit entities that do not 
have a vested interest in the specified topics 

b. General membership in a professional society 
c. Attendance at presentations or conferences related to the topic of interest 

 
Prospective Task Force Members 
 
Prospective Task Force members will be verbally informed of the USPSTF COI policy by the Task Force chair and/or 
co-chair during the review of their candidacy. Appointees will be required to submit a Disclosure Form prior to 
finalizing their appointment. The USPSTF Disclosure Form will also be completed by new Task Force members prior 
to participation in their first in-person meeting. 
 
1.7.3 Process for Determining Appropriate Actions 
 
After disclosures are submitted and prior to each meeting or to new member appointment, all disclosures will be 
aggregated and reviewed by the Task Force Chairs. The Task Force Chairs will determine the final action on the 
member's eligibility to participate on a specific topic(s) which also is kept on file.  
 
Each member is notified of the final action. If a Task Force member feels that a more conservative action is 
appropriate than that recommended, he or she can withdraw from any part of the process for that topic. For example, 
members are free to recuse themselves voluntarily from participation in the processes for specific topics. However, a 
voluntary recusal does not free a member from the obligation to disclose a conflict. 
 
For disclosures and assessment of potential COI of Task Force chairs, the two chairs not under review determine a 
final action. This process is followed for each of the three Task Force chairs.  
 
Prior to each meeting, Task Force members will receive a summary of all disclosures that will be publicly announced 
during the meeting. At the start of each meeting, the Task Force Chairs will announce these disclosures and provide 
an opportunity for members to ask questions and engage in discussion. 
 
Below is a list of disclosures representing potential conflicts and the possible actions that can be recommended by 
the Task Force Chairs for each disclosure.  
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Table 1. Description of Disclosures and Recommended Actions 

Level Type of Disclosure 
Range of Possible 

Recommended Actions Description 
1 • No financial disclosures of any value 

• No non-financial disclosures that would 
impact the judgment of the Task Force 
member 

Financial Interests that do not need to be disclosed: 
• Income from seminars, lectures, teaching 

engagements, service on advisory 
committees or review panels for public 
entities or nonprofit organizations that do 
not have a vested interest in the specified 
topics  

• Diversified mutual or retirement funds 
Non-Financial Interests that do not need to be 
disclosed: 

• Employment from nonprofit organizations 
such as government agencies and 
nonprofit entities that do not have a vested 
interest in the specified topics 

• General membership in a professional 
society 

• Attendance at presentations or 
conferences related to the topic(s) of 
interest 

No Action 

 

No disclosure or recusal 
necessary  

2 • Providing public comments, expert 
testimony, or participation in speaking 
bureaus on a relevant topic (excluding 
speaking engagements on behalf of a 
product) 

• Any relevant financial disclosure valued at 
$1000 or less 

• Participation in any governmental 
organizations, professional societies, or 
other organizations (as an officer, medical 
staff, board member, director, expert 
advisor, or consultant) related to the 
topic(s) of interest 

• Serving as editor or deputy editor of an 
academic journal, book or website 

Information disclosure to 
Task Force only. 

 

 

Member may participate 
as primary lead, and may 
discuss and vote on the 
topic 
 
 
 

3 • Any relevant financial disclosures valued at 
more than $1000 

• Participation in any proprietary companies 
(as an officer, medical staff, board 
member, director, expert advisor, or 
consultant) related to the topic(s) of 
interest such that the member would stand 
to gain financially from a specific outcome 
of a recommendation statement. 

• Speaking engagements on behalf of a 
product 

• If a member has a significant non-financial 
interests in a specific outcome of a 
recommendation statement  
 

Possible exclusions from 
Task Force roles as a 
result of Level 3 
disclosures Include: 
 
Member may not serve 
as primary lead for topic 
workgroup 

Member may not 
participate as the primary 
lead of the topic 
workgroup specific to the 
conflict, but may serve as 
a lead on the topic 
workgroup and discuss 
and vote on the topic. 

Member may not serve 
as the primary 
spokesperson for the 
topic 

Member may not 
participate as the primary 
spokesperson for the 
topic specific to the 
conflict, but may serve as 
a lead on the topic 
workgroup and discuss 
and vote on the topic. 
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Level Type of Disclosure 
Range of Possible 

Recommended Actions Description 
 • The member has one or more publications 

or research grants that are likely to be part 
of the evidence review, and that address 
key questions in the analytic framework, or 
that express opinions related to the topic. 
Whether or not action is needed will 
depend on the specific content of the 
publications and/or grants, and the source 
of funding of any grants. 

Member may not serve 
as a lead on the topic 
workgroup 

Member may not 
participate as a lead in 
the topic workgroup 
specific to conflict, but 
may discuss and vote on 
the topic. 

Recusal from all 
participation in topic 
activities 

Member may not 
participate as a lead on 
the topic workgroup 
specific to conflict and 
may not discuss or vote 
on the topic. Member will 
leave the meeting room 
for all discussion and 
voting. Publicly released 
recommendations will 
denote the member's 
recusal from participation 
and voting on this topic. 

 
The member may choose to disclose to the Task Force chairs either a strongly held opinion that results in the 
potential for bias, or a personal or family illness that may lead to bias but which should be held confidential. This may 
result in recusal from a particular topic, at the discretion of the Task Force chairs. 
 
If a relationship could be classified in more than one level (for example, service as a medical editor [Level 2] that is 
compensated with more than $1000/year [Level 3]) it would be classified at the higher level (Level 3, in this case).  
 
1.7.4 Process for Sharing USPSTF Disclosures and Actions with the Public 
 
The USPSTF posts a summary of Level 3 disclosures for any topic on the COI page of the USPSTF website. 
Additionally, International Committee of Medical Journal Editors (ICMJE) disclosure forms from USPSTF authors are 
available for each Recommendation Statement from the journal in which the Recommendation Statement is 
published. 
 
Policy for Other Affiliated Groups 
EPC members file separate disclosure forms consistent with EPC procedures and are kept on file. 

1.8 Partner Organizations 
Partner organizations provide ongoing liaison to the USPSTF. They include Federal agencies that are stakeholders in 
the process (Federal Liaisons) and Dissemination and Implementation Partners that represent primary care clinicians, 
consumers, and other stakeholders involved in the delivery of primary care. Partner organization representatives 
contribute their expertise, help disseminate the work of the USPSTF to their members and constituents, and help put 
the recommendations into practice. They are invited to attend and observe the USPSTF meetings and are permitted 
to comment on the proceedings during the meetings.  

Like the public, partners are invited to review draft research plans, evidence reviews, and recommendation 
statements, and may arrange for these documents to be reviewed in detail by content experts within their 
organizations. This opportunity for comment by partners is in addition to the peer review that is obtained from experts 
who are not involved in the Task Force process, and the peer review provided by journals. 

Federal Liaisons currently include the Centers for Disease Control and Prevention (CDC); Centers for Medicare and 
& Medicaid Services (CMS); Community Preventive Services Task Force; Department of Defense (DOD) Military 
Health System; Department of Veterans Affairs (VA) Center for Health Promotion and Disease Prevention; Health 
Resources and Services Administration (HRSA); Indian Health Service (IHS); National Cancer Institute (NCI); 
National Institutes of Health (NIH); Office of the Assistant Secretary for Health, Office of Disease Prevention and 
Health Promotion (ODPHP); Substance Abuse and Mental Health Services Administration (SAMHSA); and the U.S. 
Food and Drug Administration (FDA). 
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Dissemination and Implementation Partners currently include AARP, America’s Health Insurance Plans (AHIP), 
American Academy of Family Physicians (AAFP), American Academy of Nurse Practitioners (AANP), American 
Academy of Pediatrics (AAP), American Academy of Physician Assistants (AAPA), American Congress of 
Obstetricians and Gynecologists (ACOG), American College of Physicians (ACP), American College of Preventive 
Medicine (ACPM), American Medical Association (AMA), American Osteopathic Association (AOA), American 
Psychological Association (APA), Canadian Task Force on Preventive Health Care, Community Preventive Services 
Task Force, Consumers Union, National Association of Pediatric Nurse Practitioners (NAPNAP), National Business 
Group on Health, National Committee for Quality Assurance (NCQA), and the Patient-Centered Outcomes Research 
Institute (PCORI). 

1.9 Overview of the Process 
As illustrated in Figure 1, four groups are involved in the process that results in formulating Task Force 
recommendations: the Task Force, AHRQ, the EPC, and Task Force partners. Each plays a unique role in the 
process. 

The Task Force selects and prioritizes topics for review, approves the analytic framework, determines the questions 
and outcomes of interest, interacts with the EPC about evidence issues, judges and grades the level of the available 
evidence, determines the balance of benefits and harms, and makes the recommendation. 

AHRQ convenes the Task Force and provides ongoing administrative, research, and technical support for its 
operations, including coordination of and support for the dissemination of recommendations. An AHRQ Medical 
Officer joins the topic team to provide technical input and assist with coordination. In addition, AHRQ staff 
occasionally prepares in-house evidence reviews for some update and reaffirmation topics (see Sections 2 and 4 for 
more information on reaffirmations). 

Under contract to AHRQ, EPCs conduct systematic reviews of specified questions concerning the evidence on 
prioritized topics in clinical prevention. EPC evidence reviews serve as the scientific basis for USPSTF 
recommendations. The EPC’s review process includes operationalizing the questions and outcomes of interest 
specified by the USPSTF for systematic review; drafting an analytic framework that illustrates the questions, 
populations, interventions, and outcomes of interest; locating and retrieving the relevant evidence; evaluating the 
quality of individual studies; qualitatively and/or quantitatively summarizing review findings for each question for use 
by the USPSTF in its evaluation of the evidence; and producing the reports. Further details about EPCs are available 
at www.ahrq.gov/research/findings/evidence-based-reports/overview/index.html.  

USPSTF partners are invited to review and comment on draft research plans, evidence reviews, and 
recommendation statements. Partners are encouraged to disseminate Task Force recommendations to their 
members. Further details about the role of partner organizations are provided in Section 1.8. 

Lastly, anyone can nominate new Task Force members and new topics for the Task Force to consider. In addition, 
the USPSTF seeks feedback from the public on its draft research plans, evidence reviews, and recommendation 
statements. 

The procedures for developing a recommendation statement are presented in Figure 2. A brief summary follows. 
Each step is also described in more detail in subsequent sections of the Procedure Manual. 

1.9.1 Topic Selection 

Topic selection begins with the identification of topics to be considered. Anyone—including individuals, organizations, 
EPCs, and Task Force members—can nominate a new topic for Task Force consideration or request an update of an 
existing topic through an online nomination form on the USPSTF Web site. Once a year, the Task Force Topic 
Prioritization Workgroup drafts a prioritized list of topics, including new topics and updates, to be started during that 
year. This list is made according to the following criteria for prioritization: public health importance (burden of suffering 
and potential of preventive service to reduce the burden); potential change to a prior recommendation (e.g., because 
new evidence has become available); and potential for a Task Force recommendation to affect clinical practice 
(based on existing controversy or the belief that a gap exists between evidence and practice). The ultimate goal is to 
balance the annual portfolio of topics by population, type of service (screening, counseling, preventive medication), 
type of disease (e.g., cancer, endocrine disease), and size of project (e.g., update vs. new topic). The Task Force 
also aims to update topics every 5 years in order to keep its library of recommendations current. 
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Task Force leads) develops a preliminary work plan as described in Section 3. AHRQ organizes a conference call of 
the entire topic team to discuss and refine the project scope and finalize the work plan. 

1.9.3 Work Plan External Review 

Work plans for new topics are sent to a limited number of outside experts in appropriate areas for their review and 
comments. Work plans for topic updates are not routinely sent to experts for review.  

1.9.4 Research Plan Development 

Based on the full final work plan, a “research plan” that contains only the analytic framework, key questions, and 
inclusion/exclusion criteria is created for public comment.  

1.9.5 Draft Research Plan Public Comment  

All draft research plans are posted on the USPSTF Web site for public comment for a period of 4 weeks. USPSTF 
partners are encouraged to submit comments via the Web site.  

1.9.6 Finalization and Approval of Work Plan  

The work plan is revised based on public and partner comments and expert review. Work plans for new topics are 
usually presented by the EPC to the entire Task Force. The EPC’s presentation is followed by comments from Task 
Force topic leads. The Task Force then discusses the plan, focusing on any issue of importance, but especially the 
key questions. The work plan is revised by the EPC as requested by the Task Force and finalized. Work plans for 
topic updates are approved by the Task Force topic leads, but are not routinely presented to the entire Task Force for 
discussion. 

1.9.7 Draft Evidence Review  

Based on the final work plan, the EPC conducts a systematic evidence review to address the questions posed by the 
Task Force and presents the resulting information in a draft evidence review, with evidence tables. The EPC presents 
a summary of the draft evidence review to the leads by teleconference before discussion and deliberation by the 
entire Task Force.  

1.9.8 Review of Draft Evidence Review by Task Force Leads and External Experts  

All draft evidence reviews are sent to a limited number of experts in the field for review (Appendix XV). In addition, 
Task Force topic leads and AHRQ Medical Officers are asked to comment on the draft evidence review.  
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Figure 1. Group Roles in the Task Force’s Recommendation Development and Dissemination Processes  
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Figure 2. Steps the USPSTF Takes to Make a Recommendation 
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1.9.9 Development of Draft Recommendation Statement  

While the draft evidence review is under review and revision, the Task Force topic leads discuss specific 
recommendations and the content of the Clinical Considerations section of the recommendation statement. The Task 
Force leads draft the recommendation statement with the AHRQ Medical Officer, which is presented to the entire 
Task Force at its next meeting. 

1.9.10 USPSTF Vote on Draft Recommendation Statement  

At the Task Force meeting, a representative from the EPC presents the expert-reviewed evidence review findings, 
and the Task Force topic leads discuss the evidence and present the draft recommendation statement. The entire 
Task Force discusses the evidence and recommendation statement. Any proposed changes to the specific language 
of the recommendation are discussed. The Task Force votes on various formulations of the recommendation 
statement until one version gains the support needed. It usually takes from 9 to 15 months from when the work plan 
is approved to when the peer-reviewed evidence review and draft recommendation statement are presented to the 
Task Force for a vote. 

1.9.11 Public Comment on Draft Evidence Review and Draft Recommendation Statement 

The draft evidence review and draft recommendation statement are typically posted together on the USPSTF Web 
site for public comment for a period of 4 weeks. During the comment period, any member of the public may submit 
comments on either or both of the documents. USPSTF partners are encouraged to submit comments. 

1.9.12 Final Evidence Review  

After receiving and reviewing all comments in the Draft Evidence Review from experts, partners, the public, the 
USPSTF (in particular, the topic leads), and the AHRQ Medical Officer, the EPC revises the evidence review. The 
EPC sends a summary of all comments received and the revised evidence review, indicating how the comments 
were addressed, to the AHRQ Medical Officer and made available to the Task Force. After the AHRQ Medical Officer 
has reviewed and approved the revised document, the review is considered final. At this point, the EPC may 
undertake preparation of a manuscript to be submitted for publication in a peer-reviewed journal. An effort is made to 
synchronize publication in the journal with the publication and/or release of the USPSTF final recommendation 
statement. 

1.9.13 Development of Final Recommendation Statement  

The Task Force leads working with the AHRQ Medical Officer propose revisions to the recommendation statement 
based on discussion at the meeting and all comments received from the public, experts, and partners. This revised 
recommendation statement is sent to all Task Force topic leads for approval.  

1.9.14 Approval of Final Recommendation Statement  

The final recommendation statement is then sent to all Task Force members for ratification, usually via email. 

1.9.15 Release of Final Recommendation Statement and Final Evidence Review 

An arrangement is made with appropriate journals to publish the final recommendation statement (which is published 
by the journal without substantive editing) and the manuscript derived from the EPC review. The desired timeline from 
USPSTF vote to recommendation release is 9 months. All final recommendation statements and supporting evidence 
are made available on the USPSTF Web site (www.uspreventiveservicestaskforce.org). 

1.10 Procedures for Writing Papers and Documents 
Task Force recommendations are usually published in a peer-reviewed journal. The Chair is listed as the author on 
behalf of the Task Force. Previous Task Force members who made significant contributions to the recommendation, 
such as leads on the topic workgroup who have since rotated off the Task Force, are also acknowledged. Members 
serving at the time of the recommendation’s finalization are listed in an appendix to the publication. 

Evidence summaries (articles summarizing evidence reviews produced by EPCs for each topic) are usually published 
in the same peer-reviewed journals as the corresponding recommendations. Authors include EPC staff contributors. 

Additionally, the Task Force often disseminates its methods and processes through publication in peer-reviewed 
journals. When Task Force methods are shared through publication, clinicians and the general public can better 
understand the work of the Task Force and consider Task Force recommendations when making health care 
decisions.  
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Each individual designated as an author of a paper to be submitted to a journal should have participated sufficiently in 
the work to take public responsibility for the content. Authorship credit should be based on: 1) substantial 
contributions to the conception, design, analysis, or interpretation of data or literature; 2) participation in the drafting 
of the document or its revision for important intellectual content; and 3) giving final approval of the version to be 
published. All three conditions must be met, and all who qualify for authorship should be listed. USPSTF members 
who participate in the work but do not meet these criteria should be listed, with their permission, in the 
acknowledgments. 

The Task Force does not recognize “courtesy” authorship given to Task Force members or EPC staff based on 
nominal role or position within a working group. General supervision of the working group, and participation in 
conference calls or group discussions, are not sufficient for authorship. 

The Task Force works under severe time constraints in producing its products. Accordingly, Task Force members 
and EPC staff who wish to be authors should expect to provide component drafts, supporting materials, comment, 
and feedback on a timely basis to the lead author (a 1-week turnaround is a typical benchmark).  

The order of authorship should be a joint decision of the coauthors. Because the order is assigned in different ways, 
its meaning cannot be inferred accurately unless it is stated by the authors. Authors may wish to explain the order of 
authorship in a footnote. 

This policy is derived from the Uniform Requirements for Manuscripts Submitted to Biomedical Journals, from the 
International Committee of Medical Journal Editors. This document is available at www.icmje.org.  
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Section 2. Topic Selection, Prioritization, and Updating 
The Task Force has a large library of current topics and frequently receives nominations for new topics. The overall 
goal for topic selection and prioritization is to provide accurate and relevant recommendations that are as up to date 
as possible and to balance the overall portfolio of recommendations by population, type of service (screening, 
counseling, preventive medication), type of disease (e.g., cancer, endocrine disease), and size of project (e.g., 
update vs. new topic). The Task Force also prioritizes topics with the aim of updating topics every 5 years, in 
accordance with currency criteria established by the National Guideline Clearinghouse™, an AHRQ-initiated public 
resource for evidence-based guidelines (www.guideline.gov). The criteria for new topic selection and for prioritization 
of active topics (discussed in detail below) are combined in an assessment of the topic as a whole, rather than used 
as part of a scoring system. 

2.1 Topic Types and Definitions  
There are two types of topics in the Task Force library: active and inactive. Among the active topics, there are four 
categories for consideration: new, updated, reaffirmed, and referred. The processes for developing work plans, 
assessing evidence, and making recommendations for active topics are discussed in Sections 3−7. 

2.1.1 Active Topic Types 

New topics are topics chosen by the Task Force for review and recommendation that have not been previously 
reviewed.  

Updated topics are topics reviewed in the past by the Task Force that have since undergone an update of the 
evidence and recommendation. The update may encompass all key questions on a topic (full update) or only a limited 
set of the key questions in the analytic framework (targeted update). 

Reaffirmed topics are topics kept current by the Task Force because the topic is within the Task Force’s scope and a 
Task Force priority, and because there is a compelling reason for the Task Force to make a recommendation. Topics 
that belong in this category are well established, evidence-based standards of practice in current primary care 
medical practice (e.g., screening for hypertension). While the Task Force would like these recommendations to 
remain active and current in its library of preventive services, it has determined that only a very high level of evidence 
would justify a change in the grade of the recommendation. Only recommendations with a current grade of A or D are 
considered for a reaffirmation evidence update. The procedure for a reaffirmation evidence update is discussed in 
Section 4.7. 

Referred topics are topics in which the Task Force refers providers to another organization’s recommendation. The 
Task Force originally made a recommendation on these topics and are retained as active in the Task Force library; 
however, the Task Force has determined that there is another organization (e.g., the CDC’s Community Preventive 
Services Task Force, ACIP) with evidence-based methods that is better positioned to make accurate and timely 
recommendations for the topic. The procedure for referring to other organizations is discussed in Section 2.5.  

2.1.2 Inactive Topics 

Inactive topics are topics the Task Force has decided to not update or keep active for one or more reasons (go to 
Section 2.4 for more details).  

2.2 Determination of Scope and Relevance of New Topic Nominations and Topic 
Selection 
Anyone can nominate a new topic for Task Force consideration or request an update of an existing topic at any time 
online at www.uspreventiveservicestaskforce.org/Page/Name/nominating-recommendation-statement-topics. 

Topic nominations are first considered by the Task Force’s Topic Prioritization Workgroup, which then recommends 
selection and prioritization of new topics to the entire Task Force.  

The Topic Prioritization Workgroup first considers whether newly nominated topics are within the scope of the Task 
Force, using the following criteria: 

• The focus population should be asymptomatic for the condition of interest 
• The nominated topic should represent a clinical preventive service (e.g., screening test, preventive medication, 

counseling about healthful behaviors) 
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• The preventive service should meet the definition of primary prevention (i.e., avoid the development of 
disease) or secondary prevention (i.e., identify and treat an existing disease before it results in significant 
symptoms) 

• The preventive service should be provided in or referable from primary care 

To further specify the situation that is the object of its concern, the Task Force has adopted the Institute of Medicine’s 
definition of primary care:  

Primary care is the provision of integrated, accessible health care services by clinicians who are accountable for 
addressing a large majority of personal health care needs, developing a sustained partnership with patients, and 
practicing in the context of family and community. This definition acknowledges the importance of the patient-
clinician relationship as facilitated and augmented by teams and integrated delivery systems.  

The Task Force considers interventions that are delivered in primary care settings or are judged to be feasible for 
delivery in or referable from primary care. To be feasible in primary care, the intervention could target patients 
seeking care in primary care settings, and the skills to deliver the intervention are or could be present in clinicians 
and/or related staff in the primary care setting, or the intervention could generally be ordered/initiated by a primary 
care clinician. 

Topics that are within the scope of the Task Force are then assessed for relevance using the following criteria:  

• Public health importance (i.e., burden of suffering and expected effectiveness of the preventive service to 
reduce that burden)  

• Potential for a Task Force recommendation to affect clinical practice (based on existing controversy or the 
belief that a gap exists between evidence and practice)  

• Balance of Task Force portfolio (i.e., does the nomination overlap with current or in-process Task Force 
recommendations; does the nomination balance the overall Task Force portfolio of recommendations by 
population, type of service, type of disease, and/or size of project)  

Based on the above criteria, the Topic Prioritization Workgroup assigns each nomination to one of the following 
categories for consideration by the entire Task Force:  

1. Not a potential new topic: 
a. Out of scope 
b. In scope, of less relevance 
c. In scope, already addressed 

2. In scope, potential new topic 

The entire Task Force ultimately votes on the selection of potential new topic nominations for inclusion in the Task 
Force portfolio. As new topics are selected, the Topic Prioritization Workgroup and full Task Force prioritize the 
potential new topics in comparison with existing new topic nominations. The Task Force maintains a list of one to 
three new topic nominations for possible review over the next 2 years. All potential new topics enter the yearly 
prioritization process (described in Section 2.3). 

2.3 Prioritization and Selection of Active Topics 
The Topic Prioritization Workgroup begins prioritization of an active group of topics approximately 3 years after their 
previous publication. 

Step 1. A brief background paper on the topic is produced that includes the following information: previous 
recommendation statement, estimate of disease burden, relevance to prevention and primary care, recommendations 
of other guideline developers, existing controversy or gap between evidence and practice, and summary of a brief 
literature search for new evidence. 

Step 2. The Topic Prioritization Workgroup reviews and discusses the background paper and places each topic into 
either the active or inactive category. Topics that are retained as active are considered for referral to other 
organizations (go to Section 2.5 for the process of referring a topic and Section 2.4 for the process of inactivating a 
topic). 

Step 3. A request for feedback on all active topics and potential new topics, is sent to Task Force members and 
partner organizations. Respondents are asked to categorize each proposed topic as high-, moderate-, or low-priority 
for review in the next 12 to 18 months, based on the following criteria: 
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1. Public health importance (i.e., burden of suffering and expected effectiveness of the preventive service to 
reduce that burden) 

2. Potential for a Task Force recommendation to affect clinical practice (based on existing controversy or the 
belief that a gap exists between evidence and practice)  

3. New evidence (e.g., new studies or new analyses of previous data) that has the potential to change the prior 
recommendation  

4. Need for a balanced portfolio of topics  

Step 4. The feedback from Task Force members and partner organizations is considered by the Topic Prioritization 
Workgroup, along with the background paper, in assigning a tentative priority category for active topics. The four 
criteria listed in Step 3, along with resource requirements for the review, are used to recommend priority (low, 
moderate, or high). 

Step 5. The topic categorization (active, inactive, refer) and prioritization (high, moderate, low) becomes final after a 
vote of the full Task Force membership.  

Steps 2 to 5 are repeated yearly for topics not selected for review in the preceding year (Figure 3). 

AHRQ staff develops the work queue for the next 12- to 18-month cycle using the priority level determined by the 
Task Force. Other factors that may be used by AHRQ staff in determining the work queue include: availability of 
research team, availability of review or funds from a non-USPSTF source, efficiency of combining reviews or 
research teams on related topics, impending release of relevant study, and age of relevant non-USPSTF review. 

2.4 Inactivating a Topic 

Inactive topics are topics the Task Force has decided to inactivate for one or more of the following reasons:  

1. Topic is no longer relevant to clinical practice because of changes in technology, new understanding of 
disease etiology/natural history, or evolving natural history of the disease  

2. Topic is not relevant to primary care because the service is not implemented in a primary care setting or not 
referable by a primary care provider  

3. Topic has a low public health burden 
4. Topic is otherwise outside of the Task Force’s scope 

Previously inactivated or referred topics are also eligible as new topic nominations, if appropriate, along with other 
new topic suggestions. 

If a topic is inactivated or referred to another organization, the status on the Task Force Web site continues to be 
listed as “active” for a minimum of 5 years from the date of the original recommendation, unless considerations arise 
beforehand to change the status. After this period, the status changes to “inactive” or “referred.”  

2.5 Referring a Topic to Other Organizations 

Recommendations for some topics in the Task Force library may be referred to another organization that the Task 
Force believes is in a better position to make an accurate and timely evidence-based recommendation. This practice 
avoids redundancy of resource use by the Task Force. An example is ACIP, a non-Federal panel of immunization 
experts convened by the CDC. In the past, the Task Force has referred recommendations on immunizations to ACIP. 
Another example is the CDC-supported Community Preventive Services Task Force, which makes evidence-based 
recommendations on many health promotion topics.  

The organization identified for referral should have the resources for timely updates of the evidence and a 
scientifically acceptable methodology for its evidence reviews (see the list of criteria below). The process for 
designating a topic for referral is as follows:  

1. The Topic Prioritization Workgroup identifies a potential outside organization that makes evidence-based 
recommendations and decides to consider the topic for referral.  

2. The Topic Prioritization Workgroup reviews the previous Task Force recommendation statement and evidence 
review.  

3. The Topic Prioritization Workgroup reviews the recommendations and review methods of the chosen 
organization.  

4. A brief summary is prepared that includes why the topic has been chosen for referral, a reference to the 
chosen organization’s recommendations on the topic, a statement that the organization’s methodology may be 
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different from the USPSTF’s, a new recommendation date, and a statement that the previous evidence review 
will not be updated.  

5. The Topic Prioritization Workgroup decides whether to proceed with a full Task Force discussion.  
6. If the Topic Prioritization Workgroup decides to proceed, the summary is presented at a Task Force meeting 

for general discussion. The Task Force then votes on the decision to refer the topic to the specific 
organization.  

7. A single summary paragraph is added to the USPSTF Web site that includes a link to the organization’s 
recommendation. 

The criteria for referring to another organization’s recommendation are: 

1. The organization has been identified by the Task Force as an appropriate source  
2. The organization has a process for updating recommendations in a timely manner  
3. The organization has a written and available evidence-based methodology, including the use of systematic 

reviews that assess benefits and harms, that the Task Force judges to be adequate for the topic 

Referred topics may be re-activated through the usual new topic nomination process (described in Section 2.2). 

Figure 3. Steps in Topic Prioritization 
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2.6 Consideration of an Early Topic Update 
Occasionally a study will be published after a recommendation’s release that may potentially affect the Task Force’s 
consideration of the evidence and its conclusions about the certainty and/or magnitude of the net benefit (and the 
recommendation itself). These studies are brought to the attention of the Task Force by a number of sources, 
including the public, Task Force members, EPCs, professional organizations (including Task Force partners), and 
advocacy groups.  

A regular audit of information sources is conducted to locate newly published research and/or guidelines that are 
relevant to topics in the Task Force portfolio. This LitWatch process is described in Appendix III. The Task Force 
uses the following process to consider new evidence and decide whether a recommendation needs to be updated 
earlier than the usual 5-year timeframe:  

1. The Topic Prioritization AHRQ staff member or another assigned Medical Officer completes a form with the 
following items:  
• Citation 
• Nominator and affiliation 
• Assigned Medical Officer 
• Brief summary/abstract of study 
• Number of criteria met (see below) 
• Recommendation of Medical Officer/Scientific Director 
• Summary of Topic Prioritization Workgroup and Task Force discussion (to be completed later in the 

process) 
• Action/disposition (to be completed later in the process) 

The Medical Officer proposes a disposition as to whether the new evidence should trigger an early review, 
based on the following criteria (order is not necessarily based on criteria weighting):  
• New evidence conflicts with current recommendation 
• Large-scale study may improve certainty of net benefit 
• New evidence has potential to change recommendation grade 
• Evidence focuses on a new intervention/strategy not previously considered 
• Study shows a change in magnitude of benefit or harm that might alter the Task Force’s assessment of 

magnitude of net benefit 
• Evidence has the potential to fill a gap in the chain of indirect evidence 
• High level of existing controversy about the topic 
• High public health burden of the condition 
• High quality or relevance (e.g., a randomized, controlled trial [RCT] is published on a topic for which the 

current recommendation is based on observational evidence) 
• Published in a peer-reviewed journal 
• Study directly links the prevention strategy to the primary outcome of interest (i.e., direct evidence of 

health effect) 
• Study was identified by a reliable source (e.g., professional organization, Task Force member, 

advocacy group) 
2. The form and the Medical Officer’s recommendation are sent to the Scientific Director and the AHRQ lead in 

the Topic Prioritization Workgroup. 
3. If appropriate, a discussion of the evidence is placed on the agenda for the Topic Prioritization Workgroup’s 

monthly conference call. If there is an identified current Task Force member who is a topic lead or expert in the 
subject area and who is not a member of the Workgroup, then that Task Force member is invited to participate 
in the conference call. The evidence and the review form are sent to the call attendees with an agenda.  

4. The Topic Prioritization Workgroup discusses the evidence and, using the criteria defined above, makes a 
recommendation to the entire Task Force about whether the evidence should trigger an early update of the 
review. 

5. The Task Force votes at its next meeting on whether the evidence update should be accelerated because of 
the new evidence. If the Task Force votes for an early topic update, the Task Force also assigns a priority level 
(high, moderate, low) based on the usual topic prioritization criteria.  

6. If the Task Force decides to accelerate the update, the USPSTF Scientific Director at AHRQ places the topic 
in the review queue.  

7. A brief notice from the Task Force Chair is sent to the nominator about the disposition.  
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Section 3. Topic Work Plan Development 
When a topic is prioritized for review by the Task Force for a new or updated recommendation, the scope of the topic 
and approach to the review must be defined to guide the researchers undertaking the systematic review process. 
This section applies to systematic reviews undertaken for a new topic or to update an existing topic. Work plan 
development for topic reaffirmation updates is described in Section 4.7. 

A topic team is appointed for each prioritized topic before topic scoping begins and consists of Task Force leads 
(including one of the Task Force Chairs), at least one AHRQ Medical Officer, and the EPC review team. EPCs are 
scientific research centers tasked with conducting systematic evidence reviews that serve as the foundation for Task 
Force recommendations. Based on expertise and interest, several Task Force members are assigned to serve as 
leads for each topic. An AHRQ Medical Officer is assigned to oversee the topic and may be joined by the Task Force 
Scientific Director and/or Associate Scientific Director in overseeing that topic. A lead investigator is assigned by the 
EPC to lead the evidence review team.  

Two integrated documents are developed during this phase of the systematic review: a work plan and a research 
plan. Both of these documents are revised and finalized through discussions with the Task Force leads and the 
AHRQ Medical Officer in an ongoing process that includes public comment on the research plan. The work plan is 
drafted by the EPC review team and captures the history, previous Task Force recommendations, and proposed 
approach to the topic. The purpose of the work plan is to establish the review perspective for the upcoming review. 
The template for the work plan is described below and in Appendix V.  

Based on the draft work plan, a draft research plan that contains the analytic framework, key questions, and 
inclusion/exclusion criteria is created for public comment. After approval by the Task Force leads, the draft research 
plan is posted on the Task Force Web site for 4 weeks to allow public comment. All comments received during the 
public comment period are provided verbatim to the topic team, and the EPC review team summarizes major themes 
and makes suggested revisions to the research plan based on these comments.  

The topic team discusses any major suggestions for revisions, the EPC review team incorporates final revisions into 
the research plan, and the Task Force leads approve the final research plan. For new topics, the work plan may be 
peer reviewed and presented to the entire Task Force at one of its regular meetings. Development of a work plan 
generally takes from 6 to 7 months, including public comment. 

3.1 Determining Topic Scope and Review Approach 
The Task Force has determined that using systematic reviews is the best method for organizing and evaluating the 
existing scientific evidence relevant to questions about a clinical preventive service. In order to answer the relevant 
questions about a clinical preventive service, the EPC review team usually undertakes a series of related systematic 
reviews to answer each of the key questions in the analytic framework.  

3.1.1 Principles for Determining the Review Approach 

During work plan development, the EPC review team considers the scope of the evidence needed for the Task Force 
to make its recommendation. For reviews undertaken to update existing Task Force recommendations, this process 
is based on: 

1. Examination of the previous Task Force recommendation(s), including the populations and clinical preventive 
services addressed, to determine their fit with current questions about the clinical preventive service 

2. Examination of the previous Task Force evidence review process for the topic and the review findings in order 
to identify established evidence, important review limitations, and evidence gaps  

3. Determination of current contextual information (e.g., changes in understanding of the nature of the disease 
process or changes in diagnosis, therapeutics, or practice; controversy over any of these elements) 

In order to facilitate the consistent development of the review approach across topics, the Task Force has developed 
a template to guide the development of the final work plan (Appendix V). 

The work plan can be considered generally analogous to a protocol, such as those developed for an AHRQ Effective 
Health Care Program review or a Cochrane review. It is also an articulation of the rationale for the scope decisions 
made in framing the topic.  

3.1.1.1 Primary Care Interventions Addressed by the Task Force 

The Task Force has adopted the Institute of Medicine’s definition of primary care:  
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Primary care is the provision of integrated, accessible health care services by clinicians who are accountable for 
addressing a large majority of personal health care needs, developing a sustained partnership with patients, and 
practicing in the context of family and community. This definition acknowledges the importance of the patient 
clinician relationship as facilitated and augmented by teams and integrated delivery systems. (7) 

The Task Force considers interventions that are delivered in primary care settings or are judged to be feasible for 
delivery in or referable from primary care. To be feasible in primary care, the intervention should target patients 
seeking care in primary care settings. Additionally, clinicians and/or related staff in the primary care setting should 
have (or could have) the skills necessary to deliver the intervention, or the intervention could be one generally 
ordered or initiated by a primary care clinician. 

Task Force recommendations address primary or secondary preventive services. Primary preventive measures are 
those provided to persons in a clinical setting to prevent the onset of a targeted condition (e.g., aspirin for the 
prevention of colorectal cancer, counseling for a healthful diet), whereas secondary preventive measures identify and 
treat asymptomatic persons who have already developed risk factors or preclinical disease but in whom the condition 
has not become clinically apparent (e.g., screening for colon cancer). Interventions that are part of the treatment and 
management of persons with clinical disease are usually considered tertiary prevention and are outside the scope of 
Task Force recommendations. 

3.1.1.2 Incorporation of Subpopulation Considerations 

The Task Force incorporates subpopulation-specific concerns when they may represent substantial heterogeneity in 
screening or preventive treatment effects. Data on the incidence/prevalence, complications, morbidity, and mortality 
of the condition of interest should be routinely summarized by age, race/ethnicity, sex, or other important topic-
specific clinical characteristics. Additional details on the process for incorporating subpopulation considerations into 
systematic reviews for the Task Force and its evidence deliberations are under development and will be detailed in a 
future version of the Procedure Manual. 

3.2 Methods Relevant to Work Plan Development 
The work plan template (Appendix V) stimulates thinking and guides the systematic consideration of the factors that 
experience has shown are important in planning a review to update or issue a new Task Force recommendation. 
Since most reviews conducted for the Task Force are for updating previous TF recommendations, the work plan 
template was developed with that purpose in mind. However, the same template can be used to plan and guide the 
systematic review for a new topic; sections addressing the previous Task Force recommendation and previous review 
findings would not be included. 

Figure 4 . Template of an Analytic Framework 
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3.2.1 Analytic Frameworks 

The purpose of an analytic framework (Figure 4) is to clearly present in graphical format the specific questions that 
need to be answered by the literature review in order for the Task Force to evaluate the effectiveness and safety of 
the proposed preventive service. The specific questions are depicted graphically by linkages that relate interventions 
and outcomes. These linkages serve the dual purpose of identifying questions to help structure the literature review 
and of providing an “evidence map” after the review for the purpose of identifying gaps and weaknesses in the 
evidence. Further details about the design of analytic frameworks are provided in a 1994 paper by Woolf et al. 

3.2.1.1 Conventions for Graphics and Layout 

The analytic framework diagram contains three types of items (population, actions, and outcomes). Below the 
diagram are annotated questions that correspond to specific items in the diagram. The annotated questions are 
designated in the diagram by superscript symbols. The conventions that follow are illustrated in the accompanying 
prototype (Figure 4). 

The population appears at the left margin of the diagram and specifies the type(s) of patients to whom the evidence 
about the preventive service pertains. For example, the population description in an analytic framework for cervical 
cancer screening might be “women at risk for cervical cancer.” Footnotes in this location refer to specific questions 
about the population that the evidence review must answer in order to evaluate the effectiveness of the preventive 
service. For example, it may be necessary to know the proportion of the population with a family history of colon 
cancer. 

Actions, such as screening and treatment, appear as arrows linking the population to an outcome or linking one 
outcome to another. Curved arrows lead to adverse effects of the action (i.e., “harms”). The outcome to which the 
arrow points should result logically from the action (e.g., early detection of disease for screening, behavior change for 
counseling, reduced incidence of disease for immunizations or chemoprophylaxis). The name of the action (e.g., 
“screening with the prostate-specific antigen test”) appears below the arrow. Each arrow is a linkage in the logical 
chain of evidence that connects the left side (population) and the right side (health outcomes) of the analytic 
framework. Overarching linkages directly connect these two sides. Overarching linkages generally represent studies 
in which the population is randomized to the clinical preventive service and health outcomes are measured. This is 
considered direct evidence. Each arrow is a “key question” that must be addressed by an evidence review. However, 
in the situation where there is robust direct evidence for the overarching linkage (such as multiple population-based 
screening trials), there may not be a need to address the multiple indirect evidence linkages through systematic 
review.  

Outcomes are depicted using a rectangle; intermediate outcomes have rounded corners and health outcomes have 
squared corners. A health outcome that follows an intermediate outcome, which typically reflects the natural 
progression of disease (e.g., from “retinopathy” to “visual impairment”), is depicted by a dotted line (no arrowhead). 
Other important outcomes (e.g., societal/legal effects, non-disease benefits) can be included in an analytic framework 
if needed for the topic, and can be depicted as intermediate or health outcomes as defined below. Annotated 
footnotes are specific key questions that are associated with each linkage and that must be answered by the 
literature review. The key questions are written in detailed narrative below the analytic framework. Details required to 
interpret the key questions are further delineated in the inclusion/exclusion criteria for each review.  

3.2.1.2 Analytic Frameworks Are Not Causal Pathways 

Analytic frameworks as used by the Task Force are not intended to comprehensively depict all factors and variables 
that cause patients to receive the preventive service or are responsible for the intermediate outcomes and health 
outcomes associated with a preventive service. In short, they do not depict the “mechanism of action” for a preventive 
service. For example, an analytic framework for cervical cancer screening that is concerned mainly with two 
questions (whether the Papanicolaou test detects early disease and whether early detection reduces mortality) need 
not specify other covariables, such as the risk factors for cervical cancer, demographic characteristics of women who 
are more likely to be screened, etiological determinants of cervical cancer, or pathological progression of cervical 
cancer from the atypical cell stage to invasive disease.  

Although the research plan is developed and established for an ongoing review, the components of an analytic 
framework are not static for a given topic, and may require revision for future reviews and recommendations as the 
scientific basis for the clinical preventive service advances and the current important clinical questions, populations, 
or outcomes change accordingly.  
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3.2.1.3 Analytic Frameworks Are Not Decision Trees, Clinical Algorithms, or Flowcharts 

The use of arrows and boxes gives analytic frameworks the appearance of decision trees and flowcharts, but the 
purpose is quite different. Analytic frameworks are not intended to depict all possible outcomes of a particular event, 
as is expected of decision analysis models, or to calculate their probabilities. Similarly, analytic frameworks do not 
guide clinical decision-making for an individual patient, nor do they depict every action in the sequence of services for 
a clinical preventive service. Instead, the analytic framework is a logic model of the minimal, sequential clinical 
assumptions that must be verified using empirical evidence in order to determine the net benefit of a preventive 
service.  

3.2.1.4 Actions Versus Outcomes 

Analytic frameworks used by the Task Force distinguish between actions (e.g., obtaining a screening test, treatment 
with a drug) and outcomes (e.g., detection of a disease, reduced morbidity and mortality, change in patients’ 
behavior, adverse effects). The performance characteristics (e.g., sensitivity, specificity) of a screening test is not 
itself an outcome. Actions are depicted by arrows, whereas outcomes are depicted by rectangles (Figure 4). 

3.2.1.5 Intermediate Outcomes Versus Health Outcomes 

Analytic frameworks used by the Task Force distinguish between intermediate outcomes and health outcomes, and 
consider both beneficial and harmful outcomes (e.g., adverse effects of screening and treatment).  

Health outcomes  
Health outcomes are symptoms, functional levels, and conditions that patients can feel or experience and are defined 
by measures of physical or psychological well-being. A clinical “sign” is not a health outcome that is not sensed by the 
patient; a clinical sign is analogous to an abnormality on a blood test or radiologic exam (and therefore an 
intermediate outcome). Examples of health outcomes include visual impairment, pain or dyspnea, functional status, 
quality of life, impotence after prostatectomy, child development, and death. 
 
Intermediate outcomes  
Intermediate outcomes are outcomes that may be influenced by a preventive service but are not health outcomes in 
and of themselves. They are pathologic, physiological, psychological, social, or behavioral measures and other study 
endpoints related to a preventive intervention. Examples include blood pressure, serum cholesterol, vitamin levels, 
asymptomatic ductal carcinoma in situ (DCIS), asymptomatic carotid artery stenosis, weight, dietary intake , car 
crashes, improved educational achievement, reduced rate of psychiatric hospitalizations, and physical activity.  
The USPSTF gives greater weight to evidence of an effect on health outcomes than evidence of an effect on risk 
factors or intermediate outcomes. The fact that a preventive service has a proven effect on an intermediate outcome 
does not necessarily establish that it can improve outcomes that are perceptible to patients.  
 

At times the USPSTF may consider the evidence on societal (including caregiver) outcomes. The effect of an 
intervention may extend beyond the individual to society as a whole or to another individual. For example, reducing 
an individual’s alcohol consumption decreases mortality related to car crashes not only for that person but also for 
others on the road. Screening for cognitive impairment may provide benefits to the caregiver beyond that to the 
individual. In addition, the USPSTF may consider outcomes that are not traditionally in the realm of health, such as 
educational attainment. These are not direct measures of health but are indicators of positive or negative effects on 
the larger society. When being considered in the context of an evidence review for the USPSTF, societal outcomes 
are represented in the analytic framework as an intermediate outcome or a health outcome, depending on the 
specific topic.  

When data are available and relevant to decisions about the preventive service delivery, the Task Force considers 
data on both all-cause and cause-specific mortality in making its recommendations (go to Section 4.5 for discussion 
of these outcomes). 

3.2.1.6 Revisions 

Analytic frameworks can evolve with time and may appropriately differ when recommendations are updated because 
of changes in clinical questions or important uncertainties about the evidence. During the systematic review, it is 
sometimes necessary to revise an analytic framework to more clearly reflect the methods of the review. New key 
questions may be added when new interventions, outcomes, or logical arguments emerge during the course of the 
review. If these revisions only reflect improving the clear communication of the systematic review methods, they can 
be undertaken by the EPC review team. If there are any scientific ramifications to a potential analytic framework 
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revision, review and approval by the AHRQ Medical Officer and Task Force leads is expected. Such changes are 
reflected in the final review and manuscript resulting from the systematic review.  

3.2.2 Key Questions 

Key questions are an integral part of the approach to conducting systematic reviews the Task Force uses in its 
recommendation process. Along with the analytic framework, these questions specify the logic and scope of the topic, 
and are critical to guiding the literature searches, data abstraction, and analysis processes. 

Key questions, in association with the analytic framework, establish the necessary steps in the clinical logic that must 
be demonstrated to evaluate the effectiveness and harms of a clinical preventive service in primary care. Key 
questions articulate the key aspects of the relevant populations, interventions, and outcomes—aspects that are 
essential in order to focus the review on a manageable and clinically relevant topic and to clearly communicate to 
readers what the review will address. In constructing key questions, the topic team must balance specificity of detail 
and readability; the detailed inclusion/exclusion criteria provide additional necessary details to understand how the 
key questions will be interpreted in the systematic review. 

Each question is clearly tied to a step in the analytic framework, although certain linkages that are already well 
established may not have a key question that is actively answered during the review for the Task Force. In addition, 
there may be reason to focus on an overarching linkage (and the associated key question) in an analytic framework 
rather than the indirect linkages (and their associated key questions). All key questions are reviewed and approved 
by the Task Force leads and AHRQ Medical Officer in the process of assessing and refining the topic before the 
detailed literature review is conducted. Input is also obtained through public comment and from the full Task Force 
(for complex or new topics). Key questions addressed in a systematic review are listed in the Methods section and 
used to organize the results in the final review. Key questions are addressed using up-to-date systematic review 
methods, under the current guidance and methods of the Task Force. Each key question is addressed through a 
distinct literature search, if necessary, and reported separately in the Results section of the review. 

Contextual questions represent issues in a review for which the Task Force needs a valid but not necessarily 
systematic summary of current research in order to provide the context for its deliberation and recommendation 
statement. Contextual questions may address a range of different types of informational needs, including: 1) updated 
information for a key question that is not being systematically updated; 2) contextual information on natural history, 
current practice, prevalence and risk groups, or other aspects of the service which are part of the Task Force’s 
considerations (e.g., screening interval, ages when screening should be stopped, newer technologies for screening 
and/or intervention); or 3) published modeling studies (when the Task Force has decided not to formally commission 
a modeling study). When formulating a work plan, issues in the background and introduction may emerge as 
candidates for formal contextual questions when the Task Force requires detailed and representative information to 
inform its consideration of the systematically reviewed evidence.  

Although contextual questions are not necessarily addressed systematically, the approach taken may meet criteria for 
a systematic review. Comprehensive literature searches are not generally undertaken specifically to answer these 
questions. Information for contextual questions is gathered in a variety of ways: 1) through targeted literature 
searches, 2) from authoritative surveys or published reviews, 3) from expert input, and 4) opportunistically, while 
reviewing comprehensive literature searches for key questions. Contextual questions are not listed as separate 
questions in the Methods section of the report and are not reported in the Results section. The information resulting 
from the contextual questions is typically included as part of the Introduction or Discussion sections, and related as 
appropriate to the results of the systematic review. 

3.3 Previous Task Force Review and Recommendations  
To ensure that the current work plan builds coherently upon the Task Force’s previous work on the topic, this part of 
the work plan succinctly summarizes the conceptual clinical framework and evidence foundation built by any previous 
USPSTF reviews and recommendation statements on the topic. The current Task Force recommendations are listed 
here verbatim, along with the analytic framework, key questions, summary of evidence table, main findings, and 
conclusions from the previous review. Methodological or scope limitations and evidence gaps identified in the 
previous review are also listed. 

3.4 Search for New Synthesized Evidence/Pending Studies 
At the work plan development stage, the EPC librarian works with the review team to develop a strategy for searching 
the literature to identify existing systematic reviews and other high-quality synthesized literature (such as meta-
analyses). This is the first systematic search that will be incorporated into the overall searching done by the EPC for 
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the topic. The purpose is to locate existing synthesized evidence that should be incorporated or built upon in the 
current systematic review, and the current methods emphasize finding all relevant synthesized evidence.  

This synthesized evidence also provides background information that informs the approach to the topic and 
development of key questions. Background information that is typically collected from the synthesized evidence 
includes etiology and natural history, risk factors, screening strategies, interventions, current clinical practice, and 
prevalence and burden of disease/illness for the condition and for important subpopulations. Additional background 
information is the definition of “burden of suffering” of the condition in question. This burden is the ultimate target of 
implementing the preventive service. Evidence relevant to the burden of suffering, including the prevalence of the 
condition in various populations and the impact of the condition on the health of these populations (including societal 
or caregiver populations when relevant), is critical context for considering the potential population-level benefit of any 
clinical preventive service. The severity of the condition as measured by such metrics as prevalence and severity 
(e.g., number of life-years and quality-adjusted life-years lost in a population) is an important aspect of the burden of 
suffering. The burden of suffering of a condition defines the maximum possible benefit from prevention of that 
condition. The Task Force is also aware that implementation of various screening strategies can affect estimates of 
the burden of the disease, even in the absence of effective strategies, through lead, length, stage shift, and detection 
bias. 

The following databases and Web sites are usually searched: Cochrane Database of Systematic Reviews, Database 
of Abstracts of Reviews of Effects, Health Technology Assessment Database (United Kingdom), National Institute for 
Health and Care Excellence (United Kingdom), Institute of Medicine, PubMed® (using the systematic review search 
engine developed by the National Library of Medicine), and when appropriate, subject-specific databases (e.g., 
PsycINFO®). Searches are limited to literature published approximately 12 months prior to the last search of the 
previous review to the present. 

In order to identify ongoing studies that could affect review scope and/or planning, the EPC librarian and/or topic 
team searches ClinicalTrials.gov, Current Controlled Trials (www.controlled-trials.com), Australian New Zealand 
Clinical Trials Registry (www.anzctr.org.au), and the World Health Organization’s International Clinical Trials Registry 
(www.who.int/ictrp/en).  

The EPC review team also checks to determine whether there is a finished, in-process, or planned Community 
Preventive Services Task Force review for the clinical preventive service being reviewed. The timing of this search 
(work plan stage or later) is left to the discretion of the topic team. 

3.5 Current Task Force Review Approach 
3.5.1 Inclusion/Exclusion Criteria (Admissible Evidence) 

The EPC review team, in consultation with the Task Force leads, clearly documents the criteria by which it will include 
evidence on a given key question. Such criteria might include study design (RCTs, cohort studies), setting, sample 
size, population studied, language(s) of publication, and year(s) of publication. 

No generic criteria for admissible evidence have been established. Rather, the criteria are determined on a topic and 
key question basis, depending on the questions and the quality of the most applicable evidence anticipated being 
available. The goal is to identify the highest-quality evidence relevant to making an accurate determination of benefits 
and harms of delivering a preventive health service by primary care providers to persons living in the United States. 
All inclusion/exclusion criteria are posted for public comment, revised by the EPC, and approved by the Task Force 
leads. 

One variable in the inclusion/exclusion criteria relates to the timeframe of the literature search. For a review to update 
a previous recommendation from the Task Force, the EPC review team establishes whether the key questions they 
are posing had been similarly addressed in the previous review. If they were addressed, the team may evaluate key 
studies previously reviewed, but would not systematically re-review the same literature. An exception to this would be 
if the Task Force decided to evaluate the validity of this evidence by a method different from that used in the previous 
review. If a key question has changed, or if the threshold for adequate evidence has changed, the team searches 
back in time for evidence available before the search period covered by the previous review. If the EPC does not 
systematically re-review the evidence from a previous USPSTF review, it will synthesize and incorporate the results 
of the previous review into the current review in order to allow a comprehensive consideration of the evidence for a 
topic.  

In addition, the EPC review team searches for other systematic reviews on the topic. If another systematic review is 
found that is rigorous and addresses the same key question, the topic team may choose to incorporate that review as 
appropriate rather than redoing all of the work already represented in a good-quality, existing systematic review.  
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3.5.2 Use of Topic Experts 

By design, EPC review teams consist of generalist clinicians, researchers, methodologists, and staff with various 
levels of content expertise. When appropriate, the EPC review team engages content experts and specialists as 
consultants or co-investigators to advise about work plan formulation and operational decisions made during the 
conduct of the review. To allow continuity with the previous Task Force review, the EPC review team may 
intentionally engage previous review team members as consultants or members of the current review team. Conflict 
of interest considerations are taken into account when engaging all content experts and specialists.  

3.6 Peer Review of Work Plan 
The work plan for full systematic reviews for new topics is usually peer reviewed before it is finalized. Four to six peer 
reviewers are chosen to provide content expertise, specialty perspective, topical research experience, and relevant 
methodological or policy expertise as appropriate to the topic. Peer reviewer lists are drafted by the EPC review team 
and amended and approved by the AHRQ Medical Officer. The EPC review team coordinates the peer review 
process (by telephone interview or through written communication) and incorporates peer reviewers’ suggestions into 
the draft work plan. Peer reviewers’ comments are not formally summarized. Instead, peer-reviewed work plans, the 
list of peer reviewers, and a synopsis of their comments and the resulting revisions are presented for final input and 
approval by the Task Force as a whole. 

3.7 Public Review of Research Plan 
Based on the full draft work plan, a draft research plan that contains the analytic framework, key questions, and 
inclusion/exclusion criteria is created for public comment (go to Section 9 for more detail on public comment 
processes). After approval by the Task Force leads, this document is posted on the Task Force Web site for 4 weeks 
to allow public comment and input on the research plan. All results from the comment period are provided verbatim to 
the topic team. The EPC review team summarizes major themes and makes suggested revisions based on these 
comments. 

3.8 Task Force Approval of Final Research Plan  
After the EPC review team incorporates revisions into the research plan, it is presented for final input and approval by 
the Task Force leads. The final approved research plan, including a section on Response to Public Comment, is 
posted on the Task Force Web site.   
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Section 4. Evidence Review Development 
The evidence review development begins with finalization of topic scope, review approach, and research plan, as 
described above, and continues in the next stage with literature searches. The stages in the evidence review 
development are displayed in Figure 5. 

4.1 Literature Retrieval and Review of Abstracts and Articles 
4.1.1 Methods for Literature Searches 

All literature searches are conducted using MEDLINE and the Cochrane Central Registry of Controlled Trials, using 
appropriate search terms to retrieve studies for all key questions that meet the inclusion/exclusion criteria for the 
topic. Other databases are included when indicated by the topic (e.g., PsycINFO for mental health topics). Searches 
are limited to articles published in the English language. For reviews to update recommendations, searches are 
conducted for literature published approximately 12 months prior to the last search of the previous review to the 
present. For new topics, the date range for the search is determined by the nature of the screening and treatment 
interventions for the topic, with longer time frames for well-established interventions that have not been the focus of 
recent research activity or topics with limited existing research and shorter time frames for topics with more recently 
developed interventions. The EPC review team supplements these searches with suggestions from experts and a 
review of reference lists from other relevant publications. 

Search terms used for each key question, along with the yield associated with each term, are documented in an 
appendix of the final evidence review. A followup or “bridge” search to capture newly published data is conducted 
close to the time of completion of the draft evidence review, with the exact timing determined by the topic team.  

4.1.2 Procedures for Abstract and Article Review 

After literature searches are conducted, the EPC review team uses a two-stage process to determine whether 
identified literature is relevant to the key and contextual questions. This two-stage process is designed to minimize 
errors and to be efficient, transparent, and reproducible. First, titles and abstracts are reviewed independently by two 
reviewers by broadly applying a priori inclusion/exclusion criteria developed during the work plan stage of the review. 
When in doubt as to whether an article might meet the inclusion criteria, reviewers err on the side of inclusion so that 
an article is retrieved and can be reviewed in detail at the article stage. All citations are coded with an excluded or 
included code, which is managed in a database and used to guide the further literature review steps. Two reviewers 
then independently evaluate the full-text articles for all citations included at the title/abstract stage. Included articles 
receive codes to indicate the key question(s) for which they meet criteria and excluded articles are coded with the 
primary reason for exclusion, though additional reasons for exclusion may also apply.  

4.1.3 Literature Database 

For each systematic review, the EPC review team establishes a database of all articles located through searches and 
from other sources. The database is the source of the final literature flow diagram documenting the review process. 
Information captured in the database includes the source of the citation (e.g., search or outside source), whether the 
abstract was included or excluded, the key question(s) associated with each included abstract, whether the article 
was excluded (with primary reason for exclusion) or included in the review, and other coding approaches developed 
to support the specific review. For example, a hierarchical approach to answering a question may be proposed at the 
work plan stage, specifying that reviewers will consider a type of study design or a clinical setting only if research 
data are too sparse for the preferred type of study. While reviewing abstracts and articles, these can be coded to 
allow easy retrieval during the conduct of the review, if warranted.  

4.2 Internal and External Validity Assessment of Individual Studies 

By means of its analytic framework and key questions, the Task Force indicates what evidence is needed to make its 
recommendation. By setting explicit inclusion/exclusion criteria for the searches for each key question, the Task 
Force indicates what evidence it will consider admissible and applicable. The critical aspect used to determine 
whether an individual study is admissible is its internal and external validity with respect to the key question posed. 
This initial examination of the internal and external validity of individual studies is conducted by the EPC review team 
using the USPSTF criteria as a baseline and newer methods of quality assessment as appropriate (go to Appendix 
VI and Appendix VII for more detail on USPSTF criteria). Likewise, studies of interventions that require training or 
equipment not feasible in most primary care settings would be judged to have poor external validity and would not be 
admissible evidence.  
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4.2.1 Assessing Internal Validity (Quality) of Individual Studies 

The Task Force recognizes that research design is an important component of the validity of the information in a 
study for the purpose of answering a key question. Although RCTs cannot answer all key questions, they are ideal for 
questions regarding benefits or harms of various interventions. Thus, for the key questions of benefits and harms, the 
Task Force currently uses the following hierarchy of research design:  

I. Properly powered and conducted RCT; well-conducted systematic review or meta-analysis of homogeneous 
RCTs 

II-1. Well-designed controlled trial without randomization 
II-2. Well-designed cohort or case-control analysis study 
II-3. Multiple time-series, with or without the intervention; results from uncontrolled studies that yield results of large 

magnitude 
III. Opinions of respected authorities, based on clinical experience; descriptive studies or case reports; reports of 

expert committees 

Although research design is an important determinant of the quality of information provided by an individual study, the 
Task Force also recognizes that not all studies with the same research design have equal internal validity (quality). 

To assess more carefully the internal validity of individual studies within research designs, the Task Force has 
developed design-specific criteria for assessing the internal validity of individual studies. The EPC may supplement 
these with the use of newer methods of assessing quality of individual studies as appropriate. 

Figure 5. Stages of Evidence Review Development
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These criteria (Appendix VI) provide general guidelines for categorizing studies into one of three internal validity 
categories: “good,” “fair,” and “poor.” These specifications are not inflexible rules; individual exceptions, when 
explicitly explained and justified, can be made. In general, a “good” study is one that meets all design-specific criteria. 
A “fair” study is one that does not meet at least one specified criterion, but has no known important limitation that 
could invalidate its results. “Poor” studies have at least one “fatal flaw” or multiple important limitations. A fatal flaw is 
due to a deficit in design or implementation of the study that calls into serious question the validity of its results for the 
key question being addressed.  

The EPC, at its discretion, may include some poor-quality studies in its review. When studies of poor quality are 
included in the results of the systematic review, the EPC explains the reasons for inclusion, clearly identifies which 
studies are of poor quality, and states how poor-quality studies are analyzed with regard to good- and fair- quality 
studies. When poor-quality studies are excluded, the EPC identifies the reasons for exclusion in an appendix table. 

4.2.2 Assessing External Validity (Applicability) of Individual Studies 

Judgments about the external validity (applicability) of a study pertinent to a preventive intervention address three 
main questions: 

1. Considering the subjects in the study, to what degree do the study’s results predict the likely clinical results 
among asymptomatic persons who are the recipients of the preventive service in the United States?  

2. Considering the setting in which the study was done, to what degree do the study’s results predict the likely 
clinical result in primary care practices in the United States?  

3. Considering the providers who were a part of the study, to what degree do the study’s results predict the likely 
clinical results among providers who would deliver the service in the U.S. primary care setting? 

4.2.2.1 Criteria and Process 

The criteria used to rate the external validity of individual studies according to the population, setting, and providers 
are described in detail in Appendix VII. As with internal validity, this assessment is usually conducted initially by the 
EPC review team, with input from Task Force members for critically important or borderline studies. This assessment 
is then used to answer the question, “If the study had been done with the usual U.S. primary care population, setting, 
and providers, what is the likelihood that the results would be different in a clinically important way?”  

4.2.2.2 Population  

Participants in a study may differ from persons receiving primary care in many ways. Such differences may include 
sex, ethnicity, age, comorbid conditions, and other personal characteristics. Some of these differences have a small 
potential to affect the study’s results and/or the outcomes of an intervention. Other differences have the potential to 
cause large divergences between the study’s results and what would be reasonably anticipated to occur in 
asymptomatic persons or those who are the target of the preventive intervention.  

The choice of the study population may affect the magnitude of the benefit observed in the study through 
inclusion/exclusion criteria that limit the study to persons most likely to benefit; other study features may affect the 
risk level of the subjects recruited to the study. The absolute benefit from a service is often greater for persons at 
increased risk than for those at lower risk.  

Adherence is likely to be greater in research studies than in usual primary care practice because of the presence of 
certain research design elements. This may lead to overestimation of the benefit of the intervention when delivered to 
persons who are less selected (i.e., who more closely resemble the general population) and who are not subject to 
the special study procedures. 

4.2.2.3 Setting 

When assessing the external validity of a study, factors related to the study setting should be considered in 
comparison with U.S. primary care settings. The choice of study setting may lead to an over- or under-estimate of the 
benefits and harms of the intervention as they would be expected to occur in U.S. primary care settings. For example, 
results of a study in which items essential for the service to have benefit are provided at no cost to study patients may 
not be attainable when the item must be purchased. Results obtained in a trial situation that ensures immediate 
access to care if a problem or complication occurs may not be replicated in a non-research setting, where the same 
safeguards cannot be ensured, and where, as a result, the risks of the intervention are greater. When considering the 
applicability of studies from international settings, the EPC often uses the United Nations Human Development Index 
to determine which settings might be most like the United States. 
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4.2.2.4 Providers 

Factors related to the experience of providers in the study should be considered in comparison with the experience of 
providers likely to be encountered in U.S. primary care. Studies may recruit providers selected for their experience or 
high skill level. Providers involved in studies may undergo special training that affects their performance of the 
intervention. For these and other reasons, the effect of the intervention may be overestimated or the harms 
underestimated compared with the likely experience of unselected providers in the primary care setting.  

4.3 Data Abstraction  

Data is abstracted in abstraction forms or directly into evidence tables specific to each key question. Although the 
Task Force has no standard or generic abstraction form, the following broad categories are always abstracted from 
included articles:  

• Study design 
• Study period 
• Inclusion/exclusion criteria  
• Participant characteristics 
• Participant recruitment setting and approach  
• Number of participants who were recruited, randomized, received treatment, analyzed, and followed up 
• Details of the intervention or screening test being studied 
• Intervention setting 
• Study results, with emphasis on health outcomes where appropriate 
• Individual study quality information, including specific threats to validity 

Information relevant to applicability is consistently abstracted (e.g., participant recruitment setting and approach, 
inclusion/exclusion criteria for the study). The EPC review team uses these general categories, and other categories 
if indicated, to develop an abstraction form or evidence table specific to the topic. For example, source of funding may 
be an important variable to abstract for some topics, and performance characteristics are abstracted for diagnostic 
accuracy studies. 

The EPC review team abstracts only those articles that meet inclusion criteria. Abstractions are conducted by trained 
team members, and a second reviewer checks the abstracted data for accuracy, including data included in a 
summary table, a meta-analysis, or in calculations supporting a balance sheet/outcomes table. Initial reliability checks 
are done for quality control. 

4.4 Data Synthesis 
The evidence review process involves assessing the validity and reliability of admissible evidence at two levels: 

1. The individual study (discussed in Section 4.2)  
2. The key question (discussed below)  

The Task Force also assesses the adequacy of the evidence at the key question level (discussed in Section 6.2). 

4.4.1 Quantitative Synthesis 

When the evidence for a key question includes more than a few trials and there appears to be homogeneity in 
interventions and outcomes, meta-analysis is considered by the topic team. (Please see section 4.6 about how the 
EPC may incorporate published meta-analysis and systematic reviews into the Task Force review.) Meta-analysis 
provides the advantage of giving summary effect size estimates generated through a transparent process. The 
decision to pool evidence is based on the judgment that the included studies are clinically and methodologically 
similar, or that important heterogeneity among included trials can be addressed in the meta-analysis in some way, 
such as subgroup or sensitivity analyses. The EPC review team considers whether a pooled effect would be clinically 
meaningful and representative of the given set of studies. A pooled effect may be misleading if the trials clinically or 
methodologically differ to such a degree that the average does not represent any of the trials. Interpretations of 
pooled effect sizes should consider all sources of clinical and methodological heterogeneity. Similarly, the 
interpretation of pooled results takes into account the width of the confidence interval and the consequences of 
making an erroneous assessment, not simply statistical significance. Results of meta-analyses are usually presented 
in forest plot diagrams. 
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4.4.2 Qualitative Synthesis 

If there are too few studies or data are too clinically or statistically heterogeneous for quantitative synthesis, the EPC 
review team qualitatively synthesizes the evidence in a narrative format, using summary tables to display differences 
between important study characteristics and outcomes across included studies for each key question.  

4.4.3 Overall Summary of Evidence 

The EPC review team provides an overall summary of the evidence by key question in table format (Appendix XII). 
The table includes the following domains: 

• Key question 
• Number of studies and observations for each study design 
• Summary of findings (quantitative and qualitative findings for each important outcome, with some indication of 

its variability) 
• Consistency/precision (the degree to which studies estimate the same type [benefit/harm] and magnitude of 

effect) 
• Estimates of potential reporting bias (publication, selective outcome reporting, or selective analysis reporting 

bias) 
• Overall study quality (combined summary of individual study-level quality assessments) 
• Body of evidence limitations (qualitative descriptions of important limitations in body of evidence from what 

would have been desired to answer the overall key question) 
• Applicability (descriptive assessment of how well the overall body of evidence would apply to the U.S. 

population based on settings, populations, and other intervention characteristics) 
• Overall strength of evidence (brief explanatory text describing deficiencies in the evidence and stability of the 

findings) 

Within key questions, it may be most informative to stratify the evidence by subpopulation or by type of 
intervention/comparison or outcome, depending on how the Task Force has conceptualized the questions for the 
particular topic. The EPC review team does not publish an actual grade for the strength of the evidence but rather 
synthesizes the issues in the bulleted list above for each key question to inform the Task Force’s assessments of the 
adequacy of the evidence (Section 6). 

4.5 Other Issues in Assessing Evidence at the Individual Study Level 
4.5.1 Use of Observational Designs in Questions of the Effectiveness/Efficacy of Interventions 

The Task Force strongly prefers multiple large, well-conducted RCTs to adequately determine the benefits and harms 
of preventive services. In many situations, however, such studies have not been or are not likely to be done. When 
other evidence is insufficient to determine benefits and/or harms, the Task Force encourages the research 
community to conduct large, well-designed and well-conducted RCTs.  

Observational studies are often used to assess harms of preventive services. The Task Force also uses 
observational evidence to assess benefits. Multiple large, well-conducted observational studies with consistent results 
showing a large effect size that does not change markedly with adjustment for potential known confounders may be 
judged sufficient to determine the magnitude of benefit and harm of a preventive service. Also, large well-conducted 
observational studies often provide additional evidence even in situations when there are adequate RCTs. Ideally, 
RCTs provide evidence that an intervention can work (efficacy), and observational studies provide better 
understanding if these benefits exist across broader populations and settings.  

4.5.2 Ecological Evidence 

The Task Force rarely accepts ecological evidence alone as sufficient to recommend a preventive service. The Task 
Force is careful in its use of this type of evidence because substantial biases may be present. Ecological evidence is 
data that are not at the individual level but rather relate to the average exposure and average outcome within a 
population. Ecological studies usually make comparisons of outcomes in exposed and unexposed populations in one 
of two ways: 1) between different populations, some exposed and some not, at one point in time (i.e., cross-sectional 
ecological study); or 2) within a single population with changing exposure status over time (i.e., time-series ecological 
study). In either case, the potential for ecological fallacy is a major concern. Ecological fallacy is the bias or inference 
error that may occur because an association observed between variables at an aggregate level does not necessarily 
represent an association at an individual level. In addition, ecological data sets often do not include potential 
confounding factors; thus, one cannot directly assess the ability of these potential confounders to explain apparent 
associations. Finally, some ecological studies use data collected in ways that are not accurate or reliable.  
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The Task Force does not usually accept ecological evidence alone as adequate to establish the causal association of 
a preventive service and a health outcome because it is not possible to completely avoid the potential for making the 
ecological fallacy in these studies,. In some very unusual situations, ecological evidence may play the primary role in 
the Task Force’s evidence review and subsequent recommendation (e.g. screening for cervical cancer) , but this is 
rare. The Task Force may use ecological evidence for background or to develop an understanding of the context for 
which the preventive service is being considered. In addition, a review of ecological evidence may be warranted when 
well-known ecological data are used as evidence by others to justify a recommendation for Task Force consideration. 
The Task Force only rarely considers ecological studies as part of its evidentiary assessment. These circumstances 
could include when evidence from other study designs is considered inadequate but high-quality ecological evidence, 
especially studies demonstrating a very large magnitude of benefit or harm, could add important information. When 
the Task Force critically appraises ecological studies for use to develop a recommendation, the following criteria are 
used to assess the quality of the studies: 1) the exposures, outcomes, and potential confounders are measured 
accurately and reliably; 2) known potential explanations and potential confounders are considered and adjusted for; 
3) the populations are comparable; 4) the populations and interventions are relevant to a primary care population; 
and 5) multiple ecological studies are present that are consistent/coherent. 

4.5.3 Mortality as Outcome: All-Cause Versus Disease-Specific Mortality 

When available and relevant, the Task Force considers data on both all-cause and cause-specific mortality in making 
its recommendations, taking into account the real and methodological contributions to any discrepancies between 
apparent and true effect. When a condition is a common cause of mortality, all-cause mortality is the desirable health 
outcome measure. However, few preventive interventions have a measurable effect on all-cause mortality. When 
there is a discrepancy between the effect of the preventive intervention on all-cause and disease-specific mortality, 
this is important to recognize and explore.  

Three situations can result in a discrepancy between the effect on disease-specific and all-cause mortality. First, 
when a preventive intervention increases deaths from causes other than the one targeted by the intervention, all-
cause mortality may not decline, even when cause-specific mortality is reduced. This indicates a potential harm of the 
intervention for conditions other than the one targeted.  

Second, when the condition targeted by the preventive intervention is rare and/or the effect of the intervention on 
cause-specific mortality is small, the effect on all-cause mortality may be immeasurably small, even with very large 
sample sizes.  

Third, when the preventive intervention is applied in a population with strong competing causes of mortality, the effect 
of the preventive intervention on all-cause mortality may be very small or absent, even though the intervention 
reduces cause-specific mortality. For example, preventing death due to hip fracture by implementing an intervention 
to decrease falls in 85-year-old women may not decrease all-cause mortality over reasonable time frames for a study 
because the force of mortality is so large at this age. 

Methodological issues can arise because of difficulties in the assignment of cause of death based on records. In the 
absence of detail about the circumstances of death, it may be attributed to a chronic condition known to exist at the 
time of death but which is not, in fact, the direct cause. Coding conventions for death certificates also result in deaths 
from some causes being attributed to chronic conditions routinely present at death. For example, it is conventional to 
assign cancer as the primary cause of death to persons with a mention of cancer on the death certificate. The result 
of these methodological issues is a biased estimate of cause-specific mortality when the data are obtained from 
death certificates, which may not reflect the true effect an intervention has on death from the targeted condition. 
Similar methodological issues may occur as a result of adjudication committees.  

As indicated above, studies that provide data on all-cause and cause-specific mortality may have low statistical power 
to detect even large or moderate effects of the preventive intervention on all-cause mortality. This is especially true 
when the disease targeted by the screening test is not common. 

4.5.4 Subgroup Analyses 

The Task Force is interested in targeting its recommendations to those populations or situations in which there would 
be maximal net benefit. Thus, it often takes into consideration subgroup analyses of large studies or studies 
evaluating particular subgroups of interest. The Task Force examines the credibility of those analyses, however, 
depending on such factors as: the size of the subgroup; whether randomization occurred within subgroups; whether a 
statistical test for interaction was done; whether the results of multiple subgroup analyses were consistent within 
themselves; whether the subgroup analyses were prespecified; and whether the results are biologically plausible. 
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4.6 Incorporating Other Systematic Reviews in Task Force Reviews  
Existing systematic reviews or meta-analyses that meet quality and relevance criteria can be incorporated into 
reviews done for the Task Force. Existing reviews can be used in a Task Force review in several ways: 1) to answer 
one or more key questions, wholly or in part; 2) to substitute for conducting a systematic search for a specific time 
period for a specific key question; or 3) as a source document for cross-checking the results of systematic searches. 
Quality assessment of existing systematic reviews is a critical step and should address both the methods used to 
minimize bias as well as the transparency and completeness of reporting of review methods, individual study details, 
and results. The Task Force has specific criteria for critically appraising systematic reviews (Appendix VI). The EPC 
may supplement these criteria with newer methods of evaluating systematic reviews and meta-analyses. Relevance 
is considered at two levels: “Is the review or meta-analysis relevant to one or more of the Task Force key questions 
for this review?” and “Did the review include the desired study designs and relevant population(s), settings, 
exposure/intervention(s), comparator(s), and outcome(s)?” Recency of the review is also a consideration and can 
determine whether a review that meets quality and relevance criteria is recent enough or requires a bridge search.  

4.7 Reaffirmation Evidence Update Process 
Reaffirmed topics are topics kept current by the Task Force because the topic is within the Task Force’s scope and 
priority and because there is a compelling reason for the Task Force to make a recommendation. Topics that belong 
in this category are well-established, evidence-based standards of practice in current primary care practice (e.g., 
screening for hypertension). While the Task Force would like these recommendations to remain active and current in 
its library of preventive services, it has determined that only a very high level of evidence would justify a change in the 
grade of the recommendation. Only recommendations with a current grade of A or D are considered for reaffirmation. 
The goal of this process is to reaffirm the previous recommendation. Therefore, the goal of the search for evidence in 
a reaffirmation evidence update is to find new and substantial evidence sufficient enough to change the 
recommendation. 

1. The topic may be identified for a reaffirmation evidence update by the Topic Prioritization Workgroup and 
approved for a reaffirmation evidence update by the entire Task Force following the usual process for 
prioritization, including the annual request for feedback from USPSTF members, partner organizations, and 
stakeholders. Several Task Force members (one as the primary lead) are identified to take the lead on the 
topic and serve in the same lead role as on other topic teams, as described in Appendix IV.  

2. The topic team (review team, AHRQ Medical Officer, and Task Force leads) reviews the previous 
recommendation statement, evidence review, and background document prepared for topic prioritization. The 
topic team confirms that the topic is appropriate for a reaffirmation evidence update and then further defines 
the scope of the literature search. The literature search scope is limited to key questions in the evidence 
review for the previous recommendation. If there is a need for additional key questions or other expansion 
beyond the original scope, the topic is referred back to the Topic Prioritization Workgroup for consideration for 
a systematic review. Any other concerns about whether the topic is appropriate for a reaffirmation evidence 
update are referred for discussion by the Topic Prioritization Workgroup.  

3. The topic team consults experts in the field to identify important evidence published since the last evidence 
review.  

4. The topic team identifies recommendations from other Federal agencies and professional organizations.  
5. The topic team performs literature searches in PubMed and the Cochrane Central Registry of Controlled Trials 

on benefits and harms of the preventive service. Other databases are included when indicated by the topic 
(e.g., PsycINFO for mental health topics). The benefits and harms to be reviewed are predefined through 
consultation with the Topic Prioritization Workgroup. In general, the literature search uses the MeSH terms 
from the previous evidence review, searches for studies published since the last review (at least 3 months 
prior to the end date of the previous search), is limited to the English language, is limited to humans, and is 
limited to the journals in the abridged Index Medicus (i.e., the 120 “core clinical journals” in PubMed). These 
limits may be expanded or modified as needed. For the literature search on benefits, the search is limited to 
meta-analyses, systematic reviews, and controlled trials; for harms, the search includes meta-analyses, 
systematic reviews, controlled trials, cohort studies, case-control studies, and large case series. Additionally, 
the reference lists of major review articles or important studies are reviewed for potential studies to include.  

6. The topic team defines the inclusion/exclusion criteria. Limits on the size or duration of studies may be used as 
exclusion criteria. Two independent reviewers select studies to be included based on consensus on whether 
they meet the inclusion/exclusion criteria. A third reviewer is consulted if consensus is not reached among the 
two reviewers.  

7. If substantial new evidence is identified or if the topic team discovers that the evidence base for the prior 
review may not support a reaffirmation evidence update, the issue is discussed with the Topic Prioritization 
Workgroup, who decides whether the topic should be addressed with a systematic review. 
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8. The topic team prepares a summary of the findings of the evidence update. The format of this document 
depends on whether the summary will be submitted to a journal for publication.  

9. The results of the evidence update, expert discussion, and draft recommendation statement are presented to 
the leads and then to the entire Task Force for approval.  
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Section 5. Modeling 
In addition to systematic reviews, the Task Force uses modeling to inform the recommendation process. The Task 
Force uses modeling only when there is direct evidence of the benefit of a preventive service on health outcomes or 
when there is evidence for each of the linkages in the analytic framework. While the latter situation is considered 
indirect evidence, it is sufficient basis for using modeling, subject to the considerations described below.  

Topics meeting the direct evidence criterion and for which modeling has previously been applied include cervical 
cancer screening (very strong ecological evidence of mortality benefit), colorectal cancer screening, lung cancer 
screening, and breast cancer screening (RCT evidence of screening and mortality benefit). Other examples of 
USPSTF recommendations based on direct evidence are limited, but include topics such as abdominal aortic 
aneurysm screening and breast cancer chemoprevention. Candidates for decision modeling are generally A, B, and 
some C recommendations. While models may integrate sufficient evidence across an analytic framework, they should 
not be used to bridge a gap in the analytic framework where evidence is insufficient by using assumptions or 
unreliable data in order to provide the basis for a USPSTF recommendation. However, decision models can be 
critical to the USPSTF when there is insufficient empirical evidence to determine when to start and how long to 
continue delivering a clinical preventive service, how frequently to repeat the service, and the best or equally 
appropriate choices among different ways of delivering the service. Thus, decision modeling is primarily warranted 
when: 1) there are outstanding clinical questions about how best to target the clinical preventive service at the 
individual and the program level; and 2) it is highly unlikely that the systematic review can confidently determine 
magnitude of net benefit, particularly as it varies among important prespecified subpopulations.  

Models used by the Task Force include simple calculations using probabilities for each sequential step from 
screening to health outcomes (historically known as “outcomes tables”) and more formal decision models. The 
purpose of either of these is to estimate the population impact of a given preventive service.  

Outcomes tables derived from systematic reviews apply evidence from the systematic review alone to estimate the 
number of persons in a hypothetical population who would be affected in specific ways from implementation of the 
preventive service over a given time horizon (often 5 to 10 years). Further details about systematic review–derived 
outcomes tables are provided in Appendix VIII. A decision model is a more formal exercise using complex 
mathematical simulation to project the health outcomes that result from alternative interventions for screening, 
diagnosis, prevention, and treatment. Decision models incorporate evidence about natural history, disease-specific 
epidemiology, and other topic-related factors in addition to evidence from the systematic review.  

There are often limitations in the evidence on important aspects of clinical preventive services. Critical aspects such 
as starting and stopping ages or preventive service delivery intervals are almost never directly addressed in trials or 
studies. How to define the best (or comparable) options among different approaches to preventive service delivery, 
particularly in the context of a screening program, may also have limited empirical evidence. There is often limited 
evidence to determine when a new or different screening test can be substituted for one that was initially 
recommended based on RCT evidence; available evidence on new screening tests is usually about test performance 
characteristics. When necessary, a decision model can link natural history, population characteristics, and screening 
or treatment effectiveness to estimate the relative impact and comparative effectiveness of varying screening or 
treatment approaches. As the USPSTF methods on modeling evolve details will be published and made available on 
the Task Force Methods Webpage.  

Similarly, the usual information available through systematic review may not adequately summarize net benefit with 
the level of precision required for the USPSTF recommendation process. This is particularly likely when the clinical 
preventive service is one characterized by multiple benefits and harms, such as when the benefits and harms vary 
substantially between subpopulations; when there is moderate certainty of net benefit, but the magnitude is difficult to 
determine; or when the empirical evidence provides an estimate based on intermediate outcomes or using a limited 
time horizon that is clearly insufficient to determine net health benefits.  

Inputs into decision models include best estimates from evidence on the linkages between screening and outcomes 
of interest and explicit assumptions about natural history, epidemiology, and other topic-related factors. It is important 
that modelers make their assumptions explicit so that Task Force members can assess the applicability of the model 
and its results to Task Force deliberations. 

While acknowledging the demonstrated value of decision modeling for selected USPSTF recommendations, the Task 
Force also recognizes that there are opportunity costs and resource implications.  

To maintain consistency and transparency across topics, the Task Force has developed a framework and criteria for 
determining whether decision modeling will be added to topics that could benefit from decision modeling along with 
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the systematic review. This framework is based on the following six sequential questions that the Task Force 
considers, to the extent possible, during the scoping phase of an eligible topic’s systematic review. 

1. Has benefit for this clinical preventive service been established?  

Based on past experience and its evidence-based philosophy, the USPSTF intends to primarily apply decision 
modeling in cases where the benefit of the clinical preventive service is satisfactorily established, yet decisionmakers 
could benefit from further specification. As stated above, for the USPSTF, this implies that there is either: 1) direct 
evidence of a health benefit from a randomized (or otherwise very robust) comparison of delivery of the preventive 
service versus not delivering this service; or 2) evidence of benefit that can be achieved through strong linkages 
between multiple separate bodies of evidence. 

2. Which of the primary reasons for adding decision modeling are important to address for this clinical preventive 
service?  

In planning for decision modeling, the USPSTF specifies one or more of these primary reasons to add decision 
modeling to the systematic review in its recommendation development: 1) to assess appropriate starting or stopping 
ages or compare alternative intervals of preventive service delivery; 2) to compare alternative technologies, such as 
different screening tests; 3) to assess the impact of a newly developed substitute test in an established screening 
program; 4) to quantify net benefit more precisely or specifically than can be done based on systematic evidence 
review alone; 5) to extend time horizons beyond those available from studies; 6) to assess net benefit for population 
groups that represent combinations of higher and lower risk for benefits and/or harms; and 7) to assess net benefit 
stratified by sex or other demographic characteristics, such as race or ethnicity. 

3. Is the information gained from modeling or reviewing existing models likely to be worth the opportunity cost of 
modeling? 

This question represents a judgment and offers a potential stopping point in the process of considering the addition of 
decision modeling to a topic. Clearly articulating the expected advantages of using a decision model can enhance 
transparency and consistency and focus efforts on the most important topics for potential decision modeling, given 
that resource constraints are likely to limit its incorporation in all instances where it may be desired. Deciding to not 
commission a decision model at this stage can also reduce effort that would be required to complete steps 4, 5, and 6 
below.  

The Task Force is continuing to determine a full set of clear criteria, using its past experience with decision modeling. 
Until that work is complete, the following considerations may help to determine whether to commission a decision 
model.  

1. When decision modeling will primarily assist in specifying screening program components (i.e., stopping and 
starting ages, intervals, comparative modalities or programs) for an effective clinical preventive service, the 
usual criteria of public health burden will apply. In addition, the Task Force may want to consider the potential 
for enhancing benefit through extending the preventive service to unstudied populations, reducing harms, or 
enhancing efficiency through more targeted service delivery.  

2. When decision modeling is primarily intended to assist in net benefit or subpopulation determinations, 
USPSTF members offer the following questions to help project expected gains from incorporating modeling: 

a. Would the model provide important information for addressing uncertainty when making a 
recommendation for this preventive service?  

b. If one could predict the ultimate recommendation based on the systematic review evidence, would the 
results of a decision model inform one’s deliberation on a grade (e.g., from an I statement to a letter 
grade) or change the messaging (i.e., to enhance public understanding of the USPSTF 
recommendation, especially if it differs from those of other organizations or community practice)? 

c. Would modeling enhance appropriate uptake of a recommendation by reducing under- or over-
utilization in a subpopulation? 

d. Would modeling enhance appropriate uptake of a recommendation by providing clarity for measurement 
within quality improvement activities?  

4. Can the desired modeling approach be clearly outlined at this point, or is it contingent on additional information 
not known at the outset of the systematic review?  

There is tension between the need to commence modeling as early as possible to coordinate the modeling and 
systematic review work, and wasting effort when it is too early in the process to determine an appropriate focus for 
the decision model. The USPSTF must determine when it is possible in the overall process to define the decision 
problem/objective, the decision-important modeling outputs, and any approaches to be compared through modeling. 
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The “Decision Problem/Objective” is a template approach (Appendix XIII) that outlines the modeling objectives for 
the purposes of the recommendation statement, using the PICOTS (population, intervention, comparator, outcome, 
timing, and setting) framework to specify the scenarios to be modeled, required outcome measures, and the relevant 
modeling time horizon. If the main constructs of relevance cannot be defined, it is premature to proceed with decision 
modeling. Instead, if possible, the USPSTF delineates what modeling-relevant information is still uncertain and at 
what point in the systematic review process it will likely become clearer, in order to plan when to reconsider if a 
decision model is appropriate.  

5. What is the decision problem/objective to be addressed through decision modeling?  

Taking into consideration the prior USPSTF recommendation statement (and its evidence review approach), public 
response to the previous recommendation, current issues for clinical practice, and the expected state of the science, 
the USPSTF defines the parameters of the decision framework relevant to this topic, including: the rationale for 
decision modeling, the desired approach (e.g., type of model, one model or comparative models), scenarios to be 
modeled, populations and settings to be targeted and/or compared, desired outcome measures, and modeling time 
horizon needed. When searching for existing decision models, recency and setting should be considered.  

6. What is the most expedient approach for needed decision modeling?  

The most efficient mechanism for considering decision models alongside systematic reviews would be to use an 
already published analysis. While this is an attractive concept, it is uncommon that an existing decision model will 
match the decision problem outlined by the USPSTF well enough to be of use to the USPSTF. With more defined 
USPSTF guidance, however, opportunities for using existing models may increase. Further, iterative exchange 
between modelers and decisionmakers has been proposed as a critical element of the process by those with prior 
experience. Nonetheless, identifying existing models may be important if only to identify existing modeling groups and 
candidate modelers for collaboration.  

Searching for existing decision models is most efficient if it is focused on the specific decision problem outlined by the 
USPSTF. Unlike a systematic review search, which is highly sensitive to avoid missing any relevant primary research, 
searches for existing models should emphasize specificity, since the purpose is to find one or a few excellent 
candidates for use or adaptation. The proposed process is outlined in Appendix XIV.  

These six questions frame the considerations around adding a decision model to the systematic review for a specific 
topic, but do not make that decision. In the case of multiple competing priorities and resource constraints, the 
USPSTF Chairs make the final decision about whether to add decision modeling to a specific topic. The decision of 
the USPSTF Chairs is based on the findings from these six questions and their judgment about relative needs and 
priorities, considering the overall USPSTF portfolio.  
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Section 6. Methods for Arriving at a Recommendation 
 
6.1 Overview 
 
The preceding sections have described the processes for systematic evidence reviews and related reports that serve 
as the foundation for Task Force recommendations. This section briefly describes the specific work of the Task Force 
in examining and judging the cumulative evidence and making recommendations. Further details about the Task 
Force’s methods can be found in a series of published articles (Section 10).  
 
The Task Force’s steps to arrive at a recommendation include: 

1. Assessing the adequacy of evidence at the key question level 
2. Assessing the adequacy of evidence at the linkage level 
3. Estimating the magnitude of benefit and harm of the preventive service 
4. Evaluating the certainty of the evidence for net benefit for the preventive service  
5. Estimating the magnitude of the net benefit of the preventive service  
6. Developing a recommendation grade for the preventive service in the relevant population, based on the above 

parameters  
 
Once the admissible evidence has been gathered and the internal and external validity of individual studies has been 
assessed by the EPC review team, the Task Force evaluates the adequacy of evidence that the studies provide 
toward answering the key questions and addressing the linkages in the analytic framework. The evidence addressing 
a linkage in an analytic framework may come from more than one key question. For example, to assess the benefit of 
an intervention (linkage), key questions may need to be answered about the 1) effect of different intervention types 
(e.g., behavioral counseling, pharmacotherapy), 2) effect of intervention timing, and 3) health outcomes in different 
subpopulations. The USPSTF often uses a tool structured by key question to help facilitate its discussions and 
organize its assessment of the adequacy of the evidence and the certainty and magnitude of the net benefit 
(Appendix XI). 

Direct evidence linking clinical preventive services to outcomes is often inadequate either because of a lack of direct 
evidence or because of limitations in the direct evidence that is available. Thus, the Task Force often needs to use 
indirect evidence in making its recommendations. This requires assessing the evidence related to the linkages in the 
chain of evidence between the preventive service and outcomes. For example, the linkage in the chain of evidence 
for screening usually includes key questions about the accuracy of screening tests, the efficacy and harms of early 
treatment, and the association between changes in intermediate measures due to specific interventions and changes 
in health outcomes. 

The Task Force’s process for determining the adequacy of evidence for a key question or across a linkage in the 
analytic framework involves answering six critical appraisal questions about the admissible evidence (Table 2). 

Table 2. Factors Considered for Evaluating Adequacy of Evidence for Key Questions (Critical Appraisal 
Questions)  

1. Do the studies have the appropriate research design to answer the key question(s)?  
2. To what extent are the existing studies of sufficient quality (i.e., what is the internal validity)? 
3. To what extent are the results of the studies generalizable to the general U.S. primary care population of 

interest to the intervention and situation (i.e., what is the applicability)? 
4. How many and how large are the studies that address the key question(s)? Are the results precise? 
5. How consistent are the results of the studies? 
6. Are there additional factors that assist us in drawing conclusions (e.g., fit within a biological model)? 

6.2 Assessing Evidence at the Key Question and Linkage Levels 
6.2.1 Ratings of Adequacy for Key Questions 

The Task Force rates the body of evidence for each key question as convincing, adequate, or inadequate.  

6.2.1.1 Internal and External Validity 

In making a determination of adequacy, the Task Force considers the aggregate internal and external validity of all 
studies across each of the key questions. The determination is based on a careful consideration of the studies that 
are judged as fair or good quality, using criteria based on each type of study design, in a body of evidence. The EPC 
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develops its evidence appraisal for each key question based only on studies with strong internal and external validity 
by including studies that are potentially relevant to the U.S. primary care population, settings, and providers 
(Appendix VII). The EPC displays factors related to applicability in its summary of evidence table for use by the 
USPSTF. 

6.2.1.2 Other Factors to Consider 

The Task Force also considers other important factors in addition to internal and external validity to judge the 
adequacy of evidence for each key question: the number and heterogeneity (statistical and/or clinical) of studies for 
each key question, the consistency and precision of reported outcomes, and other factors that appear to strengthen 
inferences about causal relationships.  

6.2.1.3 Criteria for Ratings 

Evidence for a key question may be deemed “convincing” when there are sufficient well-conducted studies of 
appropriate design that demonstrate consistent and precise results focused on outcomes and generalizable to the 
intended U.S. primary care population and setting. The consistency of or a large number of individual studies and 
lack of heterogeneity in pooled results strengthens the case for the evidence to be deemed convincing. The Task 
Force assesses the consistency of the evidence addressing a key question by examining the degree to which studies 
demonstrate similar directionality and magnitude of results. When statistical or clinical heterogeneity is present, the 
Task Force evaluates the comparability of studies with regard to study design, patients/subjects, interventions, 
comparators, settings, and outcomes to determine the coherence of evidence.  

Evidence for a key question may be deemed as “adequate” when the evidence is sufficient to answer a key question, 
but is less convincing because of one of more significant limitations in factors, such as the appropriateness of study 
design, quality of studies, applicability of results, overall precision, and/or heterogeneity of evidence.  

Evidence for a key question may be deemed as “inadequate” when evidence is insufficient to answer a key question 
because of a complete lack of evidence or a fatal flaw in one or more of the following factors: consistency of results, 
precision, applicability, and/or study quality and design. Inadequate evidence (for either benefits or harms) may 
create a critical gap in the evidence chain.  

6.3 Dealing With Intermediate, Secondary, and Composite Outcomes 
6.3.1 Intermediate Outcomes 

The need to evaluate the evidence for the key question linking intermediate to health outcomes (Key Question (KQ) 6 
in Figure 4) in order to make a recommendation will depend on the overall body of evidence. The Task Force may 
consider the evidence linking intermediate and health outcomes (KQ 6) when there is inadequate direct evidence 
(KQ1) and inadequate evidence linking earlier treatment to health outcomes (KQ5). The process for determining the 
adequacy of the evidence for the key question (KQ6) on the link between intermediate and health outcomes is similar 
to the process for other key questions, as described above in sections 6.2 and 6.4, but additionally requires special 
considerations, as discussed below. These considerations are necessary, given the unique characteristics of 
relationships between intermediate and health outcomes and because of the added potential threat to the certainty of 
the evidence that this additional link creates.  

As discussed in 6.2 and 6.4, the adequacy of the evidence depends on the availability of well-conducted studies of 
appropriate design that demonstrate consistent and precise results focused on outcomes that are generalizable to the 
intended U.S. primary care population and setting. The consistency of, or a large number of, individual studies using 
the same intermediate and health outcomes strengthens the case for the evidence to be deemed convincing. As with 
other types of key questions and linkages, the Task Force assesses the consistency of the evidence by examining 
the degree to which studies demonstrate similar directionality and magnitude of results.  

The ultimate goal for assessing the evidence for this key question is to determine precisely a consistent relationship 
between the direction and magnitude of change in an intermediate outcome with a predictable resultant direction and 
magnitude of change in the health outcomes. Acceptable evidence may come from post-trial data that follows 
subjects over time to determine the effect of an intervention or treatment on intermediate and health outcomes. When 
trial data are not available to answer this key question, the Task Force may consider observational evidence that 
provides epidemiological support for causation. In addition, cohort studies that follow subjects over time and report 
changes in intermediate and health outcomes may be considered. Added strength may come from evidence that 
shows similar magnitude of effect on multiple intermediate and health outcomes. When statistical, methodological, or 
clinical heterogeneity is present in the body of evidence for this link, the Task Force evaluates the comparability of 
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studies with regard to study design, patients/subjects, interventions, comparators, settings, and outcomes to 
determine the coherence of evidence. This is of particular importance in this key question.  

The TF will exercise great caution when making a recommendation that depends in large part on the evidence linking 
intermediate and health outcomes. Due to the inherent limitations of the evidence that will be used to link 
intermediate and health outcomes, it is very unlikely that the evidence for this key question will be deemed 
convincing. This is due to the likely need to depend on observational evidence and the high potential for confounding. 
It is important to emphasize that strong associations between intermediate and health outcomes that are based only 
on cross-sectional studies would likely not be deemed adequate evidence for this key question. Evidence for this key 
question may be deemed as “adequate” (but not convincing) when the evidence is sufficient to answer the key 
question, but is less convincing because of one or more significant limitations, such as the appropriateness of study 
design, quality of studies, number and size of studies, applicability of results, overall precision, and/or heterogeneity 
of evidence (as discussed above). 

6.3.2 Dealing With Secondary and Composite Outcomes 

The Task Force adopted a policy of critically appraising all the endpoints (outcomes) of trials in a similar manner, 
following the six critical appraisal questions in Table 2. In its review, the Task Force takes note of the biological 
plausibility of a study’s finding, the supporting evidence, and whether an outcome is a primary or secondary one. 
Similarly, the Task Force examines composite (aggregate) outcomes carefully. It generally asks three questions of 
these outcomes: 1) Are the component outcomes of similar importance to patients? 2) Did the more or less important 
outcomes occur with similar frequency? and 3) Are the component outcomes likely to have similar relative risk 
reduction? 

6.4 Determining the Adequacy for Benefits and Harms Linkages 
After assessing the adequacy of the evidence at the key question level, the USPSTF assesses the adequacy of the 
evidence across the linkages. A linkage is represented by an arrow or a combination of arrows in the analytic 
framework that links the population on the left side of the framework to the beneficial or harmful health outcomes on 
the right side of the framework. Each linkage may be evaluated by one or more key questions. For example, in a 
cancer screening recommendation, the “benefit linkage” connects the population of asymptomatic adults without 
known cancer to the potential benefit of a reduction in mortality. This linkage could be evaluated by the following key 
questions, in combination: 1) Does screening reduce mortality? 2) Does early treatment of asymptomatic adults 
reduce early markers? 3) Does early treatment of asymptomatic adults reduce mortality? and 5) Do changes in these 
early markers lead to improvements in health outcomes and/or reduced mortality? Evidence from key questions on 
risk assessment and/or detection may also inform the assessment of the evidence on the benefit (or harm) linkage. 
The evidence on an overall linkage is classified into one of three categories: convincing, adequate, or inadequate.  
 
Adequacy of the linkage for benefits or harms is not a simple summation of the adequacy for the key questions, but is 
determined by consideration of the six critical appraisal questions (Table 2), the coherence across all the evidence 
for the linkage, and other considerations, as described below.  
 
Coherence is used (in addition to consistency) to indicate that a body of evidence “makes sense,” in that it fits 
together to present an understandable picture of the benefit of a preventive service in an asymptomatic U.S. primary 
care population. It includes an assessment of the concordance between populations, interventions, and outcomes in 
the studies reviewed. Several studies of a preventive service may find different results (and thus be inconsistent), but 
the results may still be understandable (and thus coherent) in terms of the populations studied or the interventions 
used.  
 
As part of coherence, USPSTF members assess the applicability of the body of evidence to populations, situations, 
providers, and settings as one of the components of the overall linkage. Judgment about applicability considers these 
factors but also involves synthesis of the evidence from the individual studies across the key questions and for the 
overall body of evidence for a linkage. The goal of the assessment is to judge whether there are likely to be clinically 
important differences between the observed body of evidence and the results expected when the intervention is 
implemented among asymptomatic patients in U.S. primary care settings, populations, and providers.  
 
The following concepts are used to understand the applicability of the body of evidence to preventive interventions in 
an asymptomatic, primary care population in the United States: 
 
• Inferences from the evidence that the intervention has effectiveness for U.S. primary care populations, 

situations, and providers 
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• The magnitude of benefit or harm observed in individual studies that comprise the body of evidence compared 
with the expected magnitude in the U.S. primary care setting  

• The applicability of the information on benefits and harms in individual studies that comprise the body of 
evidence to understanding the expected benefits and harms in U.S. primary care settings and populations 

• Information on the acceptability, feasibility, and availability of the studied intervention in U.S. primary care 
populations and settings  

• Biological plausibility and clinical relevance of extrapolating from the body of evidence to large populations of 
asymptomatic persons in a primary care setting 

 
Extrapolation is used by the Task Force to make inferences across the analytic framework to complete a chain of 
evidence connecting the intervention with health benefits. The Task Force extrapolates from existing evidence only 
when the case for doing so is strong. In these cases, the Task Force is not considering the question of whether a 
study applies to a different population, situation, or provider. Instead, it is judging whether a gap in the evidence 
within the analytic framework can be overcome with epidemiological evidence, logic and biological plausibility. Two 
factors—logic and biological plausibility—play the greatest role in the decision about extrapolation. 
 
When extrapolation is used to reach a letter grade recommendation, the scientific rationale for the recommendations 
and the methods used to review and judge the evidence are explicitly stated along with the recommendations. 
Examples of such consideration include whether the Task Force can: 1) extrapolate evidence about intermediate 
outcomes to health-related outcomes, 2) infer long-term health outcomes based on shorter-term outcomes, and 3) 
infer the effects of population-based screening based on RCTs of treatment of selected patients identified through 
case-finding.  
 
6.4.1 Other Considerations for Determining the Adequacy of Evidence for Linkage: Benefits 

The adequacy of the evidence for benefits may be further limited or strengthened by the following considerations: 
 
• The availability of evidence on the effectiveness of early treatment compared with later treatment (or when the 

condition is asymptomatic vs. clinically apparent) of the subtype of the condition that would cause health 
problems  

• Evidence on the prevalence or natural history of the target condition, or for heterogeneous conditions, 
evidence on the prevalence of the subtype of the condition that would cause important health problems 

• For screening, the sensitivity and expected positive predictive value of the screening test (i.e., the degree to 
which the test will detect the subtype of the condition that would potentially cause health problems) 

• Evidence showing a statistically significant effect but limited or unknown clinical importance 
• Lack of evidence on important health outcomes 
• Applicability of included studies to the screen-detected, asymptomatic, primary care, U.S. population 
• Inability to ascertain the precise combination of factors and the risk threshold necessary to identify the target 

population for the preventive intervention; this happens when recommendations are made for high-risk 
populations that are identified largely based on one or more risk factors for a condition, but no multivariable 
risk prediction tools are available 

• Evidence on well-established, evidence-based benefits for key questions (often addressed in previous 
USPSTF reviews) (i.e., “foundational evidence”) 

 
6.4.2 Other Considerations for Determining the Adequacy of Evidence for Linkage: Harms 
 
The adequacy of the evidence for harms may be further strengthened or limited by the following considerations: 

• Information on the severity of harms, including patients’ perspectives on the acceptability of specific harms 
• What is known about the number of false-positives, the invasiveness of the diagnostic workup, and the 

expected amount of overdiagnosis and overtreatment 
• Prevalence and severity of disease 
• Timing between screening test and confirmatory/diagnostic testing and/or treatment 
• Evidence on well-established, evidence-based harms for key questions (often addressed in previous USPSTF 

reviews) 
 

After careful deliberation, the Task Force determines how all the evidence and considerations are coherent; that is, it 
“make sense” in assessing if there is enough information to determine an overall benefit or harm and whether the 
Task Force can determine its magnitude (see below for more information about assessing magnitude). Therefore, the 
overall benefit linkage can be determined to be inadequate by the Task Force even though there is adequate 
evidence for the individual key questions related to benefits because of the limitations discussed above. One example 
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is screening for cognitive impairment, in which there was adequate evidence that some interventions resulted in 
improvements in some measures of beneficial outcomes, but the overall evidence for the benefit linkage was 
determined to be inadequate because 1) there was limited evidence that these changes resulted in clinically 
significant benefits, and 2) there was a lack of data on important outcomes (i.e., decision-making by patients and their 
families). These situations can occur because coherence, based on the six critical appraisal questions (Table 2) and 
other considerations, strengthens or limits the adequacy of the evidence above or below the actual evidence for 
individual key questions. How the Task Force uses the impact of these considerations on evidence adequacy to 
“bound” the magnitude of benefits or harms is discussed below.  
 
6.4.3 Reaffirmations 
 
The USPSTF may reaffirm a previous grade A or D recommendation. These are well established, current, evidence-
based practices in primary care for which only a very high level of evidence would justify a change in the grade of the 
recommendation (e.g., screening for hypertension). In determining the adequacy of evidence for the benefits and 
harms linkages, the USPSTF considers whether the new evidence is of sufficient strength and quality to change its 
previous assessment of the certainty of the evidence. If the USPSTF does not find evidence of sufficient strength and 
quality to change its previous assessment, the USPSTF may vote to reaffirm the previous recommendation, using its 
usual voting procedure. A draft reaffirmation statement is prepared for consideration that includes a summary 
statement of the recommendation and evidence, the rationale, updated clinical considerations, and a brief summary 
of the systematic review or evidence update, with references to both the current evidence update and the previous 
systematic review. The draft reaffirmation statement is posted for public comment following the usual process. The 
newly dated reaffirmation statement, a link to the previous evidence review and recommendation statement, and the 
summary of the evidence are made available on the USPSTF Web site following usual processes. 
 
6.5 Assessing Magnitude of Benefit 
 
6.5.1 Definitions of Magnitude Ratings and Criteria 

In situations where the evidence is adequate or convincing for benefit, the Task Force considers all the admissible 
evidence to determine the magnitude of benefit that would be expected from implementing the preventive service in a 
defined population. The magnitude of benefit is categorized as substantial, moderate, small, or zero. If the evidence 
is deemed inadequate for the assessment, the magnitude of benefit rating is not applicable. The Task Force uses the 
evidence to estimate the size of the population that would benefit from implementation of the preventive service over 
a given time horizon (appropriate to the service under consideration) and over the expected time to benefit. Specific 
health benefits might include such outcomes as overall mortality reduction, clinically meaningful improvements in 
health-related quality of life, or avoidance of specific disease events (e.g., cardiovascular events, cancer incidence 
and mortality, visual impairment, complications from alcohol use).  

6.5.2 Determining Magnitude of Benefit Across the Analytic Framework 

For some services, benefits can be estimated directly from large well-conducted RCTs of preventive services, with 
specific health benefits as prespecified outcomes and conducted in participants representative of the population 
under consideration. More commonly, however, this direct evidence is not available and the Task Force must assess 
the evidence across the key questions and the linkages in the analytic framework. For example, if an RCT of 
screening is not available, evidence may be assessed related to the accuracy of the screening test and the benefits 
of treatment in a screened population, and may include studies examining intermediate or final health outcomes. This 
indirect method of determining magnitude of benefit requires more assumptions and thus is associated with greater 
uncertainty than when direct evidence is available. In general, evidence derived from well-conducted trials evaluating 
a preventive service is likely to have more certainty than evidence from indirect assessment across key questions 
and linkages between intermediate and final health outcomes. 

The Task Force examines both relative risk reduction (RRR) and absolute risk reduction (ARR) from intervention 
studies. It generally prioritizes ARR over RRR. That is, it places less emphasis on a large RRR in situations of low 
ARR; it remains interested in an intervention with a low RRR if its ARR is high. Even a low ARR may be important for 
critical outcomes (e.g., mortality). 

6.5.3 General Considerations for Determining Limits on Magnitude of Benefit 

Estimates of magnitude of benefit are meant to describe the amount of the burden of suffering from the condition 
(within a stated population) that can be expected to be prevented by the intervention in question. The magnitude of 
benefit cannot be greater than the total burden of suffering. 
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For preventive interventions, the population benefit may be further limited by such issues as the following: 

1. The prevalence and incidence of the target condition 
2. For heterogeneous conditions, the prevalence of the condition subtype that would cause important health 

problems 
3. The sensitivity of the screening test (i.e., the degree to which the test or a given threshold to define 

abnormality of the screening test will detect the subtype of the condition that would potentially cause health 
problems; sensitivity is rarely 100%) 

4. The comparative effectiveness of early treatment of asymptomatic disease relative to later treatment of 
symptomatic disease of the subtype of the condition that would cause health problems (rarely 100%) 

6.5.4 Conceptual Confidence Limits 

As previously noted, estimates of magnitude of benefit are intrinsically more uncertain when direct evidence is limited 
or absent or restricted to select populations or clinical scenarios. In these cases, the Task Force may place 
conceptual upper or lower bounds on the magnitude of benefit as applied to the population targeted in the 
recommendation. Considerations such as baseline risk of study participants and the clinical setting in which the 
studies were conducted also factor into the bounds of estimates of magnitude of benefit. For example, if magnitude of 
benefit is estimated only from studies of an intervention conducted by highly trained clinicians using specialized 
equipment for persons at considerably increased risk, this estimate might be considered the upper bound for benefit 
that might reasonably be anticipated for a general population. In other situations, the Task Force may also logically 
judge the lower bounds of the benefit, particularly when estimating the anticipated benefits in a population with a 
lower prevalence of disease than the study population in which the estimate of the benefit was derived.  

Screening for abdominal aortic aneurysm is an example of the Task Force’s use of conceptual confidence intervals. 
The benefits observed in screening studies of male smokers that were conducted in academic centers with optimal 
diagnostic and surgical treatment capabilities were judged to likely represent the upper bounds of benefit if these 
services were to be provided more generally in community-based settings. A lower conceptual bound of potential 
benefit was judged when extrapolating these studies in a high-risk population (male smokers) to populations at lower 
risk (male nonsmokers and female smokers and nonsmokers). 

6.5.5 Outcomes Tables and Decision Modeling for Determining Magnitude of Benefit 

One way to determine the magnitude of benefit is to use an outcomes table based on the systematic evidence review 
or, when available, outputs from a decision model. An outcomes table can demonstrate how many or the proportion 
of persons likely to benefit—and in what ways—from implementation of the preventive service. Estimates from direct 
and indirect evidence may be included in outcomes tables in order to provide the range of expected magnitude of 
specific beneficial outcomes (Appendix VIII).  

6.6 Assessing Magnitude of Harm 
6.6.1 Definitions of Magnitude Ratings and Criteria 

The Task Force starts with the conceptual notion that screening, counseling, or use of preventive medications are 
intended for asymptomatic individuals in order to prevent or delay future health problems. The burden of proof that 
the benefits exceed the harms prior to recommending implementation of screening or other preventive services is 
thus higher than it is for diagnosis or treatment of symptomatic conditions. As such, assessment of the magnitude of 
harm is critically important. As with the magnitude of benefit, in situations where the evidence is adequate or 
convincing for harm, the magnitude of harm is assessed using the following categories: substantial, moderate, small, 
or zero. If the evidence is deemed inadequate for the assessment, the magnitude of harm rating is not applicable.  

The Task Force uses the evidence to estimate the size of the population that would be harmed from implementation 
of the preventive service over a given time horizon (appropriate to the service under consideration) and over the 
expected time to be harmed and the duration/severity of the harm. Assessment of the magnitude of harm may be 
more difficult than assessment of benefit for many reasons. The broad range of potential harms is often less well 
identified or reported than potential benefits. At times severe harms occur at a relatively infrequent rate compared to 
benefits and require larger sample sizes than those studied in RCTs designed to evaluate benefits. Unlike fairly 
discrete benefits that the preventive service is intended to provide, harms are often varied and complex, occur at 
several stages in the screening cascade (including at earlier times than for benefits), may persist, and may be poorly 
recognized. Furthermore, for many, understanding that screening and preventive tests and procedures can cause 
harm is conceptually difficult.  
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As with benefit, the magnitude of harm might be determined directly from the reported results of large well-conducted 
RCTs of a preventive intervention, but more often also requires an assessment across the key questions and the 
linkages in the analytic framework (even when RCTs are available). Nonrandomized studies are often considered a 
more reliable source of detecting and determining the magnitude of harm (especially rare but serious harms) than for 
assessment of benefit. Data on harms may be inadequate for an assessment of magnitude, even when there is 
adequate data to characterize benefit because of the variability in the reporting of harms and the fact that many 
studies are not statistically powered or designed to detect some harms.  

6.6.2 General Types of Harm for Consideration  

The Task Force starts with the assumption that nearly all preventive interventions have the potential to result in some 
magnitude of one or more harms to patients. For screening-based recommendations, the Task Force looks for harms 
of the screening test, the subsequent diagnostic tests resulting from screening, and early treatment of screen-
detected asymptomatic disease. For recommendations that involve preventive medications and behavioral 
interventions, the Task Force looks at the magnitude of harm from these interventions.  

Harms of screening may include psychological harm from labeling, the harms of diagnostic studies to confirm the 
presence of the condition, and overdiagnosis of screen-detected conditions. Because screening and other preventive 
interventions are implemented in asymptomatic persons with the goal of preventing future disease, the Task Force 
places a high priority on the effects of overdiagnosis and overtreatment, whereby the preventive service has the 
unintended consequence of creating “disease” that often leads to unnecessary and ineffective treatment. Harms of 
early treatment and overdiagnosis may accrue to patients whose condition might never have come to clinical 
attention or for whom the harms of treatment initiated prior to routine clinical detection were different or occurred 
earlier and/or over a longer period of time. In other words, these are harms of treatment that would not have occurred 
in the absence of screening.  

Harms may also be considered in the form of opportunity costs for both patients and providers. The Task Force may 
consider the time and effort required by both patients and the health care system to implement the preventive care 
service. If the time and effort are judged to be substantially greater than other preventive services delivered in the 
primary care setting, these factors are also considered in the harms category. The Task Force usually derives 
qualitative, rather than precise, estimates of opportunity costs. 

Although opportunity costs may be considered in the determination of Task Force recommendation grades, financial 
costs are not. Financial costs are also not considered in the decision models used for Task Force recommendations. 

6.6.3 Conceptual Confidence Intervals in Face of Inadequate Direct Evidence of Harms 

Although there is often less evidence about potential harms than about potential benefits, the Task Force may draw 
general conclusions from evidence on expected yield of screening in terms of false-positive test results. If the 
prevalence of the condition is low and the specificity of the test is less than 100%, the positive predictive value may 
be low and false-positive test results will be expected. If the diagnostic workup is invasive or otherwise carries 
clinically important potential for harm, the Task Force can infer that at least some harms will result from 
implementation of the screening program, because some persons with false-positive screening tests will undergo an 
invasive diagnostic protocol for no possible benefit. 

Similarly, if overdiagnosis (and therefore overtreatment) is common, and if the treatment has some adverse effects, 
the Task Force may infer that implementation of routine screening will cause at least some incremental harms, even 
in the absence of studies that characterize harms. This approach does not require an exact estimate of the 
magnitude of harm, but rather a determination that the harms are unlikely to be less than what is known about the 
number of false-positives, the invasiveness of the diagnostic workup, and the expected amount of overtreatment. 
Care should be taken to call attention to the estimate’s lack of precision. 

6.6.4 Presentation of Harms in Outcomes Tables  

As with the magnitude of benefit, the magnitude of harm may be informed by an outcomes table based on the 
systematic review or, when available, outputs from a decision model. When outcomes tables are used to present 
benefits, estimates for harms will also always be presented. 

6.7 Assessing Certainty of Evidence for the Entire Analytic Framework  
6.7.1 Overview  

The Task Force defines certainty as “likelihood that the USPSTF assessment of the net benefit of a preventive 
service is correct.” The net benefit is defined as the benefits minus the harms of the preventive service as 
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implemented in a general primary care population. The USPSTF assigns a certainty level based on the nature of the 
overall evidence available to assess the net benefit of a preventive service. 

The recommendation grade for a preventive service is derived from separate assessments of the certainty of 
evidence for a service and the magnitude of net benefit the service offers to persons when performed.  

Assessing the certainty of evidence requires a complex synthesis of all evidence across the entire analytic 
framework. Ultimately, the Task Force rates the certainty of the evidence as one of three categories: high, moderate, 
or low.  

The goal of this assessment is to judge whether the results observed in the individual studies that comprise the body 
of evidence would be expected when the intervention is delivered to asymptomatic persons by providers in U.S. 
primary care settings. 

6.7.2 Assessment of Certainty of Net Benefit  

The Task Force uses multiple sources of information to rate certainty of net benefit, using the criteria listed in Table 
3. The evidence review and tables provide much of the data, but the Task Force also uses the information on 
adequacy derived from the assessment of key questions and linkages (Appendix XI). 

The evidence is evaluated for both the direct linkage (generally for key question 1) and indirect linkages (involving 
multiple key questions). The direct pathway is typically derived from RCTs of the targeted screening or preventive 
intervention that adequately measure the desired health outcomes in the population(s) of interest. This type of 
evidence is generally associated with higher level of certainty. If certainty for net benefit cannot be derived from the 
direct pathway, then the Task Force determines if the evidence is sufficient across the key questions and linkages in 
the indirect pathway to determine overall certainty. If there is a clear gap in the chain of evidence in the indirect 
pathway (e.g., insufficient evidence for treatment or a screening test), then the certainty across the entire framework 
is categorized as “low” (Section 6.7).  

If there is at least adequate evidence for either the direct or indirect pathway, the Task Force addresses how the body 
of evidence within the analytic framework fits together to provide an accurate and coherent estimate of the expected 
magnitude of net benefit (i.e., benefits minus harms) that would be realized from widespread implementation of the 
preventive service either in the general population or in specific subpopulations. To achieve moderate or high 
certainty, the Task Force requires that the body of evidence is applicable to asymptomatic persons in the U.S. 
primary care population, and that the services can be feasibly delivered in U.S. primary care settings or referred to 
outside resources.  

6.7.3 Conceptual Confidence Intervals to Define Certainty Levels 

Certainty may also be thought of as the width of the conceptual confidence interval given by the evidence to estimate 
the magnitude of net benefit. This is not a quantitative calculation, but rather a judgment based on the six critical 
appraisal questions and how the evidence fits together to complete the linkages from the left side of the analytic 
framework (population) to the right side (health outcomes). A wide conceptual confidence interval can be due to: lack 
of evidence about one or more key questions or inadequate evidence to support the linkages; limitations in study 
design (including inadequate power or poor internal or external validity); too few studies; inconsistency or 
incoherence of results across studies; or other aspects of the studies that cloud the interpretation of the magnitude of 
net benefit. When the conceptual confidence interval is wide, the magnitude cannot be estimated with sufficient 
confidence, and the entire body of evidence is categorized as having low certainty. 

When the evidence satisfies most of the six critical appraisal criteria and fits together well enough to make the 
connections across the analytic framework, the conceptual confidence interval is considered to be narrower. In this 
case, there is a better (although not precise) estimate of the magnitude of benefit, harm, and net benefit. This type of 
body of evidence is categorized as having moderate certainty. 

When the evidence satisfies each of the six critical appraisal criteria across the analytic framework and the evidence 
fits together well, the conceptual confidence interval is narrow there is a precise estimate of the magnitude of benefit, 
harm, and net benefit. In this case, the body of evidence is categorized as having high certainty. Table 3 defines the 
three certainty levels of the overall evidence. 
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Table 3. USPSTF Levels of Certainty Regarding Net Benefit  
Level of 

Certainty Description 

High 

The available evidence usually includes consistent results from a multitude of well-designed, well-
conducted studies in representative primary care populations. These studies assess the effects of 
the preventive service on the desired health outcomes. Because of the precision of findings, this 
conclusion is therefore unlikely to be strongly affected by the results of future studies. These 
recommendations are often based on direct evidence from clinical trials of screening or behavioral 
interventions. High-quality trials designed as “pragmatic” or “effectiveness” trials are often of greater 
value in understanding external validity. 

Moderate 

The available evidence is sufficient to determine the effects of the preventive service on targeted 
health outcomes, but confidence in the estimate is constrained by factors such as:  
• The number, size, or quality of individual studies in the evidence pool 
• Some heterogeneity of outcome findings or intervention models across the body of studies 
• Mild to moderate limitations in the generalizability of findings to routine primary care practice.  

As more information becomes available, the magnitude or direction of the observed effect could 
change, and this change may be large enough to alter the conclusion. 

Low 

The available evidence is insufficient to assess effects on health outcomes. Evidence is insufficient 
because of:  
• The very limited number or size of studies 
• Inconsistency of direction or magnitude of findings across the body of evidence  
• Critical gaps in the chain of evidence  
• Findings are not generalizable to routine primary care practice 
• A lack of information on prespecified health outcomes 
• Lack of coherence across the linkages in the chain of evidence 

More information may allow an estimation of effects on health outcomes.  

The Task Force is careful to assess the certainty of the evidence and the magnitude of benefit, harm, and net benefit 
separately. For example, the Task Force may have high certainty of the overall evidence and still determine that there 
is small (or even zero) magnitude of net benefit. The Task Force may also have moderate certainty of the evidence 
and determine that there is a substantial magnitude of net benefit. 

6.7.4 Implementation Considerations When Grading Certainty 

The Task Force seeks to make recommendations based on projections of what would be expected from widespread 
implementation of the preventive service in primary care practice settings across the United States. For this reason, 
the Task Force carefully considers the applicability to clinical practice of “efficacy” trials, which measure the effects of 
the preventive care service under ideal circumstances. The Task Force ultimately seeks to weight its 
recommendations with “effectiveness” trials, which measure the effects of widespread implementation under usual 
practice circumstances. Such studies are not always available. Therefore, the Task Force attempts to estimate the 
likelihood that the benefits and harms reported in efficacy studies could be replicated in clinical practice and non-
study populations. Additionally, the Task Force carefully considers the real-world feasibility of interventions specified 
in efficacy studies. Some practices have greater support and more resources than others to implement recommended 
services.  

6.8 Assessing Magnitude of Net Benefit 
6.8.1 Definitions and Criteria Used to Assess the Magnitude of Net Benefit 

To specify the magnitude of the effect of a preventive service, the Task Force separately assesses the magnitude of 
benefit and harm and then combines these into an assessment of net benefit. The Task Force defines net benefit as 
the magnitude of the benefit of the service minus the magnitude of the harm. The Task Force gives equal attention to 
both benefits and harms, since it is well aware that preventive interventions may result in harms as either a direct 
consequence of the service or for other “downstream” reasons (e.g., diagnostic workup). Furthermore, preventive 
services are offered to asymptomatic persons. The majority of persons do not benefit from the service, and if they do, 
the benefit is in the future, often requiring many years to realize. Yet these persons are still subject to harms (often 
immediate), including opportunity costs. 

This initial assessment is first developed by the topic leads after assessing the benefits and harms for each of the key 
questions and linkages. It is then presented to the full Task Force at the time the draft recommendation statement is 
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deliberated. The Task Force requires the certainty of evidence to be either moderate or high in order to make an 
assessment on the magnitude of net benefit. If the certainty of the evidence is low, the Task Force is unable to 
assess the magnitude of net benefit of the preventive service. 

The Task Force rates net benefit as substantial, moderate, small, or zero/negative. “Substantial” net benefit indicates 
that the benefits substantially outweigh the harms, whereas “zero/negative” net benefit indicates that the harms equal 
or outweigh the benefits.  

6.8.2 Metrics and Data Used to Assess the Magnitude of Net Benefit  

Weighing the balance of benefits and harms can be challenging, because these outcomes are often measured in 
different metrics and over different time frames. Benefits are often quantified in terms of lives extended, quality of life 
improved, or illness events averted. Many of these often take years to achieve and may only accrue to a small 
percentage of individuals. Harms are often measured using metrics such as the false-positive screening test rate, 
overdiagnosis, diagnostic tests and their complications, or adverse effects of treatment, some of which are ineffective 
or unnecessary. Many of these occur more frequently and earlier than benefits. When the body of evidence does not 
use a single metric common to both benefits and harms, the assessment of net benefit is inherently subjective.  

The Task Force attempts to quantify the magnitude of benefit and harm that would result from implementing the 
preventive service in the general primary care population. One way of doing so is by using such metrics as “number 
needed to treat” (i.e., NNT, the number of persons who would need to be treated for some defined period of time to 
prevent one adverse health event) or “number needed to screen” (i.e., NNS, the number of persons who would need 
to be screened for some defined period of time to prevent one adverse health event). One can also derive a similar 
“number needed to harm” (i.e., NNH, the number of persons needed to be treated or screened for a defined period of 
time to cause one adverse health event). Because of the uncertainty and variability in the evidence used to make 
these estimates, the Task Force does not have a defined threshold for NNT, NNS, or NNH for assessing the 
magnitude of net benefit.  

When results from decision modeling conducted for the Task Force are available, the outputs may specifically inform 
the assessment of magnitude of net benefit (Section 5). Similarly, an outcomes table generated from a systematic 
review also outlines the tradeoffs in terms of projected benefits and harms in a population. The Task Force has 
standardized this outcomes table to the extent possible (Appendix VIII), but there will always be some variation, 
depending on the topic. 

The Task Force does not use specific criteria to differentiate levels of net benefit. Net benefit, as used by the Task 
Force, is often assessed as substantial in those situations in which either: 

1. A large proportion of the total burden of suffering from the target condition (minus the additional burden caused 
by the preventive service) would be relieved from society by implementing the preventive service. This criterion 
applies even if the target condition is rare. 

2. A large amount of the burden of suffering would be relieved from society (minus the additional burden caused 
by the preventive service) by implementing the preventive service. 

Note that in both of these situations, a population can be defined that has a substantial burden of suffering from the 
target condition, even if rare, and there is a prevention strategy that reduces that burden by a substantial amount. Net 
benefit, however, would only be substantial if the harms of the intervention are zero or small. Thus, both the 
magnitude of harm and the magnitude of benefit are each critical factors in determining net benefit. 
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Section 7. Formulation of Task Force Recommendations 
7.1 General Principles for Making Recommendations 
7.1.1 All recommendations are based on a body of scientific evidence that is derived from systematic evidence 

reviews and can use modeling to inform the process and make decisions after full consideration of the certainty 
and magnitude of net benefit (Section 5).  

Evidence may come from indirect evidence in the analytic framework, but ultimately the complete chain (linking 
populations with health outcomes) must be supported by acceptable evidence. 

Inferences about supporting evidence can include generalizations from one population to other subgroups when 
there are acceptable grounds to assume the evidence is applicable to both.  

The Task Force invites and considers the opinions of the public and experts throughout the recommendation 
development process, including the draft evidence review and the draft recommendation statement. The Task 
Force is particularly interested in receiving comments on the sufficiency of the systematic review process and 
interpretation of the body of evidence. However, expert opinion and clinical experience cannot substitute for 
the body of evidence that the Task Force reviews through a systematic process.  

Recommendations describe services that should or should not be routinely offered based on scientific evidence, 
although it is recognized that in clinical practice and public policy, concerns other than scientific evidence 
(e.g., feasibility, public expectations) may take precedence. 

7.1.2 When making recommendations, the Task Force considers most strongly patient-oriented health benefits and 
harms. 

In assessing health benefits, outcomes that patients can feel or care about (e.g., pain, quality of life, disease-
specific death, overall mortality) receive more weight than intermediate outcomes. 

In judging the magnitude of benefit, absolute reductions in risk matter more than relative risk reductions. 

Evidence for service effectiveness is considered as valuable as, if not more valuable than, efficacy. The ability of 
patients, providers, and the health care system to perform or maintain interventions over time is considered. 
The direct and indirect harms of preventive services must also be considered, ensuring that they do not 
outweigh the benefits to the individual and/or population. The quality of evidence for harms need not be as 
strong as that for benefits because of the ethical imperative to do no harm, especially when caring for 
asymptomatic persons. Physical, psychological, and social harms are considered. 

Judgments about tradeoffs between benefits and harms are generally made at the population level. For 
interventions where the relationship between benefits and harms is influenced heavily by personal 
preferences, the Task Force advocates that providers and patients engage in shared decision-making. 

Consideration of benefits and harms should not be limited to the perspective of individuals but should also 
consider population effects (e.g., population attributable risk, decreased exposure to infectious diseases, herd 
immunity). 

7.1.3 The USPSTF does not consider the financial costs of providing a service in its assessment of the balance of 
benefits and harms, but may provide contextual information regarding costs for use by providers, including cost-
effectiveness studies. 

7.1.4 Recommendations apply only to persons without signs or symptoms of the condition for which the preventive 
service is intended.  

Persons living in the United States are the target population for all recommendation statements. The evidence 
reviews and recommendations may be useful in other countries, but may not apply to populations with 
markedly different epidemiology and health care system design. 

7.1.5 Recommendations apply only to preventive services that are delivered in or are referable from the primary care 
setting to a specialist or community resource. 

The evidence for preventive services delivered outside the primary care context (e.g., programs at schools, 
worksites, public health sites) is usually out of scope unless these services are linked to primary care. 
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7.2 Recommendation Grades 
The Task Force applies grades to all of its recommendations and may issue multiple grades on a topic to address 
specific subpopulations. The Task Force can issue a grade of A, B, C, or D, as described in Table 4. When evidence 
is insufficient to make a recommendation, the Task Force issues an “I statement.”  

Table 4. How to Interpret Task Force Recommendation Grades 
Grade Definition Suggestions for Practice 

A The USPSTF recommends the service. There is high 
certainty that the net benefit is substantial. 

Offer or provide this service. 

B 

The USPSTF recommends the service. There is high 
certainty that the net benefit is moderate or there is 
moderate certainty that the net benefit is moderate to 
substantial. 

Offer or provide this service. 

C 

The USPSTF recommends selectively offering or providing 
this service to individual patients based on professional 
judgment and patient preferences. There is at least 
moderate certainty that the net benefit is small. 

Offer or provide this service for selected 
patients depending on individual 
circumstances. 

D 
The USPSTF recommends against the service. There is 
moderate or high certainty that the service has no net 
benefit or that the harms outweigh the benefits. 

Discourage the use of this service. 

I 
Statement 

The USPSTF concludes that the current evidence is 
insufficient to assess the balance of benefits and harms of 
the service. Evidence is lacking, of poor quality, or 
conflicting, and the balance of benefits and harms cannot 
be determined. 

Read the Clinical Considerations section 
of the USPSTF Recommendation 
Statement. If the service is offered, 
patients should understand the 
uncertainty about the balance of benefits 
and harms. 

After full consideration and decision on both certainty and magnitude of net benefit, the topic leads discuss the 
appropriate grade for the service in the targeted population, using the scoring matrix in Table 5.  

Table 5. U.S. Preventive Services Task Force Recommendation Grade Grid: Certainty of Net Benefit and 
Magnitude of Net Benefit 

Certainty of Net Benefit 
Magnitude of Net Benefit 

Substantial Moderate Small Zero/Negative 
High A B C D 
Moderate B B C D 
Low Insufficient 

The Task Force values consistency in our process for determining grades. Changes in the grade when updating a 
previously published recommendation should have a strong rationale that stems directly from our process of 
determining grades (i.e. there is a difference in certainty or magnitude that warrants a change in grade). After the 
leads discuss the adequacy of the evidence on calls leading to the vote at the TF meeting, the leads identify any 
grade changes and discuss the rationale for proposed grade change.  

A grade may result in a change from a previous Task Force recommendation because of one or more of the 
following: 1) a change in methods and/or analytic framework since the last recommendation statement; 2) a change 
in the definition of a grade (i.e. change in C grade definition); 3) evidence has increased or decreased and results in a 
change in the certainty or magnitude of net benefit, or has made the issuance of a grade less relevant. This may 
occur when there is a change in our understanding about the applicability of older evidence or international evidence; 
4) new methods and/or new evidence regarding subpopulations. The TF strives to avoid a narrow “I” grade for a 
subpopulation when there is a grade for the overall population and no strong rationale exists that the subpopulation 
would be different from the larger population. Grade changes may also result from changes in context (clinical 
context, societal values for specific outcomes, and context of intervention and treatment). In this case, while the 
analytic frame work is largely similar to the prior framework, something has changed in the contextual issues. It is 
important that the Task Force communicate in its recommendation statement how the changes in the above factors 
or context affect our rating of certainty and magnitude and why this results in a grade that is different than a 
previously published grade. 
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Before the grading discussion, the Task Force is provided with an oral presentation summarizing the evidence to 
supplement the full evidence review provided by the EPC. Following clarification of any questions regarding the 
evidence, the Task Force then hears from the topic leads regarding their proposal for a grade. After full debate and 
consideration of grading options, the Task Force Chair calls for a motion for a draft recommendation grade (go to 
Section 7.4 for voting procedures). The leads refine the draft recommendation with final language before it is released 
for public comment (go to Section 9 for more information on public comment). 

To help readers better understand the Task Force’s judgment about the certainty of the evidence, the net benefit of 
implementation, and the overall recommendation about the use of each preventive service, the Task Force provides 
its rationale and statements about clinical considerations in the recommendation statement. While an “I statement” is 
considered a statement and not a recommendation, these topics are accompanied by the same type of rationale and 
clinical considerations as grade A, B, C, or D recommendations.  

For clarity, consistency, and usability, Task Force recommendations follow a standard, structured format. 

Each recommendation statement is also accompanied by a one-page clinical summary, which provides a table of key 
information about the recommendation, including the population of interest, recommendation, risk assessment, 
screening or intervention of interest, treatment, balance of benefits and harms, and other relevant USPSTF 
recommendations. 

A fact sheet for each recommendation is also prepared for consumers. The Task Force also produces additional fact 
sheets, summary tables, infographics, and videos when appropriate to further explain recommendations to diverse 
audiences. 

7.3 Process for Public Comment on Task Force Documents 

To increase the clarity, transparency, and utility of its recommendation statements to primary care providers and the 
public, the Task Force shares drafts of its research plans, evidence reviews, and recommendation statements for 
public comment. The comments are considered in finalizing the documents. The procedures for posting draft 
materials for public comment are described in Section 9. 

All comments received through the public comment process are shared with the topic leads for their review and 
consideration before finalizing the document. All Task Force members have access to the full text of all comments; a 
disposition table summarizing the comment themes and the proposed Task Force response; and the revised 
research plan, evidence review, or recommendation statement.  

7.4 Voting 
Formal votes are taken for major procedural and methodological decisions, for draft recommendations before posting, 
for final recommendations, and for statements about clinical practice. Votes may be taken for other decisions at the 
discretion of the Chair(s). 

7.4.1 General Voting Procedures 

All motions on recommendations (at any stage) requiring a vote are passed when two thirds of the current Task Force 
membership vote “yes.” Votes are taken by voice, hand, or email, without secret ballots. 

Motions on procedural, methodological, and other decisions requiring a vote are passed when a majority of current 
Task Force membership votes “yes.” 

Votes are submitted as yes, no, abstain, or absent. 

Members recused by reason of potential conflict of interest are recorded as recused and do not vote. 

In votes that are less than unanimous, there are no minority reports. 

The result of a vote is recorded in the meeting minutes, though the count of “yes,” “no,” and “abstain” votes is not 
recorded.  

7.4.2 Voting on Draft Recommendations 

At a meeting of the full Task Force (usually in person), the presiding Chair accepts motions for draft 
recommendations. A “yes” vote from two thirds of the current Task Force membership is needed to pass the motion. 
After the meeting, the topic leads draft the full recommendation statement, and it is posted for public comment.  

USPSTF Procedure Manual ▌pg. 49 
APP 114

Case 4:20-cv-00283-O   Document 65   Filed 01/28/22    Page 118 of 458   PageID 1181Case 4:20-cv-00283-O   Document 65   Filed 01/28/22    Page 118 of 458   PageID 1181



7.4.3 Motion to Reconsider a Draft Recommendation Already Voted Upon 

A vote to reconsider a motion on a draft recommendation is required if the topic leads or any other Task Force 
member would like to request consideration for a change in the grade of the draft recommendation that was voted by 
the full Task Force. In this case, the individual member or the primary topic lead speaks with the Chairs, requests a 
vote to reconsider, and, if passed (requiring a “yes” vote from two thirds of the current membership), makes a new 
motion. The Chair then calls for a vote (which may take place via conference call or email after several days of 
reflection and discussion). A “yes” vote from two thirds of the current Task Force membership is needed to pass the 
motion on the new draft recommendation. If the motion to approve a reconsidered recommendation fails to pass, the 
approval reverts back to the originally approved recommendation. 

7.4.4 Voting on Final Recommendations 

After consideration of public comments, the topic leads puts forward a new motion for consideration by the full Task 
Force for the final recommendation. If the final recommendation statement is similar to the posted draft, debate is 
limited, and the full Task Force votes via email. A “yes” vote from two thirds of the current Task Force membership is 
needed to pass the motion and ratify the final recommendation. 

If, as a result of the comment process or new evidence identified during the public comment period, any member of 
the Task Force believes that a change in the recommendation grade is warranted, he or she can request that the 
topic leads make a motion to the Task Force. At that point, any new evidence is reviewed by the topic leads with help 
from AHRQ and the appropriate EPC staff. The AHRQ Medical Officer and Scientific Director facilitate this process. 
The topic leads present their motion and any important new evidence to the full Task Force (most often via 
conference call or Webinar), followed by time for discussion. The Chair then calls for a vote on the motion (which may 
take place via email after several days of reflection and discussion). This approach recognizes that the vote on the 
final recommendation is a different motion than the vote on the draft (hence two separate motions and votes). A “yes” 
vote from two thirds of the current Task Force membership is needed to pass the motion and ratify the final 
recommendation. 

7.5 Dissemination Process and Products 

Task Force recommendations are widely disseminated to professional audiences in professional peer-reviewed 
journals, in an electronic tool (Prevention TaskForce) available online or as a mobile application, in print through the 
“Guide to Clinical Preventive Services,” and as reprints in peer-reviewed journals, such as American Family 
Physician. Tools for clinicians, including Prevention TaskForce, are available on the Task Force Web site at 
https://uspreventiveservicestaskforce.org/uspstf/recommendation-topics/tools-and-resources-for-better-preventive-
care.  
AHRQ’s Center for Evidence and Practice Improvement is committed to improving the health of people nationwide 
by working to make sure that everyone in the health care system—clinicians, consumers, providers, and payers—
knows about and uses these evidence-based clinical preventive services. 

To achieve this goal, AHRQ’s Center for Evidence and Practice Improvement works with public and private partners 
to reach specific groups and individuals with information about appropriate clinical preventive services, their benefits, 
and how to improve access to and use of these services. 
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Section 8. Workgroups of the USPSTF 
Several standing and ad hoc workgroups are committed to ensuring that the Task Force’s methods and processes 
are up to date and implemented consistently and transparently.  

The Methods Workgroup reviews and updates Task Force methods and processes to follow best practices for 
guideline-setting bodies and incorporate methodological advances. This workgroup identifies issues that need further 
consideration, recommends the creation of new workgroups as needed to address these issues, and incorporates 
input from all other workgroups into Task Force methods and processes. 

The Topic Prioritization Workgroup develops procedures for prioritizing the portfolio of USPSTF topics and reviews 
and prioritizes nominations for new topics and suggestions for reconsidering or updating existing topics from the 
public. It also proposes a determination of the status of all topics (active, inactive, and referred to others) and 
prioritization of the active queue of topics each year for consideration by the full Task Force. 

The Subpopulation Workgroup assesses methods for using evidence from published studies on the differential 
effects of clinical preventive services within relevant population subgroups defined by race/ethnicity, sex, age, and 
other clinically relevant characteristics. It also suggests processes for incorporating this evidence into the Task 
Force’s deliberations and recommendations.  

The Older Adults Workgroup helps the Task Force assess the applicability of its recommendations to older adults 
by offering guidance on the benefits and harms of clinical preventive services at older ages. 

The Child and Maternal Health Workgroup provides specialized knowledge to inform the work of the USPSTF and 
develop new methods and procedures for making recommendations for child and maternal health. Activities of the 
workgroup include publishing articles on USPSTF methods related to child and maternal health, addressing 
methodological issues such as the challenges of identifying meaningful health outcome measures for children and 
adolescents, and serving as consultants on relevant Task Force projects and topics. 

The Conflict of Interest Workgroup is an ad hoc committee that reviews and updates Task Force policy on 
reporting and addressing Task Force members’ conflicts of interest in regard to Task Force topics. 

The Behavioral Counseling Intervention Workgroup makes recommendations related to the standards of 
evidence for behavioral counseling interventions, relevant measures and metrics, coordination with the Community 
Preventive Services Task Force, knowledge gaps, and other methodological issues related to behavioral counseling 
interventions. 

The Modeling Workgroup identifies opportunities to further inform the recommendation process through the use of 
decision models as a complement to systematic evidence reviews. 

The Dissemination and Implementation Workgroup helps the Task Force better communicate with clinicians and 
members of the public about its recommendations, and also writes the Task Force’s annual report to Congress. 

The Task Force also occasionally convenes groups of experts to advise on a particular topic. For example, the Task 
Force has convened groups of experts to discuss methods related to behavioral counseling interventions and 
prevention for older adults. 
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Section 9. Engagement With the Public, Stakeholders, and Partners 
The Task Force is committed to making evidence-based recommendations about clinical preventive services that are 
valid, reliable, and useful to clinicians, patients, and family members. The Task Force is also committed to making the 
recommendation development process clear and transparent, and there are several opportunities for the public and 
other stakeholders to engage in the recommendation process.  

9.1 Engagement With the Public 
The Task Force engages with the public in many steps throughout its recommendation making process. Currently, 
through the Task Force website, anyone can: 

• Nominate new members to serve on the Task Force
• Nominate new topics for Task Force consideration or request an update of an existing topic
• Provide comments on draft research plans
• Provide comments on draft evidence reviews
• Provide comments on draft recommendation statements

Anyone who is interested in the Task Force’s work can sign up for email alerts on the USPSTF Web site. 

9.2 Engagement With Liaisons and Partners 
Since its inception, the Task Force has worked with a group of standing Federal liaisons and Dissemination and 
Implementation Partners.  

Federal liaisons provide input from national scientific experts and keep the Task Force apprised of major Federal 
initiatives that may produce new evidence or duplicate the Task Force’s efforts on a given topic. In the case of a 
potential duplication of effort, the Task Force may choose to refer the recommendation topic to another group. 

Dissemination and Implementation Partners are major national organizations representing primary care clinicians, 
consumers, and other stakeholders involved in the delivery of primary care. They help the Task Force to ensure that 
its recommendations are meaningful to the groups they represent and help put the recommendations into practice. 
They are also a powerful vehicle for ensuring that America’s primary care workforce remains up to date on Task 
Force recommendations. 

Both Federal liaisons and Dissemination and Implementation Partners are invited to observe Task Force meetings. 
Engagement with partners also includes email updates, Webinars, and opportunities for public comment and 
dissemination. Partner organizations may choose to promote opportunities for public comment among their 
membership and assist their members with the implementation of final recommendation statements. 

9.3 Participation in the USPSTF Member and Topic Nomination and Recommendation 
Processes 

Members of the public can participate in the USPSTF process by nominating new members to the Task Force. The 
USPSTF Web site has a page where anyone can nominate candidates for consideration or self-nominate. 
Nominations must be received by May 15 of a given year to be considered for an appointment that will begin in 
January of the following year. 

Members of the public can also participate in the recommendation process itself. The Task Force provides 
opportunities for public comment at four stages of the recommendation process: 

• Topic nomination
• Draft research plan
• Draft evidence review
• Draft recommendation statement

Anyone can nominate a new topic at any time. Public comment periods for draft research plans, evidence reviews, 
and recommendation statements last for 4 weeks on the USPSTF Web site. The public comment period helps to 
ensure that final recommendations are valid, reliable, and useful to clinicians, patients, and family members. 
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9.4 Dissemination of USPSTF Recommendations and Processes 
The Task Force disseminates its research plans, methods, evidence reviews, and recommendation statements 
through its Web site. Different dissemination activities, described below, are conducted for researchers; clinicians; 
members of the public, including consumers and patients; and the media. 

9.4.1 Researchers 

All Task Force research plans, evidence reviews, and recommendation statements are posted on the USPSTF Web 
site. Task Force final evidence reviews and final recommendation statements are also published in peer-reviewed 
journals. Journal articles are sometimes accompanied by videos summarizing their key “take home messages”. 
Further details about Task Force procedures for writing papers and documents are available in Section 1.10. 

9.4.2 Clinicians 

Health care professionals have access to the full library of Task Force recommendations and evidence reviews on 
the USPSTF Web site.  

The Task Force also shares its recommendations through Prevention TaskForce, an application for smartphone, 
mobile, and tablet devices designed to help primary care clinicians identify clinical preventive services that are 
appropriate for their patients. Users can search the tool for recommendations by patient age, sex, pregnancy 
status, and risk factors. Prevention TaskForce is available at https://www.uspreventiveservicestaskforce.org/apps/.  

Additionally, to help primary care clinicians learn about its recommendations and put them into practice, the Task 
Force has posted resources about its role in preventive medicine and its process for developing evidence-based 
recommendations. These resources are available at https://uspreventiveservicestaskforce.org/uspstf/about-uspstf/
task-force-resources. 

9.4.3 The Public 

In 2012, the Task Force began producing plain-language consumer fact sheets for each of its draft and final 
recommendations to help members of the public, including consumers and patients, understand what each 
recommendation means for them.  

The consumer fact sheets, posted on the USPSTF Web site, contain links to resources for learning more about each 
topic and encourage individuals to have informed discussions about clinical preventive services with their health care 
provider.  

In addition to breaking down the main points of each recommendation, consumer fact sheets for draft 
recommendation statements explain how to offer feedback to the Task Force about the draft recommendation 
statement.  

Further, in response to common questions posed to the USPSTF, the Task Force produced a series of materials 
explaining its mission, composition, and processes, including an introductory slide show called “USPSTF 101,” 
available to view and download at https://uspreventiveservicestaskforce.org/uspstf/about-uspstf/task-force-
resources. 
Finally, the Task Force engages with the public through MyHealthFinder, a mobile and Web-based application 
similar to Prevention TaskForce and geared to a consumer audience. Users may search Task Force 
recommendations by sex, age, pregnancy status, and risk factors at http://healthfinder.gov. The application also 
incorporates recommendations from ACIP, Bright Futures, and the Institute of Medicine’s Committee on Preventive 
Services for Women. 
9.4.4 The Media 
The Task Force engages with the media in several ways to disseminate information about research plans, evidence 
reviews, and draft and final recommendation statements. These include news bulletins, release of materials under 
embargo in advance of publication, and interviews with Task Force members.  

News bulletins are developed for each draft and final recommendation statement. The purpose of news bulletins is to 
organize key information about a Task Force recommendation for the media. The news bulletin may include a summary of 
the recommendation and supporting science as well as quotes from a Task Force spokesperson. News bulletins are 
intended to streamline the release of information concerning the Task Force’s work. The USPSTF Web site also has a 
Newsroom page (https://uspreventiveservicestaskforce.org/uspstf/news) to provide reporters with background 
information on the Task Force and media contact information. 
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Appendix I. Congressional Mandate Establishing the U.S. 
Preventive Services Task Force 
Under Title IX of the Public Health Service Act, AHRQ is charged with enhancing the quality, appropriateness, and 
effectiveness of health care services and access to such services. AHRQ accomplishes these goals through scientific 
research and promotion of improvements in clinical practice, including prevention of diseases and other health conditions, 
and improvements in the organization, financing, and delivery of health care services. One of the duties of AHRQ is to 
convene the U.S. Preventive Services Task Force (42 U.S.C. §299b–4 (a) as amended by Public Law 106-129 (1999) and 
Public Laws 111-148 and 111-152 (2010), Sec. 4003): 
 

1. ESTABLISHMENT AND PURPOSE.—The Director shall convene an independent Preventive Services Task Force 
(referred to in this subsection as the “Task Force”) to be composed of individuals with appropriate expertise. Such 
Task Force shall review the scientific evidence related to the effectiveness, appropriateness, and cost-effectiveness 
of clinical preventive services for the purpose of developing recommendations for the health care community, and 
updating previous clinical preventive recommendations, to be published in the Guide to Clinical Preventive Services 
(referred to in this section as the “Guide”), for individuals and organizations delivering clinical services, including 
primary care professionals, health care systems, professional societies, employers, community organizations, non-
profit organizations, Congress and other policy-makers, governmental public health agencies, health care quality 
organizations, and organizations developing national health objectives. Such recommendations shall consider 
clinical preventive best practice recommendations from the Agency for Healthcare Research and Quality, the 
National Institutes of Health, the Centers for Disease Control and Prevention, the Institute of Medicine, specialty 
medical associations, patient groups, and scientific societies. 

2. DUTIES.—The duties of the Task Force shall include— 
(A) the development of additional topic areas for new recommendations and interventions related to those topic 
areas, including those related to specific sub-populations and age groups; 
(B) at least once during every 5-year period, review1 interventions and update2 recommendations related to existing 
topic areas, including new or improved techniques to assess the health effects of interventions; 
(C) improved integration with Federal Government health objectives and related target setting for health 
improvement; 
(D) the enhanced dissemination of recommendations; 
(E) the provision of technical assistance to those health care professionals, agencies and organizations that request 
help in implementing the Guide3 recommendations; and 
(F) the submission of yearly reports to Congress and related agencies identifying gaps in research, such as 
preventive services that receive an insufficient evidence statement, and recommending priority areas that deserve 
further examination, including areas related to populations and age groups not adequately addressed by current 
recommendations.  

3. ROLE OF AGENCY.—The Agency shall provide ongoing administrative, research, and technical support for the 
operations of the Task Force, including coordinating and supporting the dissemination of the recommendations of 
the Task Force, ensuring adequate staff resources, and assistance to those organizations requesting it for 
implementation of the Guide’s recommendations. 

4. COORDINATION WITH COMMUNITY PREVENTIVE SERVICES TASK FORCE.—The Task Force shall take 
appropriate steps to coordinate its work with the Community Preventive Services Task Force and the Advisory 
Committee on Immunization Practices, including the examination of how each task force’s recommendations 
interact at the nexus of clinic and community. 

5. OPERATION.—In carrying out its responsibilities under paragraph (1), the Task Force is not subject to the 
provisions of Appendix 2 of Title 5 [United States Code]. 

6. INDEPENDENCE.—All members of the Task Force convened under this subsection, and any recommendations 
made by such members, shall be independent and, to the extent practicable, not subject to political pressure. 

7. AUTHORIZATION OF APPROPRIATIONS.—There are authorized to be appropriated such sums as may be 
necessary for each fiscal year to carry out the activities of the Task Force. 

 
Sec. 2713 of the Affordable Care Act requires private insurers to cover preventive services recommended by the 
USPSTF with a grade of A or B, along with those recommended by ACIP, Bright Futures, and HRSA’s guidelines for 
women’s health. The Affordable Care Act requires insurers to cover these services with no cost-sharing (i.e., no 
deductible and no co-pay).  
 
Sec. 4105 of the Affordable Care Act authorizes Medicare to expand its existing coverage of preventive services 
consistent with USPSTF recommendations. Services covered by Medicare prior to the Affordable Care Act, and 
which have received a grade of A, B, C, or I from the USPSTF, must still be covered. However, Sec. 4105 authorizes 
Medicare to not pay for services that have received a grade of D from the USPSTF. 
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Finally, Sec. 4106 of the Affordable Care Act requires Medicaid to cover preventive services recommended by the 
USPSTF with a grade of A or B, as well as those recommended by ACIP. 

SEC. 2713. COVERAGE OF PREVENTIVE HEALTH SERVICES. 
‘‘(a) IN GENERAL.—A group health plan and a health insurance issuer offering group or individual health insurance 
coverage shall, at a minimum provide coverage for and shall not impose any cost sharing requirements for— 
‘‘(1) evidence-based items or services that have in effect a rating of ‘A’ or ‘B’ in the current recommendations of the 
United States Preventive Services Task Force; 
‘‘(2) immunizations that have in effect a recommendation from the Advisory Committee on Immunization Practices of 
the Centers for Disease Control and Prevention with respect to the individual involved; and 
‘‘(3) with respect to infants, children, and adolescents, evidence-informed preventive care and screenings provided 
for in the comprehensive guidelines supported by the Health Resources and Services Administration. 
‘‘(4) with respect to women, such additional preventive care and screenings not described in paragraph (1) as 
provided for in comprehensive guidelines supported by the Health Resources and Services Administration for 
purposes of this paragraph. 
‘‘(5) for the purposes of this Act, and for the purposes of any other provision of law, the current recommendations 
of the United States Preventive Service Task Force regarding breast cancer screening, mammography, and 
prevention shall be considered the most current other than those issued in or around November 2009. 
 
Nothing in this subsection shall be construed to prohibit a plan or issuer from providing coverage for services in 
addition to those recommended by United States Preventive Services Task Force or to deny coverage for services 
that are not recommended by such Task Force. 
 
(b) INTERVAL.— 
(1) IN GENERAL.—The Secretary shall establish a minimum interval between the date on which a recommendation 
described in subsection (a)(1) or (a)(2) or a guideline under subsection (a)(3) is issued and the plan year with respect 
to which the requirement described in subsection (a) is effective with respect to the service described in such 
recommendation or guideline. 
‘‘(2) MINIMUM.—The interval described in paragraph (1) shall not be less than 1 year. 
 
SEC. 4105. EVIDENCE-BASED COVERAGE OF PREVENTIVE SERVICES IN MEDICARE. 
(a) AUTHORITY TO MODIFY OR ELIMINATE COVERAGE OF CERTAIN PREVENTIVE SERVICES.—Section 1834 
of the Social Security Act (42 U.S.C. 1395m) is amended by adding at the end the following new subsection: 
‘‘(n) AUTHORITY TO MODIFY OR ELIMINATE COVERAGE OF CERTAIN PREVENTIVE SERVICES.—
Notwithstanding any other provision of this title, effective beginning on January 1, 2010, if the Secretary determines 
appropriate, the Secretary may— 
‘‘(1) modify— 
‘‘(A) the coverage of any preventive service described in subparagraph (A) of section 1861(ddd)(3) to the extent that 
such modification is consistent with the recommendations of the United States Preventive Services Task Force; and 
‘‘(B) the services included in the initial preventive physical examination described in subparagraph (B) of such 
section; and 
‘‘(2) provide that no payment shall be made under this title for a preventive service described in subparagraph (A) of 
such section that has not received a grade of A, B, C, or I by such Task Force.’’ 
(b) CONSTRUCTION.—Nothing in the amendment made by paragraph (1) shall be construed to affect the coverage 
of diagnostic or treatment services under title XVIII of the Social Security Act. 
 
SEC. 4106. IMPROVING ACCESS TO PREVENTIVE SERVICES FOR ELIGIBLE ADULTS IN MEDICAID. 
(a) CLARIFICATION OF INCLUSION OF SERVICES.—Section 1905(a)(13) of the Social Security Act (42 U.S.C. 
1396d(a)(13)) is amended to read as follows: 
‘‘(13) other diagnostic, screening, preventive, and rehabilitative services, including— 
‘‘(A) any clinical preventive services that are assigned a grade of A or B by the United States Preventive Services 
Task Force; 
‘‘(B) with respect to an adult individual, approved vaccines recommended by the Advisory Committee on 
Immunization Practices (an advisory committee established by the Secretary, acting through the Director of the 
Centers for Disease Control and Prevention) and their administration (…) 
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Appendix II. USPSTF Conflict of Interest Disclosure Form 
Thank you for taking the time to complete the USPSTF Conflict of Interest Disclosure Form. In your role as a member 
of the USPSTF, the Task Force Chairs and AHRQ require full disclosure of all possible conflicts of interest. Please 
note that disclosure of potential conflicts of interest is part of the process to eliminate bias and ensure transparency of 
the process. Disclosing potential conflicts of interest does not necessarily disqualify you as a participant. For the 
purposes of this disclosure form, individuals should disclose all interests that apply to all USPSTF topics in 
development. For those topics for which you have disclosed interests on a previously submitted Disclosure Form, 
please update any new interests since the last disclosure was provided. For any new topics, please provide a full 
disclosure. 

Full Name 
Insert Task Force member name 

U.S. Preventive Services Task Force Disclosure Form 

Disclosure of Financial Interests: Task Force Members 
For the purposes of this Disclosure Form, individuals should disclose all interests that apply to all USPSTF topics 

that will be covered during the upcoming meeting as well as all topics in development. For “Type of Financial 
Interest,” please select one of A - H according to the following definitions: 

a) Ownership or owning stock (stock, options, warrants) or holding debt or other significant proprietary interests 
or investments in any third party that could be affected by a USPSTF decision on a specific topic 

b) Having an employment, independent contractor, or consulting relationship or other contractual arrangements, 
whether written or unwritten, with an entity that could be financially affected by a Task Force decision 

c) Receiving a proprietary research grant or receiving patents, royalties, or licensing fees from such an 
organization 

d) Participating on a company’s proprietary governing boards 
e) Participating in speakers bureaus 
f) Receiving honoraria 
g) Receiving payment as an expert witness for a plaintiff or a defendant 
h) Receiving remuneration for services with respect to transactions involving parties with a financial interest in the 

outcome of a USPSTF decision. This may include clinical specialty practice 

 
Type of Financial Interest Amount ($) Description 

Date Potential COI  
Occurred (mm/yy) 

Task Force Member Name     
Task Force Member Name     

Disclosure of Financial Interests: Immediate Family Members and Close Personal 
Relationships 
For the purposes of this Disclosure Form, individuals should disclose all interests that apply to all USPSTF topics that 
will be covered during the upcoming meeting as well as all topics in development. For “Type of Financial Interest,” 
please select one of A - H according to the following definitions: 

a) Ownership or owning stock (stock, options, warrants) or holding debt or other significant proprietary interests 
or investments in any third party that could be affected by a USPSTF decision on a specific topic 

b) Having an employment, independent contractor, or consulting relationship or other contractual arrangements, 
whether written or unwritten, with an entity that could be financially affected by a Task Force decision 

c) Receiving a proprietary research grant or receiving patents, royalties, or licensing fees from such an 
organization 

d) Participating on a company’s proprietary governing boards 
e) Participating in speakers bureaus 
f) Receiving honoraria 
g) Receiving payment as an expert witness for a plaintiff or a defendant 
h) Receiving remuneration for services with respect to transactions involving parties with a financial interest in the 

outcome of a USPSTF decision. This may include clinical specialty practice.  
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 Friend or  
Family Member Relationship 

Type of  
Financial Interest Amount ($) Description 

Date Potential COI 
Occurred (mm/yy) 

Task Force 
Member Name 

      

Task Force 
Member Name 

      

Disclosure of Nonfinancial Interests  
For the purposes of this Disclosure Form, individuals should disclose all interests that apply to all USPSTF topics that 
will be covered during the upcoming meeting as well as all topics in development. For “Role,” please select one of A - 
E according to the following definitions: 

a) Public comments and testimony 
b) Leadership role on a panel 
c) Substantial career efforts/interests in a single topic area  
d) Previously published opinions  
e) Advocacy or policy positions  

 
Organization Role 

Type of Participation 
(Paid/Unpaid) Description 

Date Potential COI 
Occurred (mm/yy) 

Task Force 
Member Name 

     

Task Force 
Member Name 

     

To the best of your ability, please respond yes or no to each of the questions listed below. If the answer is yes for any 
question, please include details or references that may be helpful in evaluating the potential influence of each 
relationship or personal belief. A “yes” answer will not necessarily disqualify you from participating in Task Force 
activities. 

 Response 
(Required) 

If Yes, 
Explain 

A. Do you have strongly held beliefs related to the topic area that would make it difficult 
for you to work in an unbiased manner on any new or ongoing Task Force topics? 

  

B. Have you ever authored, coauthored, or publicly provided an opinion related to any 
new or ongoing Task Force topics? 

  

C. Could your institution benefit or be harmed based on whether the Task Force finds 
benefit, harm, or no difference in outcomes? 

  

D. Would the support you would receive from your institution (or primary mentor) change 
if your work on the Task Force generated a strong negative reaction from peers outside 
your institution? 

  

E. To the best of your knowledge, do you work for, or are you a member of, an 
organization with a stated position (e.g., position statement, Blog, editorial, legislature or 
legal testimony, or related document) related to any new or ongoing Task Force topics? 

  

F. Are you involved in formulating/voting for positions in any organization with a stated 
position related to any new or ongoing Task Force topics? 

  

G. Could this recommendation statement conflict with policies you have promoted or are 
obliged to follow? 

  

In the space below, please describe any nonfinancial interests for your immediate family members and close 
personal relationships related to all new and continuing topics. 

As a member of the USPSTF, I affirm the following: 

I have listed all personal financial interests from the past 36 months in the Disclosure Form (including equity 
positions, consulting agreements, or employment arrangements with an entity that could be financially affected by a 
Task Force decision) for myself, my immediate family members, and close personal relationships for all new topics 
covered during this meeting, all topics in development, as well as any changes in my situation since this form was last 
completed for continuing topics. Period of disclosure is 36 months prior to the meeting and continues until the final 
reports are completed. I have declared any other real or perceived nonfinancial conflict(s) of interest for myself, 
immediate family members, and close personal relationships in the Disclosure Form related to the subject matter of 
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all new topics covered during this meeting, all topics in development, as well as any changes in my situation since 
this form was last completed for continuing topics. 

I understand and agree to the above two items.  

If for any reason you feel you cannot sign this statement as worded or if you have further questions, please contact 
the chairs.  
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Appendix III. USPSTF LitWatch Process 
The USPSTF LitWatch is a regular audit of information sources to locate newly published research and/or guidelines 
that are relevant to topics in the USPSTF portfolio. A list of included articles and guidelines is compiled in a LitWatch 
newsletter every 2 months and distributed to the USPSTF Scientific Director, the USPSTF Topic Prioritization 
Workgroup, USPSTF members, EPC staff, AHRQ Medical Officers, and other related staff.  

Articles and guidelines for consideration address primary or secondary preventive interventions in the general primary 
care setting. Topics of interest include screening, preventive services, effectiveness of early treatment of screen-
detected disease, new technologies, and methodologies for care delivery. Special attention is given to topics currently 
or previously reviewed by the USPSTF. Articles on vaccinations (except those for human papillomavirus or a new 
breakthrough), community interventions, or general review articles (except systematic reviews) are not included. 
Articles are considered for inclusion in the LitWatch if they meet the following criteria: 1) possible impact on past 
USPSTF recommendations, 2) new evidence, and/or 3) importance to a current USPSTF evidence review. 

The tables of contents of the following journals are reviewed for potential articles: 

• American Journal of Epidemiology 
• American Journal of Health Promotion  
• American Journal of Preventive Medicine 
• American Journal of Public Health 
• Annals of Family Medicine 
• Archives of General Psychiatry 
• Annals of Internal Medicine 
• Archives of Disease in Childhood 
• Archives of Internal Medicine 
• Archives of Pediatric and Adolescent Medicine 
• British Medical Journal 
• Canadian Medical Association Journal 

• Journal of the American Medical Association 
• Journal of General Internal Medicine 
• Journal of Medical Screening 
• Journal of the National Cancer Institute 
• Journal of Pediatrics 
• Lancet 
• Morbidity and Mortality Weekly Report 
• New England Journal of Medicine 
• Obstetrics and Gynecology (The Green 

Journal) 
• Pediatrics 
• Preventing Chronic Disease

 
Guidelines issued by the following USPSTF partner organizations and other relevant groups are identified by 
reviewing the organization’s Web pages during the last week of the month prior to distribution of the newsletter: 

• Centers for Disease Control and Prevention 
• Centers for Medicare & Medicaid Services 
• Department of Defense Military Health System 
• Department of Veterans Affairs Center for Health Promotion and Disease Prevention 
• National Institutes of Health (including Physician Data Query®) 
• Institute of Medicine 
• American Academy of Family Physicians 
• American Academy of Pediatrics 
• American Congress of Obstetricians and Gynecologists 
• American College of Physicians 
• American College of Preventive Medicine 
• American Osteopathic Association 
• American Cancer Society 
• American Diabetes Association 
• American Heart Association 
• Canadian Task Force on Preventive Health Care  

Regular email updates from the National Guideline Clearinghouse™ are also reviewed for any guidelines of 
relevance, as well as MedPage Today for relevant news stories based on a recent publication. 
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Appendix IV. Roles and Responsibilities of USPSTF Members 
Serving as a Topic Lead 
Each topic team (Section 1.9) includes the AHRQ Medical Officer, a Task Force Chair or Co-Vice Chair, 
representatives from the EPC conducting the systematic evidence review, and several Task Force members, known 
as “leads.” One of the Task Force leads serves as the primary lead for that topic.  

AHRQ staff solicits volunteers for the position of primary lead from among assigned topic leads during work plan 
development. When selecting a primary lead, an effort is made to choose an individual whose tenure on the Task 
Force will extend throughout the life of the topic.  

The leads’ role on a topic begins once they have received a draft work plan on the topic. A call is then scheduled to 
discuss the draft work plan.  

Responsibilities of the Task Force topic leads include: 

• Attending calls on the topic 
• Attending in-person Task Force meetings where the topic is to be discussed 
• Providing input on the draft research plan, reviewing public comments and proposed changes, and approving 

the research plan as final 
• Providing input on the draft evidence review and reviewing the final evidence review in preparation for drafting 

the recommendation statement 
• Assessing the evidence on each key question as convincing, adequate, or inadequate 
• Assessing the certainty of evidence and magnitude of net benefit across all key questions  
• Proposing a grade and supporting discussion of the grade at an in-person Task Force meeting 
• Contributing to the drafting of a recommendation statement and reviewing the public comments received  
• Contributing to revisions of the draft recommendation statement following the public comment period 
• Approving the final recommendation statement for ratification by the full Task Force 

Additional responsibilities of the primary lead (formerly known as the “lead lead”), beyond those of the other leads, 
include: 

• Liaising with the AHRQ Medical Officer and the EPC and answering methodological questions as needed 
• Reviewing every comment received from the public on the draft research plan and bringing other leads to 

consensus on revisions needed 
• Facilitating discussion on calls and bringing other leads to consensus on key questions, certainty of evidence, 

magnitude of net benefit, and grade of the recommendation 
• Presenting the draft recommendation statement at the in-person Task Force meeting 
• Reviewing every comment received from the public on the draft recommendation statement and bringing other 

leads to consensus on revisions needed 
• Potentially serving as spokesperson for the media, as needed 
• Approving a one-page clinical summary for posting along with the recommendation statement 

At the start of, and throughout a topic, the following applies: 

• Scheduling of topic team calls will take the primary lead’s schedule into account first.  
• Calls may be scheduled if and only if the primary lead plus at least one other Task Force topic lead can attend 

the call. 
• Other members of the topic team who cannot attend a scheduled call can direct comments prior to or after a 

call to the primary lead, all parties (e.g., via email), or the AHRQ Medical Officer. 
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Appendix V. Work Plan/Research Plan Template 
For each topic, a preliminary draft of the work plan following this template is circulated prior to the first topic 
conference call with the Task Force leads, EPC review team, and AHRQ Medical Officer. This document is then 
revised based on the initial topic call, and the research plan (section IV of this template) is posted for public comment. 
After public comment, the entire work plan is finalized by the EPC review team and approved by the Task Force leads 
as the “final work plan.” The final research plan is then posted on the Task Force Web site.  

Instructions: This template is to be used for the final work plan, which includes the research plan for public posting. 
The text provides questions that should be answered about this clinical preventive service as part of that particular 
section. The questions themselves can be omitted, but the other template items (headers, boilerplate text) should be 
incorporated into the final work plan for each topic for consistency. Level 1 and 2 headings should be in Arial font. 
Level 3 headings and all body text should be in Times New Roman font. 

Project Title: 

AHRQ Medical Officer: 

EPC Project Lead Investigator: 

EPC Project Staff: 

Task Force Leads: 

Section I. Purpose and Background 
Purpose 
This report will be used by the USPSTF to:  

What is the history of this Task Force recommendation (i.e., new, update from 1996, update from another update or 
initial recommendation made after 2000)? 

Condition Background 
Condition definition. What defines the disease/condition of interest? 

Prevalence and burden of disease/illness. What is the prevalence of the disease/condition overall and in various 
subpopulations? (If case distribution varies significantly by subpopulation, consider whether background questions 
about high-prevalence groups need to be addressed here, and also whether [and how] issues related to prevalence 
in subpopulations will be handled in this review as part of the “scope” section below.) 

Who is primarily affected by this disease/condition? (If this condition affects a significant proportion of the population, 
consider whether there are primary as opposed to secondary causes of the condition, and how issues related to 
etiology will need to be specified in the review as part of the “scope” section below.) 

Etiology and natural history. What causes the disease/condition? (If there are multiple causes, consider whether 
background questions about etiology need to be addressed here and whether a section describing how they are 
addressed in this review needs to be included in the “scope” section below.) 

What are the consequences of this disease/condition if left untreated? Is there heterogeneity in its natural history? (If 
yes, consider whether background questions about natural history also apply to this condition.) 

Risk factors. What are risk factors for the condition? Can the individuals primarily affected be practically 
distinguished as high risk? (If high-risk identification seems to be a potential approach as part of this clinical 
preventive service, consider whether additional background questions about prevalence and populations with risk 
factors need to be addressed here or need to be considered in determining the scope of this review.) 

Rationale for screening/screening strategies. What is the rationale for screening or early intervention? How is the 
disease/condition detected? (If there are multiple ways of detecting this disease/condition, consider whether 
background questions about detection/screening need to be addressed here and whether a section addressing how 
this review will structure its inclusion/exclusion criteria in order to address this issue should be included in the “scope” 
section below.) 
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Intervention/treatment. What preventive intervention(s) are of interest? How do they work? (If there are multiple 
ways of treating this disease/condition, consider whether background questions about intervention/treatment need to 
be addressed here and whether a section addressing how the review will handle this issue needs to be included in 
the “scope” section below.) 

Current clinical practice. What factors in current practice, or in the context of the culture, are important in 
understanding this clinical preventive service? Have major changes or controversies about this clinical preventive 
service emerged since the last recommendation was issued? (A table showing the recommendations of other groups 
should be included here, detailing any recommendations for specific subpopulations.) (If current practice issues seem 
important, consider whether background questions about current clinical practice need to be addressed here.) 

Potential background questions (these may or may not apply to a particular topic). 

Etiology: 

What primarily causes the disease/condition? 
Are there other causes of the disease/condition? 
Are these causes common? 
How are these other causes to be treated in this review? 
Is disease/condition due to other causes detected in the same way? 
Does it have the same prognosis/disease impact? 
Does it affect the same population? 
If included, how should the disease (due to different causes) be distinguished in this review? 

Prevalence in key subpopulations: 

Do a disproportionate number of clinical cases come from one or a few subpopulations? 

Natural history: 

Is there “pseudo-disease” present among the apparently diseased population? 
How long does it take for latent disease to become symptomatic? 
How is the disease understood to come about, from a physiological perspective? What organs or systems are 
involved and what normal functions or mechanisms are aberrant when the disease is present?  

Risk factors and populations with risk factors: 

What is the prevalence of cases in high-risk individuals? 
Is there a significant absolute difference in risk between “high-” and “low-risk” individuals? (This is the “discriminatory” 
value of a risk calculation. Even though a set of risk factors may double or triple risk,, these risk factors may still be 
poor at discriminating those persons who will have the clinical condition from those who will not if the initial risk is 
small. If risk factors do not discriminate, they may have little clinical use.) 

Detection/screening: 

If there are multiple ways of detecting the disease/condition, is one (or more) most valid? 
If there are multiple ways of detecting the disease/condition, is one (or more) most relevant to current practice? 
Which means of detection are of interest for this review? 
How will different means of detection be prioritized, combined, or compared in synthesizing the literature? 

Intervention/treatment: 

If there are multiple ways of treating the disease/condition, is one (or more) most valid? 
If there are multiple ways of treating the disease/condition, is one (or more) most relevant to current practice? 
Which treatments are of interest for this review? 
How will different treatments be prioritized, combined, or compared in synthesizing the literature? 

Outcome: 

How do we know that treatment is successful (health outcomes of interest to physicians, patients, or their families; 
intermediate outcomes often measured with established or potential relationship to health outcomes)? 
Over what time frame should treatment success be evaluated, considering initial results and maintenance of 
treatment success? 
If there are multiple measures of health outcome, is one (or more) most valid? 
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If there are multiple measures of health outcome, is one (or more) most relevant to practitioners and patients? 
How will outcomes be prioritized, combined, or compared in synthesizing the literature? 

Current clinical practice: 

What is the current level of use of the service (e.g., what percentage of eligible patients has had it? What percentage 
of actual practices is doing this regularly?) 
How adequate is the provision of the diagnostic, treatment, or monitoring aspects of the preventive service that are 
presumed to be in effect for the treatment to be effective? 

Section II. Previous Review and USPSTF Recommendations 
(This section is applicable to update topics only.) 

Previous Task Force Recommendation(s) 
“In (year of recommendation), the Task Force concluded (statement of the evidence) to recommend 
(recommendation statement). (Recommendation grade)” 

Include any subpopulation-specific recommendations. Also list all the recommendation language in any 1996 or 
earlier Task Force topics, even if not a graded recommendation statement. 

Previous Task Force Conclusions 
List all conclusions made by the Task Force in the prior recommendation and rationale statement, including any 
evidence gaps identified by the Task Force. 

Previous Analytic Framework and Key Questions 

Insert analytic framework and key questions from the previous evidence review. 

Previous Review Findings 
Insert summary of evidence table with overall quality assessment for each key question.  

Previous Review Conclusions 

List all conclusions made by the authors of the prior evidence review. Make clear which conclusions appear to be 
based on a stable evidence base and could be used as foundational evidence in this review. 

Identified Limitations from Previous Review 
Identify limitations cited in the prior evidence review and/or recommendation statement. Identify and list scope or method 
limitations identified from the previous review. 

Evidence Gaps Remaining After the Last Review 
Summarize the previous review findings, conclusions, and limitations into a series of evidence gaps remaining at the 
completion of the last review. Order the evidence gaps into the logical sequence of the analytic framework with section 
subtitles of “Overarching (Direct) Evidence,” “Screening,” “Treatment/Intervention,” “Harms,” and other specific topics (such 
as “Potential Preventable Burden,” “Current Practice”). 

Section III. Scan of Evidence Since Previous Recommendation  
Existing Synthesized Evidence 

Organize, summarize, and cite new evidence from the systematic review searches in the same order the evidence gaps 
were presented. Section subtitles should also be the same. Make sure you indicate where priority evidence may or may not 
be available, based on these initial literature scans. Clearly delineate how systematic reviews have handled subpopulation 
considerations. 
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Previously Identified Pending Studies 
Provide followup data on previously identified pending studies.  

Newly Identified Pending Studies 

Identify new relevant ongoing studies and their expected completion dates and contacts. 

Section IV. Update Review Approach 
Outline the proposed overall approach to this topic (if an update), answering the following questions and any others 
necessary to capture a summary of the approach being proposed for this evidence review. Which key questions in the 
analytic framework will be addressed? Which key questions will not be updated, as their evidence is viewed as 
“established”? Are there areas that will be updated nonsystematically (i.e., contextual questions)?  

The analytic framework, key questions, contextual questions, and inclusion/exclusion criteria will be copied from this section 
into the research plan template for public comment posting, so it should be written with that purpose in mind.  

Analytic Framework and Key Questions 
Analytic framework. Insert the analytic framework. 

Key questions. Insert key questions. 

Contextual questions. Insert contextual questions (if applicable). 

Scope of Review 
Using the inclusion/exclusion criteria table template (Appendix Table 1), specify who and what will be addressed in terms 
of populations, screening and treatment interventions, comparisons, outcomes, setting, study design, and quality. Other 
categories for which inclusion/exclusion criteria may be defined include study aim, disease/condition, timing of outcome 
assessment, intervention duration, publication date, and language. The descriptions below may help guide completion of 
the table. An introductory paragraph describing the general inclusion/exclusion criteria may be included. 

Appendix Table 1. Inclusion and Exclusion Criteria 
Category Inclusion Exclusion 

Populations   
Interventions   
Comparisons   
Outcomes   
Setting   
Study Design   
Study Quality   

Populations. Define the sex, age, and other sociodemographic or medical characteristics of the study participants 
addressed in this review and identify any important subpopulations.  

Diseases. Define the spectrum of the disease/condition that the review will include and exclude, including the rationale. 
(See the background questions on disease/condition to be answered as needed to support your approach.) If this condition 
affects a significant proportion of the population, address how this issue will affect the review. If there are multiple causes of 
the disease, describe how they will be addressed in this review. 

Screening interventions. Define the means of detection/screening that will be reviewed, including the rationale (see the 
background questions on screening/detection to be answered as needed to support your approach.) If there are multiple 
ways of detecting this disease, discuss how this will be managed in the review. Define outcomes and gold standards as 
appropriate. 

Treatment interventions. Define the methods of treatment/intervention that will be reviewed, including the rationale (see 
the background questions on intervention/treatment to be answered as needed to support your approach.) Define 
outcomes as appropriate. 
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Study designs. What study designs (types of designs and comparisons) are minimally acceptable for evaluating each key 
question? What role does quality assessment play in study eligibility? 

Settings. What settings (timeframes, countries, populations) are minimally acceptable for evaluating each key question? 

Study quality. Specify that fair- and good-quality studies based on USPSTF criteria will be included and poor-quality 
studies will be excluded. 

Exclusions 
Be clear about decisions to exclude populations, interventions, comparisons, outcomes, or settings and their 
rationale. 

Search Criteria 
Include databases and time periods for each key question, as well as search terms for existing systematic evidence 
reviews and meta-analyses. 

Data Analysis 
Briefly describe how, in addition to qualitative synthesis, quantitative synthesis will generally be conducted. 

Timeline 
The timeline is negotiated with AHRQ after work plan conference calls and is submitted with the final work plan as 
part of the deliverable. The timeline includes major milestones, including expected date for presentation at a future 
Task Force meeting. Since the length of the research plan review process may affect the timeline, the timeline should 
not be included until the final work plan is submitted. 

Use of Outside Experts 
Provide information on peer review of the work plan, if planned in addition to public comment, as appropriate. If 
known, describe the use or nonuse of previous review team members to provide continuity. 

References 

Section V. Research Plan 
Use the following template for the research plan. The analytic framework, key questions, contextual questions, and 
inclusion/exclusion criteria should be copied from the appropriate section above. The “Response to Public Comment” 
section is only included in the final research plan. 

USPSTF Draft Research Plan 
Insert title of project. 

Proposed Analytic Framework 
Insert analytic framework. 

Proposed Key Questions to Be Systematically Reviewed 
Insert key questions. 

Proposed Contextual Questions 
“Contextual questions will not be systematically reviewed and are not shown in the Analytic Framework.” 

Insert contextual questions. 

Proposed Research Approach 
“The Proposed Research Approach identifies the study characteristics and criteria that the Evidence-based Practice 
Center will use to search for publications and to determine whether identified studies should be included or excluded 
from the Evidence Review. Criteria are overarching as well as specific to each of the key questions.” 
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Insert inclusion/exclusion table from work plan. 

Response to Public Comment 
“The draft Research Plan was posted for public comment on the USPSTF Web site from [date] to [date].”  

Insert a summary of the comments received by the USPSTF, how they were addressed in revisions to the research 
plan, and/or how they will be addressed during preparation of the systematic review. 
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Appendix VI. Criteria for Assessing Internal Validity of Individual 
Studies 
The USPSTF Methods Workgroup developed a set of criteria by which the internal validity of individual studies could 
be evaluated. The USPSTF accepted the criteria, and the associated definitions of quality categories, at its 
September 1999 meeting. 

This appendix describes the criteria relating to internal validity and the procedures that topic teams follow for all 
updates and new assessments in making these judgments. 

All topic teams use initial exclusion criteria to select studies for review that deal most directly with the question at 
issue and that are applicable to the population at issue. Thus, studies of any design that use outdated technology or 
technology that is not feasible for primary care practice may be filtered out before the abstraction stage, depending 
on the topic and the decisions of the topic team. The team justifies such exclusion decisions if there could be 
reasonable disagreement about this step. These criteria are meant for those studies that pass this initial filter. 

Presented below are a set of minimal criteria for each study design and a general definition of three categories 
(“good,” “fair,” and “poor”) based on those criteria. These specifications are not meant to be rigid rules but rather are 
intended to be general guidelines. Recognizing that the methodology of systematic reviews are continuously evolving, 
the USPSTF allows the EPC to use newer methods of assessing quality of individual studies.  

In general, a “good” study is one that meets all criteria well. A “fair” study is one that does not meet (or it is not clear 
that it meets) at least one criterion but has no known “fatal flaw.” “Poor” studies have at least one fatal flaw. 

Systematic Reviews 
Criteria: 

• Comprehensiveness of sources considered/search strategy used 
• Standard appraisal of included studies 
• Validity of conclusions 
• Recency and relevance (especially important for systematic reviews) 

Definition of ratings based on above criteria: 

Good: Recent, relevant review with comprehensive sources and search strategies; explicit and relevant selection 
criteria; standard appraisal of included studies; and valid conclusions 

Fair: Recent, relevant review that is not clearly biased but lacks comprehensive sources and search strategies 

Poor: Outdated, irrelevant, or biased review without systematic search for studies, explicit selection criteria, or 
standard appraisal of studies 

Case-Control Studies 
Criteria: 

• Accurate ascertainment of cases 
• Nonbiased selection of cases/controls, with exclusion criteria applied equally to both 
• Response rate 
• Diagnostic testing procedures applied equally to each group 
• Measurement of exposure accurate and applied equally to each group 
• Appropriate attention to potential confounding variables 

Definition of ratings based on above criteria: 

Good: Appropriate ascertainment of cases and nonbiased selection of case and control participants; exclusion 
criteria applied equally to cases and controls; response rate equal to or greater than 80 percent; accurate diagnostic 
procedures and measurements applied equally to cases and controls; and appropriate attention to confounding 
variables 

Fair: Recent, relevant, and without major apparent selection or diagnostic workup bias, but response rate less than 
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80 percent or attention to some but not all important confounding variables 

Poor: Major selection or diagnostic workup bias, response rate less than 50 percent, or inattention to confounding 
variables 

RCTs and Cohort Studies 
Criteria: 

• Initial assembly of comparable groups: 
o For RCTs: Adequate randomization, including first concealment and whether potential confounders were 

distributed equally among groups 
o For cohort studies: Consideration of potential confounders, with either restriction or measurement for 

adjustment in the analysis; consideration of inception cohorts 
• Maintenance of comparable groups (includes attrition, cross-overs, adherence, contamination) 
• Important differential loss to followup or overall high loss to followup 
• Measurements: equal, reliable, and valid (includes masking of outcome assessment) 
• Clear definition of interventions 
• All important outcomes considered 
• Analysis: adjustment for potential confounders for cohort studies or intention-to-treat analysis for RCTs 

Definition of ratings based on above criteria: 

Good: Meets all criteria: Comparable groups are assembled initially and maintained throughout the study (followup 
≥80%); reliable and valid measurement instruments are used and applied equally to all groups; interventions are 
spelled out clearly; all important outcomes are considered; and appropriate attention to confounders in analysis. In 
addition, intention-to-treat analysis is used for RCTs. 

Fair: Studies are graded “fair” if any or all of the following problems occur, without the fatal flaws noted in the “poor” 
category below: Generally comparable groups are assembled initially, but some question remains whether some 
(although not major) differences occurred with followup; measurement instruments are acceptable (although not the 
best) and generally applied equally; some but not all important outcomes are considered; and some but not all 
potential confounders are accounted for. Intention-to-treat analysis is used for RCTs. 

Poor: Studies are graded “poor” if any of the following fatal flaws exists: Groups assembled initially are not close to 
being comparable or maintained throughout the study; unreliable or invalid measurement instruments are used or not 
applied equally among groups (including not masking outcome assessment); and key confounders are given little or 
no attention. Intention-to-treat analysis is lacking for RCTs. 

Diagnostic Accuracy Studies 
Criteria: 

• Screening test relevant, available for primary care, and adequately described 
• Credible reference standard, performed regardless of test results 
• Reference standard interpreted independently of screening test 
• Indeterminate results handled in a reasonable manner 
• Spectrum of patients included in study 
• Sample size 
• Reliable screening test 

Definition of ratings based on above criteria: 

Good: Evaluates relevant available screening test; uses a credible reference standard; interprets reference standard 
independently of screening test; assesses reliability of test; has few or handles indeterminate results in a reasonable 
manner; includes large number (>100) of broad-spectrum patients with and without disease 

Fair: Evaluates relevant available screening test; uses reasonable although not best standard; interprets reference 
standard independent of screening test; has moderate sample size (50 to 100 subjects) and a “medium” spectrum of 
patients 

Poor: Has a fatal flaw, such as: Uses inappropriate reference standard; improperly administers screening test; biased 
ascertainment of reference standard; has very small sample size or very narrow selected spectrum of patients 
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Appendix VII. Criteria for Assessing External Validity 
(Generalizability) of Individual Studies 
Each study that is identified as providing evidence to answer a key question is assessed according to its external 
validity (generalizability), using the following criteria. 

Study population: The degree to which a study’s subjects constitute a special population—either because they were 
selected from a larger eligible population or because they do not represent persons who are likely to seek or be 
candidates for the preventive service. The selection has the potential to affect the following: 

• Absolute risk: The background rate of outcomes in the study could be greater or less than what might be 
expected in asymptomatic persons because of the inclusion/exclusion criteria, nonparticipation, or other 
reasons. 

• Harms: The harms observed in the study could be greater or less than what might be expected in 
asymptomatic persons. 

The following are features of the study population and the study design that may cause a participant’s experience in 
the study to be different from what would be observed in the U.S. primary care population: 

• Demographic characteristics (i.e., age, sex, ethnicity, education, income): The criteria for inclusion/exclusion or 
nonparticipation do not encompass the range of persons who are likely to be candidates for the preventive 
service in the U.S. primary care population. 

• Comorbid conditions: The frequency of comorbid conditions in the study population does not represent the 
frequency likely to be encountered in persons who seek the preventive service in the U.S. primary care 
population. 

• Special inclusion/exclusion criteria: There are other special inclusion/exclusion criteria that make the study 
population not representative of the U.S. primary care population. 

• Refusal rate (i.e., ratio of included to not included but eligible participants): The refusal rate among eligible 
study subjects is high, making the study population not representative of the U.S. primary care population, 
even among eligible enrollees. 

• Adherence (i.e., run-in phase, frequent contact to monitor adherence): The study design has features that may 
increase the effect of the intervention in the study more than would be expected in a clinically observed 
population. 

• Stage or severity of disease: The selection of subjects for the study includes persons at a disease stage that is 
earlier or later than would be found in persons who are candidates for the preventive service. 

• Recruitment: The sources for recruiting subjects for the study and/or the effort and intensity of recruitment may 
distort the characteristics of the study subjects in ways that could increase the effect of the intervention as it is 
observed in the study. 

Study setting: The degree to which the clinical experience in the setting in which the study was conducted is likely to 
be reproduced in other settings:  

• Health care system: The clinical experience in the system in which the study was conducted is not likely to be 
the same as that experienced in other systems (e.g., the system provides essential services for free when 
these services are only available at a high cost in other systems). 

• Country: The clinical experience in the country in which the study was conducted is not likely to be the same 
as that in the United States (e.g., services available in the United States are not widely available in the other 
country or vice versa). 

• Selection of participating centers: The clinical experience in which the study was conducted is not likely to be 
the same as in offices/hospitals/settings where the service is delivered to the U.S. primary care population 
(e.g., the center provides ancillary services that are not generally available). 

• Time, effort, and system cost for the intervention: The time, effort, and cost to develop the service in the study 
is more than would be available outside the study setting. 

Study providers: The degree to which the providers in the study have the skills and expertise likely to be available in 
general settings: 

• Training to implement the intervention: Providers in the study are given special training not likely to be 
available or required in U.S. primary care settings. 

• Expertise or skill to implement the intervention: Providers in the study have expertise and/or skills at a higher 
level than would likely be encountered in typical settings. 
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• Ancillary providers: The study intervention relies on ancillary providers who are not likely to be available in 
typical settings. 

Global Rating of External Validity (Generalizability) 
External validity is rated “good” if: 

• The study differs minimally from the U.S. primary care population/setting/providers and only in ways that are 
unlikely to affect the outcome; it is highly probable (>90%) that the clinical experience with the intervention 
observed in the study will be attained in the U.S. primary care setting. 

External validity is rated “fair” if: 

• The study differs from the U.S. primary care population/setting/providers in a few ways that have the potential 
to affect the outcome in a clinically important way; it is moderately probable (50% to 89%) that the clinical 
experience with the intervention observed in the study will be attained in the U.S. primary care setting. 

External validity is rated “poor” if: 

• The study differs from the U.S. primary care population/setting/providers in many ways that have a high 
likelihood of affecting the clinical outcome; probability is low (<50%) that the clinical experience with the 
intervention observed in the study will be attained in the U.S. primary care setting. 
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Appendix VIII. Standardization of Outcomes Tables 
Although it is not possible to completely standardize outcomes tables because of the diversity of issues among 
preventive services, the following are some preferred entries for authors to use in outcomes tables when possible. 

Time frame: 
• For services with an extended time frame: 10 years (5 years has typically been used, although 5 years is a 

short time for many consequences of screening and prophylactic interventions. Since these calculations 
require some assumptions, extrapolating to 10 years seems reasonable.). Alternatives: 5 years, lifetime. 

• For services with a short time frame (e.g., pregnancy): 1 year. 

Population: 
• Express this number as per 1,000 persons targeted (e.g., per 1,000 women ages 40 to 49 years). 
• Rationale: Preventive services with a large magnitude of effect should have substantial numbers of outcomes 

when expressed per 1,000 persons; those preventive services with less than one outcome averted will clearly 
be interpreted as having relatively small effect. 

Interventions: Interventions should be shown in columns and described. For repeated services (e.g., annual fecal 
occult blood testing), the number of services should be identified. 

Parameter estimates: Important parameters should be provided, as appropriate: 
• Screening results (sensitivity, specificity) 
• Prevalence of condition 
• Adherence (to screening, treatment) 
• Effectiveness 
• Intermediate outcomes 
• Number identified (with and without the condition) 
• Number treated 

Outcome measures (harms and benefits): 
• Deaths (where relevant) 
• Important health outcomes (e.g., strokes averted or cancers caused) 
• Quality-adjusted life years (when possible) 
• Adverse events/states 

Number needed to screen/treat/counsel: 
• Express in outcome terms (e.g., number needed to screen to avert one death). 
• Number needed to counsel to achieve change in behavior should only be provided if it is also provided for a 

health outcome. 
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Appendix IX. Factors to Consider When Recommending Starting 
and Stopping Times for Screening 
Evidence regarding the following factors should be considered when recommending initiation of screening: 

1. Whether the attributable risk and potential burden of the targeted condition is limited to or increased 
significantly in subgroups who are easily identified by one or more of the following factors: age, sex, ethnicity, 
particular behaviors (e.g., sexually active), and/or comorbid conditions or biological risk factors. 

2. Whether the potential to avert risk and burden is decreased by competing risks, such as short life expectancy. 
3. Whether the accuracy of available screening tests differs or is uncertain in particular subgroups. 
4. Whether the feasibility, efficacy, and/or harms of treatment of the risk factor or target condition differ in 

particular subgroups. 
5. Whether available research on the items above is limited to particular subgroups, especially if there is 

biological or epidemiological knowledge suggesting that the risk for disease, the accuracy of the screening 
test, and/or the efficacy of the treatment may vary significantly across a particular subgroup. 

Evidence regarding the following factors should be considered when recommending termination of screening: 

1. Whether the attributable risk and potential burden of the targeted condition is absent or decreased significantly 
in subgroups who are easily identified by one or more of the following factors: age, sex, ethnicity, particular 
behaviors (e.g., not sexually active), and/or biological or physical factors (e.g., surgical removal of the target 
organ). 

2. Whether the potential to avert risk and burden is decreased by competing risks, such as short life expectancy. 
3. Whether the accuracy of available screening tests differs or is uncertain in particular subgroups. 
4. Whether the feasibility, efficacy, and/or harms of treatment of the risk factor or target condition differ in 

particular subgroups. 
5. Whether available research on the items above is limited to particular subgroups, especially if there is 

biological or epidemiological knowledge suggesting that the risk for disease, the accuracy of the screening 
test, and/or the efficacy of the treatment may vary significantly across a particular subgroup. 

6. Whether the natural history of the target condition suggests a long development or precursor period and prior 
screening tests have been negative.
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Appendix X. Factors to Consider When Recommending Screening 
Intervals 
Evidence regarding the following factors should be considered when recommending a screening interval: 

1. Whether the natural history of the target condition suggests a short or long development or precursor period. 
2. Whether the incidence rate of the risk factor or target condition remains stable or varies markedly over time 

according to parameters such as age, particular behaviors, other risk factors, or other medical conditions. 
3. Whether prior negative or positive screening tests significantly affect the probability of future negative or 

positive screening tests. 
4. Whether direct research evidence demonstrates similar or different outcomes in persons assigned to different 

screening intervals.  
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Appendix XI. Tool to Assess Adequacy and Certainty of Evidence 
for a Task Force Recommendation 

 Population or Group 1 Population or Group 2 
Detection 
 KQ 2. What is the test performance of 

screening instruments to detect this disorder in 
community-dwelling primary care patients?  

KQ2: 
(convincing, adequate, or 

inadequate) 

KQ2: 
(convincing, adequate, or 

inadequate) 

Benefits – KQ Evidence 
 KQ 1. Does screening for this disorder in 

adults in primary care relevant settings 
improve outcomes compared to later 
diagnosis?  

 KQ 4. Does early treatment of this screen-
detected disorder improve outcomes 
compared to later treatment?  

KQ1:  
KQ4: 

(convincing, adequate, or 
inadequate) 

KQ1:  
KQ4: 

(convincing, adequate, or 
inadequate) 

Benefits – Linkage Coherence  (convincing, adequate, or 
inadequate) 

(convincing, adequate, or 
inadequate) 

Benefits – Magnitude (substantial, moderate, small, 
zero, or cannot be determined) 

(substantial, moderate, small, 
zero, or cannot be determined) 

Harms – Evidence 
 KQ 3. What are the harms of screening for 

this disorder? 
 KQ 5. What are the harms of early treatment 

for this disorder?  

KQ3:  
KQ5: 

(convincing, adequate, or 
inadequate) 

KQ3:  
KQ5: 

(convincing, adequate, or 
inadequate) 

Harms – Linkage Coherence (convincing, adequate, or 
inadequate) 

(convincing, adequate, or 
inadequate) 

Harms – Magnitude (substantial, moderate, small, 
zero, or cannot be determined) 

(substantial, moderate, small, 
zero, or cannot be determined) 

Overall Certainty (high, moderate, low) (high, moderate, low) 
Magnitude of Net Benefit 
(Net Benefit = Benefits – Harms) 

(substantial, moderate, small, 
zero, negative, cannot be 

determined) 

(substantial, moderate, small, 
zero, negative, cannot be 

determined) 
GRADE (A, B, C, D, or I) (A, B, C, D, or I) 
 
 

USPSTF Procedure Manual ▌pg. 76 
APP 141

Case 4:20-cv-00283-O   Document 65   Filed 01/28/22    Page 145 of 458   PageID 1208Case 4:20-cv-00283-O   Document 65   Filed 01/28/22    Page 145 of 458   PageID 1208



 

Appendix XII. Summary of Evidence Table for Evidence Reviews 
The approach to the summary of evidence for the USPSTF should transparently represent the body of evidence at 
the key question level and support the application of the USPSTF’s six critical appraisal questions to determine the 
adequacy of the evidence (convincing, adequate, or inadequate). 

Summary of evidence tables created by different EPC teams for the USPSTF should be consistent in the 
methodological assessment of the body of evidence and the definitions of the information displayed; however, the 
format of the content may vary by the first, second, and subsequent stratification approaches required for a specific 
body of evidence (Appendix Table 2). 

Appendix Table 2. Summary of Evidence Table 

A. 
Key 

Question 

B. 
Separate 

Populations or 
Interventions  

(1st-order 
stratification) 

C. 
No. of Studies (k),  
No. of Participants 
(n), Study Design  

(2nd-order 
stratification) 

D. 
Summary of 
Findings by 
Outcome  
(3rd-order 

stratification,  
if needed) 

E. 
Consistency/ 

Precision 

F. 
Reporting 

Bias 

G. 
Overall 
Risk for 

Bias/ 
Quality 

H. 
Body of 

Evidence 
Limitations 

I. 
EPC 

Assess-
ment of 

Strength of 
Evidence 
for Key 

Question 
J. 

Applicability 

          

A. Summary of evidence tables are organized by key question to reflect the linkages in the analytic framework. 
B. Within the key questions, it can be most informative to stratify the body of evidence by subpopulation (e.g., by 

age or clinical group, such as pregnant women) or type of intervention (e.g., psychotherapy, specific 
medications), depending on the topic. This choice should not be rote, but should reflect the way the USPSTF has 
conceptualized the topic and key questions; the EPC should also consider the most informative approach for 
summarizing the available evidence given consistency and applicability issues within the body of evidence. The 
first-order stratification will generally result in a separate row for the entire subbody of evidence for that key 
question, particularly when the stratified data may be the basis for considering a subpopulation-specific 
recommendation or clinical considerations. 

C. Within the first-order stratification, it may be necessary to organize the body of evidence by a second-order 
variable, such as type of intervention or study design (e.g., RCT vs. observational study). The number of 
studies (k) and number of participants (n) for each study design should be described within this level of 
stratification.  

D. There may be a requirement for a third-order stratification, most likely for large bodies of evidence with pooled 
data available for different types of outcomes. To the degree made possible by the body of evidence, this 
summary should display the quantitative findings (pooled point estimates with 95% confidence intervals, 
heterogeneity measures, and predictive intervals, if warranted) or qualitative findings for each important 
outcome, with some indication of its variability. For qualitative or quantitative summaries at the outcome level, the 
number of contributing studies, number of events, and the combined sample size should also be reported. The 
consideration of the strength of evidence for the key question should be outcome-specific when multiple critical 
outcomes are measured and differ in any of the following domains (i.e., consistency/precision, reporting bias, 
overall risk for bias/quality). 

E. Consistency is the degree to which contributing studies estimate the same direction of effect (i.e., consistently 
suggest benefit or harm); when there is consistency, confidence intervals overlap and statistical tests suggest 
low heterogeneity. Consistency can be rated as reasonably consistent, inconsistent, or N/A. Inconsistent results 
may indicate subgroup effects. Precision is the degree to which contributing studies estimate the same 
magnitude of effect (i.e., precisely suggest the magnitude of benefit or harm); when there is precision, point 
estimates are close and confidence intervals are narrow, without concerns about insufficient sample size, low 
event rates, or estimates that could suggest different clinical actions would be appropriate at the upper and lower 
bounds of the confidence interval. Precision can be rated as reasonably precise, imprecise, or N/A. Imprecise 
results may suggest the need for further research.  

F. Reporting bias is the degree to which contributing studies may be limited by publication bias, selective outcome 
reporting bias, or selective analysis reporting bias. Reporting bias can be difficult to document (suspected, 
undetected, or N/A).  

G. Within the appropriate level of stratification, a combined summary of individual study (or outcome-specific) 
quality assessments (or risk for bias) should be presented as good, fair-to-good, fair, fair-to-poor, or N/A (for 
no evidence). While the overall USPSTF quality rating occurs at the individual study level, EPC teams consider 
that threats to validity may apply differently to benefits and harms in the same study. Outcome-specific threats to 
validity may be reported when there are sufficient data and outcomes are of critical importance. 
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H. Important limitations in the body of evidence from what is desired to answer the overall key question are 
qualitatively described so the USPSTF might keep them in mind. These limitations might represent issues that 
led to low individual- or outcome-level study quality, such as concerns about populations selected and whether 
they adequately address racial/ethnic or other vulnerable subpopulations, lack of replication of interventions, or 
nonreporting of patient-important outcomes.  

I. Using definitions from the EPC Program, the EPC provides a tentative strength of evidence assessment for 
each stratum for internal use by the USPSTF in its independent process of assessing the evidence. Strength of 
evidence assessments are labeled with the assessed grade (high, moderate, low, or insufficient), followed by 
language from the grade’s definition (Appendix Table 3) that describes the critical appraisal issues leading to 
that grade. For example, a “high” strength of evidence assessment may state: “We are moderately confident that 
the estimate of effect lies close to the true effect; however, the body of evidence is still fairly small and not 
broadly representative of primary care settings, so some doubt remains.” 

J. Applicability is a descriptive assessment of how well the overall body of evidence would apply to the U.S. 
population based on settings; populations; and intervention characteristics, including accessibility, training, or 
quality assurance requirements. 

Appendix Table 3. EPC Strength of Evidence Grades and Definitions 
Grade Definition 

High 
We are very confident that the estimate of effect lies close to the true effect for this 
outcome. The body of evidence has few or no deficiencies. We believe that the findings are 
stable (i.e., another study would not change the conclusions). 

Moderate 
We are moderately confident that the estimate of effect lies close to the true effect for this 
outcome. The body of evidence has some deficiencies. We believe that the findings are likely to 
be stable, but some doubt remains.  

Low 
We have limited confidence that the estimate of effect lies close to the true effect for this 
outcome. The body of evidence has major or numerous deficiencies (or both). We believe that 
additional evidence is needed before concluding either that the findings are stable or that the 
estimate of effect is close to the true effect.  

Insufficient 
We have no evidence, we are unable to estimate an effect, or we have no confidence in the 
estimate of effect for this outcome. No evidence is available or the body of evidence has 
unacceptable deficiencies, precluding us from reaching a conclusion.  
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Appendix XIII. Template for Scoping the “Decision Problem” to 
Address Through Decision Modeling 
Date:  

Prepared by:  

Version: 

Rationale: A priori articulation of the decisions to be addressed and their desired components is considered a best 
practice before constructing a model. Equally important is a clear conceptualization of the disease process(es) that 
must be modeled in order to make the desired modeling-based decisions. These interrelated issues establish the 
framework for locating relevant existing models, selecting modeling groups for commissioned models, and preparing 
decision modeling work plans by modeling groups commissioned to undertake modeling for use by the USPSTF. 

1. What aspect(s) of evidence-based decisionmaking for the recommendation statement will require modeling? 
• Screening program details, such as stop and start times or screening intervals 
• Comparison of available modalities to determine equivalent or best approaches 
• Specification of high risk or other population selection approaches 
• Specification of net benefit for interventions with multiple, varying benefits and harms 
• Other (please specify) 

2. Denote critical PICOTS inclusion or exclusion criteria to help determine the relevance of existing models 
(Appendix Table 4): 
• Population: Consider geography, patient characteristics (including sociodemographic information and 

comorbid conditions), disease stages, spectrum of disease, and other factors (family size, family impacts); 
important subpopulations and the characteristics that define them 

• Setting: In which countries would models based on their practices and policies be relevant to the United 
States? 

• Intervention/Comparison/Strategy: Consider base case and how well it represents current U.S. practice 
and policy; important alternative strategies (and their variations) that should be addressed, critical service 
components (including services that might precede or follow the intervention or strategy and affect its 
effectiveness or assumptions of intervention quality), and any service variations required for important 
subpopulations 

• Health outcomes: Deaths, quality-adjusted life years, disability-adjusted life years, incident disease 
cases, and disease-related health events (benefits and harms) 

• Time horizon: Minimal time horizon to capture relevant differences across strategies (this may or may not 
be critical at the scoping stage) 

• Intermediate outcomes: Intermediate disease or process outcomes necessary for validation or to 
determine net impact, such as diagnostic/treatment burden (these may or may not be critical at the 
scoping stage) 

• Perspective of analysis and policy: Perspective of analysis (i.e., medical sector, societal, health plan) 
undertaken, funder of model, original intended audience, and original development purpose (these may or 
may not be critical at the scoping stage) 

3. Based on items 1 and 2, provide a clear written statement of the decision problem/objective and scope that 
includes disease spectrum, analysis perspective, target population, alternative interventions, health and other 
outcomes, and time horizon. 

4. If possible, state the key questions that the desired model would address. 
 
Appendix Table 4. PICOTS Table 
Category Inclusion Criteria Exclusion Criteria 
Condition definition   
Model approach   
Population   
Interventions/strategies   
Comparators/strategies   
Health outcomes   
Intermediate outcomes   
Time horizon   
Model perspective   
Setting   
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Appendix XIV. Decision Framework to Assess and Guide the Need 
for Searches of Existing Decision Models 
Background 
Comprehensively identifying and evaluating models can be a time consuming process, particularly if it is not carefully 
structured in terms of process and timing. At the point that the USPSTF topic leads have determined a model is likely 
to be needed, a well-structured, noncomprehensive scanning process to identify existing models may prove effective 
as well as efficient. 

Objectives 
Define a topic-specific scanning process to identify readily available, published decision modeling studies and to 
determine their apparent relevance to the USPSTF recommendation statement being developed. 

Outline of Process 
1. The USPSTF topic leads, AHRQ Medical Officer, and EPC team (together comprising the topic workgroup) work 

through questions about the rationale for incorporating decision modeling, considering the extent of the prior 
USPSTF recommendation, public response to the prior USPSTF recommendation, prior use of modeling, current 
issues for clinical practice, and current state of the science. 

2. The USPSTF topic leads scope the decision problem to be addressed by modeling, briefly articulating the 
modeling objective (for the purposes of the recommendation statement), the scenarios to be modeled, required 
outcome measures, and modeling time horizon needed to guide the search for existing models. The main 
constructs of relevance should be defined, including a time frame to define how recent models should be, and 
any setting considerations, including policy and practice context. If there are acceptable constraints on modeling 
approaches (i.e., perspectives of the analysis, type of model, or other), these should be specified. The optimal 
timing for this activity may vary by topic, as these components of the decision problem become clear. 

3. A draft template to guide the articulation of the key questions, model objectives, and model scope is attached. 
This template can also serve to articulate the approach when commissioning a new or adapted model. 

4. An appropriate party (to be determined*) conducts a scanning search in MEDLINE to identify readily available 
existing recent models. Assessing the quality and completeness of existing models is beyond this scanning 
exercise. 
a. Based on critical PICOTS factors, are there existing relevant models? 
b. Do these models address the key questions/decision needs for this recommendation statement? 
c. Is there more than one modeling group represented by the existing relevant models? 

5. A summary document is prepared and distributed to the topic leads and resource allocation decision-makers to 
further inform the availability of relevant models and a potential approach (i.e., use existing model or models as 
they are, commission USPSTF-specific modeling from existing groups, or commission de novo modeling), if 
modeling is determined to be a priority in addition to the systematic review. 

*The appropriate party needs to be determined based on timing and extent of work required for the scanning activity. 
This may be the topic-specific EPC team, a separate decision modeling support team, or a commissioned modeling 
group. If decision modeling is already commissioned, International Society For Pharmacoeconomics and Outcomes 
Research best practices suggest that the modelers search for previously published modeling analyses of the same or 
similar problems, in order to discuss their model with respect to others. Having commissioned modelers take on this 
scanning activity would also support this best practice. 
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Appendix XV. Specialist Expert Reviewer Nomination and Selection 
The USPSTF values the opinions and input of specialists who are experts on the topics undergoing systematic 
review. The USPSTF has implemented a process for conducting outreach to specialty organizations to ask for 
nominations of expert peer reviewers of systematic evidence reviews. The organizations are solicited for nominations 
of scientific reviewers when the draft research plan is posted for public comment. They are asked to include a brief 
explanation of how the nominated individual meets the USPSTF’s criteria and a current curriculum vitae. All 
supporting materials and conflicts of interests are reviewed by the USPSTF Scientific Program.  

Once a nominee is selected as a scientific expert reviewer, they are asked to provide scientific feedback on the draft 
systematic evidence review. Reviewers are requested to provide feedback based on their individual opinions and 
expertise, not on behalf of the organization that nominated them. This does not preclude organizations from also 
submitting comments about the draft evidence review, as they have the opportunity to comment during the 4-week 
public comment period. 

All expert reviewers are required to submit a conflict of interest form and sign a nondisclosure agreement. The draft 
systematic evidence review is considered confidential and should not be shared. All expert reviewers are given the 
option to be acknowledged as a reviewer in the draft systematic evidence review.  

Organization Criteria 

Organizations need to meet the following criteria to be included in this process: 

• Based in the United States 
• Operate on a national level (i.e., not a state or community level) 
• Issue preventive guidelines (i.e., not treatment guidelines) 

Note: USPSTF Dissemination and Implementation Partners and Federal Liaisons already review the systematic 
evidence review; they do not need additional outreach. 

Expert Reviewer Criteria 
Organizations should consider the following criteria when nominating expert reviewers: 

• Experience in evidence synthesis and skills in evidence-based medicine 
• Content expertise in prevention, screening, diagnosis, and treatment of the topic  
• Specific expertise in critical aspects of the field such as populations at increased risk, evaluation of large 

clinical trials, and risk stratification 
• Willingness to disclose any significant conflicts of interest and any preconceived position that would prevent 

objective review 
• Familiarity with USPSTF methods 
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CHARTER 

of the 

ADVISORY COMMITTEE ON IMMUNIZATION PRACTICES 

 

 

Committee’s Official Designation. 

 

Advisory Committee on Immunization Practices (ACIP). 

 
Authority. 

 
The ACIP was established under Section 222 of the Public Health Service Act (42 U.S.C. §2l7a), as 

amended.  The committee is governed by the provisions of the Federal Advisory Committee Act, as 

amended, 5 U.S.C. App., which sets forth standards for the formation and use of advisory 

committees.  

 

The ACIP has been given statutory roles under subsections 1928(c)(2)(B)(i) and 1928(e) of the 

Social Security Act (42 U.S.C. § 1396s(c)(2)(B)(i) and 1396s(e)) and subsection 2713(a)(2) of the 

Public Health Service Act (42 U.S.C. § 300gg-13(a)(2)).  

 
Objective and Scope of Activities.  

 
The Secretary, Department of Health and Human Services (HHS), and by delegation the Director, 

Centers for Disease Control and Prevention (CDC), are authorized under Section 311 and Section 

317 of the Public Health Service Act, [42 U.S.C. §243 and 42 U.S.C. §247b], as amended, to assist 

states and their political subdivisions in the prevention and control of communicable diseases; to 

advise the states on matters relating to the preservation and improvement of the public’s health; and 

to make grants to states and, in consultation with the state health authorities, to agencies and 

political subdivisions of states to assist in meeting the costs of communicable disease control 

programs.   

 

The ACIP shall provide advice and guidance to the Director of the CDC regarding use of vaccines 

and related agents for effective control of vaccine-preventable diseases in the civilian population of 

the United States.  Recommendations made by the ACIP are reviewed by the CDC Director, and if 

adopted, are published as official CDC/HHS recommendations in the Morbidity and Mortality 

Weekly Report (MMWR). The CDC Director informs the Secretary, HHS, and the Assistant 

Secretary for Health, of immunization recommendations.  Upon the licensure of any vaccine or any 

new indication for a vaccine, the committee shall, as appropriate, consider the use of the vaccine at 

its next regularly scheduled meeting.  If the committee does not make a recommendation at the  
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committee’s first regularly scheduled meeting, the committee shall provide an update on the 

status of such committee’s review.  
 

Description of Duties.  

 
The committee shall provide advice for the control of diseases for which a vaccine is licensed in the 

U.S.  The guidance will address use of vaccines and may include recommendations for 

administration of immune globulin preparations and/or antimicrobial therapy shown to be effective 

in controlling a disease for which a vaccine is available.  Guidance for use of unlicensed vaccines 

may be developed if circumstances warrant.  For each vaccine, the committee advises on population 

groups and/or circumstances in which a vaccine or related agent is recommended.  The committee 

also provides recommendations on contraindications and precautions for use of the vaccine and 

related agents and provides information on recognized adverse events.  The committee also may 

provide recommendations that address the general use of vaccines and immune globulin 

preparations as a class of biologic agents, as well as special situations or populations that may 

warrant modification of the routine recommendations.   

 
Committee deliberations on use of vaccines to control disease in the U.S. shall include consideration 

of disease epidemiology and burden of disease, vaccine safety, vaccine efficacy and effectiveness, 

the quality of evidence reviewed, economic analyses, and implementation issues.  The committee 

may revise or withdraw their recommendation(s) regarding a particular vaccine as new information 

on disease epidemiology, vaccine effectiveness or safety, economic considerations, or other data 

become available. 

  

In accordance with Section 1928 of the Social Security Act, the ACIP also shall establish and 

periodically review and, as appropriate, revise the list of vaccines for administration to children and 

adolescents eligible to receive vaccines through the Vaccines for Children Program, along with 

schedules regarding the appropriate dose and dosing interval, and contraindications to administration 

of the pediatric vaccines.  The Secretary, and as delegated the CDC Director, shall use the list 

established by the ACIP for the purpose of the purchase, delivery, and administration of pediatric 

vaccines in the Vaccines for Children Program.  

 

Further, under provisions of the Affordable Care Act (Section 2713 of the Public Health Service 

Act, as amended), immunization recommendations of the committee that have been adopted by the  

Director of the Centers for Disease Control and Prevention must be covered by applicable health 

plans.  

 
Agency or Official to Whom the Committee Reports.  

 
The committee reports to the Director, CDC.  The CDC Director informs the Secretary, HHS and the 

Assistant Secretary for Health, HHS, of immunization recommendations.  
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Support.  

 
Management and support services shall be provided by the Office of the Director, National 

Center for Immunization and Respiratory Diseases, Deputy Director of Infectious Diseases, 

CDC.  

 

Estimated Annual Operating Costs and Staff Years.  

 
Estimated annual cost for operating the committee, including compensation and travel expenses for 

members, but excluding staff support, is $245,873.  Estimate of annual person-years of staff 

support required is 2.5, at an estimated annual cost of $372,378.  

 
Designated Federal Officer.  

 
CDC will select a full-time or permanent part-time Federal employee to serve as the Designated 

Federal Officer (DFO) to attend each committee meeting and ensure that all procedures are within 

applicable statutory, regulatory, and HHS General Administration Manual directives.  The DFO will 

approve and prepare all meeting policies and agendas, call all of the committee and subcommittee 

meetings, adjourn any meeting when the DFO deems adjournment to be in the public interest, and 

chair meetings when directed to do so by the official to whom the committee reports.  The DFO or 

his/her designee shall be present at all meetings of the full committee and subcommittees.  

 

Estimated Number and Frequency of Meetings.  

 
Meetings shall be held approximately three times per year at the call of the DFO, in consultation 

with the Chair.  

 
Meetings shall be open to the public except as determined otherwise by the Director, CDC, or other 

official, to whom the authority has been delegated, in accordance with the Government in the 

Sunshine Act (5 U.S.C. § 552b(c)) and Section 10(d) of the Federal Advisory Committee Act. 

Notice of all meetings shall be given to the public.  

 
Duration.  

 
Continuing.  

 

Termination.  

 
Unless renewed by appropriate action, the ACIP will terminate two years from the date this charter 

is filed.  
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Membership and Designation.  

 
The committee shall consist of 15 special government employee members, including the Chair.  

Members shall be selected from authorities who are knowledgeable in the fields of immunization 

practices and public health, have expertise in the use of vaccines and other immunobiologic agents 

in clinical practice or preventive medicine, have expertise with clinical or laboratory vaccine 

research, or have expertise in assessment of vaccine efficacy and safety.  The committee shall 

include a person or persons knowledgeable about consumer perspectives and/or social and 

community aspects of immunization programs.  Members shall be deemed Special Government 

Employees.  

 

The committee also shall consist of six nonvoting ex-officio members:  the Director, Division of 

Injury Compensation Programs, Healthcare Systems Bureau, Health Resources and Services 

Administration; the Director, Center for Biologics Evaluation and Research, Food and Drug 

Administration; the Director, Center for Medicaid and CHIP Services, Centers for Medicare and 

Medicaid Services; the Director, Division of Microbiology and Infectious Diseases, National Institute 

of Allergy and Infectious Diseases, National Institutes of Health; the Director, Indian Health Service; 

and the Director, Office of Infectious Disease and HIV/AIDS Policy, HHS; or their designees.  

 

If fewer than eight ACIP members are eligible to vote due to absence or a financial or other 

conflict of interest, the DFO, or designee, shall have the authority to temporarily designate the ex-

officio members as voting members.  

 

There also shall be non-voting liaison representative members from the American Academy of 

Family Physicians; American Academy of Pediatrics; American Academy of Physician Assistants; 

American College Health Association; American College of Nurse Midwives; American College of 

Obstetricians and Gynecologists; American College of Physicians; American Geriatrics Society; 

America’s Health Insurance Plans; American Immunization Registry Association; American Medical 

Association; American Nurses Association; American Osteopathic Association; American 

Pharmacists Association; Association of Immunization Managers; Association for Prevention 

Teaching and Research; Association of State and Territorial Health Officials; Biotechnology Industry 

Organization; Council of State and Territorial Epidemiologists; Canadian National Advisory 

Committee on Immunization; Infectious Diseases Society of America; International Society for 

Travel Medicine; National Association of County and City Health Officials; National Association for 

Pediatric Nurse Practitioners; National Foundation for Infectious Diseases; National Medical 

Association; Pediatric Infectious Diseases Society; Pharmaceutical Research Manufacturers of 

America; Society for Adolescent Health and Medicine; Society for Healthcare Epidemiology of  

America and such other nonvoting liaison representatives as the Secretary deems necessary to 

effectively carry out the functions of the committee.  Liaisons shall be deemed representatives.  

 

Members, including the Chair, shall be selected by the Secretary and shall be invited to serve for 

overlapping terms of up to four years, except that any member appointed to fill a vacancy for an 

unexpired term shall be appointed for the remainder of that term.   A member may serve 180 days 

after the expiration of that member’s term if a successor has not taken office.  
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Subcommittees.  

 
Subcommittees composed, in part, of members of the parent committee and other subject matter 

experts may be established with the approval of the Secretary, HHS, or his/her designee.  The 

subcommittees must report back to the parent committee and do not provide advice or work  

products directly to the agency.  The Department Committee Management Officer will be notified 

upon establishment of each subcommittee and will be provided information on its name, 

membership, function, and estimated frequency of meetings.  

 

Recordkeeping.  

 
The records of the committee, established subcommittees, or other subgroups of the committee, shall 

be managed in accordance with General Records Schedule 6.2, Federal Advisory Committee 

Records, or other approved agency records disposition schedule.  These records shall be available for 

public inspection and copying, subject to the Freedom of Information Act, 5 U.S.C. §552. 

 

Filing Date. 

 

April 1, 2020 

 

 

Approved: 

 

 

March 22, 2020          ___________________________ 

Date                    Director 

            Strategic Business Initiatives Unit 

s/
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Preexposure Prophylaxis for the Prevention of HIV Infection
US Preventive Services Task Force
Recommendation Statement
US Preventive Services Task Force

T he US Preventive Services Task Force (USPSTF) makes rec-
ommendations about the effectiveness of specific preven-
tive care services for patients without obvious related signs

or symptoms.
It bases its recommendations on the evidence of both the

benefits and harms of the service and an assessment of the bal-
ance. The USPSTF does not consider the costs of providing a ser-
vice in this assessment.

The USPSTF recognizes that clinical decisions involve more con-
siderations than evidence alone. Clinicians should understand the
evidence but individualize decision making to the specific patient
or situation. Similarly, the USPSTF notes that policy and coverage

decisions involve considerations in addition to the evidence of clini-
cal benefits and harms.

Summary of Recommendation and Evidence
The USPSTF recommends that clinicians offer preexposure prophy-
laxis (PrEP) with effective antiretroviral therapy to persons who are
at high risk of HIV acquisition (A recommendation) (Figure 1).

See the Clinical Considerations section for information about
identification of persons at high risk and selection of effective
antiretroviral therapy.

IMPORTANCE An estimated 1.1 million individuals in the United States are currently living with
HIV, and more than 700 000 persons have died of AIDS since the first cases were reported in
1981. In 2017, there were 38 281 new diagnoses of HIV infection reported in the United States;
81% of these new diagnoses were among males and 19% were among females. Although
treatable, HIV infection has no cure and has significant health consequences.

OBJECTIVE To issue a new US Preventive Services Task Force (USPSTF) recommendation on
preexposure prophylaxis (PrEP) for the prevention of HIV infection.

EVIDENCE REVIEW The USPSTF reviewed the evidence on the benefits of PrEP for the
prevention of HIV infection with oral tenofovir disoproxil fumarate monotherapy or
combined tenofovir disoproxil fumarate and emtricitabine and whether the benefits vary by
risk group, population subgroup, or regimen or dosing strategy; the diagnostic accuracy of
risk assessment tools to identify persons at high risk of HIV acquisition; the rates of
adherence to PrEP in primary care settings; the association between adherence and
effectiveness of PrEP; and the harms of PrEP when used for HIV prevention.

FINDINGS The USPSTF found convincing evidence that PrEP is of substantial benefit
in decreasing the risk of HIV infection in persons at high risk of HIV acquisition.
The USPSTF also found convincing evidence that adherence to PrEP is highly associated with
its efficacy in preventing the acquisition of HIV infection; thus, adherence to PrEP is central
to realizing its benefit. The USPSTF found adequate evidence that PrEP is associated with
small harms, including kidney and gastrointestinal adverse effects. The USPSTF concludes
with high certainty that the magnitude of benefit of PrEP with oral tenofovir disoproxil
fumarate–based therapy to reduce the risk of acquisition of HIV infection in persons at high
risk is substantial.

CONCLUSIONS AND RECOMMENDATION The USPSTF recommends offering PrEP with
effective antiretroviral therapy to persons at high risk of HIV acquisition.
(A recommendation)

JAMA. 2019;321(22):2203-2213. doi:10.1001/jama.2019.6390
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Rationale

Importance
An estimated 1.1 million individuals in the United States are cur-
rently living with HIV,1 and more than 700 000 persons have died
of AIDS since the first cases were reported in 1981.2 In 2017, there
were 38 281 new diagnoses of HIV infection reported in the United
States; 81% (30 870) of these new diagnoses were among males and
19% (7312) were among females.2 Although treatable, HIV infec-
tion has no cure and has significant health consequences.

Identification of Risk Status
Although the USPSTF found inadequate evidence that specific risk as-
sessment tools can accurately identify persons at high risk of HIV ac-
quisition, it found adequate epidemiologic data on risk factors that can
be used to identify persons at high risk of acquiring HIV infection.

Benefits of Preventive Medication
The USPSTF found convincing evidence that PrEP is of substantial
benefit for decreasing the risk of HIV infection in persons at high risk
of HIV infection, either via sexual acquisition or through injection drug
use. The USPSTF also found convincing evidence that adherence to

Figure 1. USPSTF Grades and Levels of Evidence

What the USPSTF Grades Mean and Suggestions for Practice

Grade Definition

A The USPSTF recommends the service. There is high certainty that the net benefit is substantial. Offer or provide this service.

Suggestions for Practice

B The USPSTF recommends the service. There is high certainty that the net benefit is moderate, or
there is moderate certainty that the net benefit is moderate to substantial.

Offer or provide this service.

C
The USPSTF recommends selectively offering or providing this service to individual patients
based on professional judgment and patient preferences. There is at least moderate certainty
that the net benefit is small.

Offer or provide this service for selected
patients depending on individual
circumstances.

D The USPSTF recommends against the service. There is moderate or high certainty that the service
has no net benefit or that the harms outweigh the benefits.

Discourage the use of this service.

I statement

The USPSTF concludes that the current evidence is insufficient to assess the balance of benefits
and harms of the service. Evidence is lacking, of poor quality, or conflicting, and the balance of
benefits and harms cannot be determined.

Read the Clinical Considerations section
of the USPSTF Recommendation
Statement. If the service is offered,
patients should understand the
uncertainty about the balance of benefits
and harms.

USPSTF Levels of Certainty Regarding Net Benefit

Level of Certainty Description

High
The available evidence usually includes consistent results from well-designed, well-conducted studies in representative primary care
populations. These studies assess the effects of the preventive service on health outcomes. This conclusion is therefore unlikely to be
strongly affected by the results of future studies.

Moderate

The available evidence is sufficient to determine the effects of the preventive service on health outcomes, but confidence in the estimate
is constrained by such factors as 

the number, size, or quality of individual studies.
inconsistency of findings across individual studies.
limited generalizability of findings to routine primary care practice.
lack of coherence in the chain of evidence.

As more information becomes available, the magnitude or direction of the observed effect could change, and this change may be large
enough to alter the conclusion.

The USPSTF defines certainty as “likelihood that the USPSTF assessment of the net benefit of a preventive service is correct.” The net benefit is defined as
benefit minus harm of the preventive service as implemented in a general, primary care population. The USPSTF assigns a certainty level based on the nature
of the overall evidence available to assess the net benefit of a preventive service.

Low

The available evidence is insufficient to assess effects on health outcomes. Evidence is insufficient because of
the limited number or size of studies.
important flaws in study design or methods.
inconsistency of findings across individual studies.
gaps in the chain of evidence.
findings not generalizable to routine primary care practice.
lack of information on important health outcomes.

More information may allow estimation of effects on health outcomes.

USPSTF indicates US Preventive Services Task Force.
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PrEP is highly correlated with its efficacy in preventing the acquisi-
tion of HIV infection.

Harms of Preventive Medication
The USPSTF found adequate evidence that PrEP is associated with
small harms, including kidney and gastrointestinal adverse effects.

USPSTF Assessment
The USPSTF concludes with high certainty that the net benefit of
the use of PrEP to reduce the risk of acquisition of HIV infection in
persons at high risk of HIV infection is substantial.

Clinical Considerations
Patient Population Under Consideration
This recommendation applies to persons who are not infected with
HIV and are at high risk of HIV infection (Figure 2).

Assessment of Risk
Although the USPSTF found no well-validated, accurate tools to
assess risk of HIV acquisition, epidemiologic data, Centers for Dis-
ease Control and Prevention (CDC) guidelines,3 and enrollment
criteria for clinical trials provide guidance on detecting persons
who may be at high risk. Persons at risk of HIV infection include
men who have sex with men, persons at risk via heterosexual
contact, and persons who inject drugs. Within these groups, cer-
tain risk factors or behaviors (outlined below) can place persons
at high risk of HIV infection.

It is important to note that men who have sex with men and
heterosexually active persons are not considered to be at high
risk if they are in a mutually monogamous relationship with a
partner who has recently tested negative for HIV. In addition, all
persons being considered for PrEP must have a recently docu-
mented negative HIV test result.

The USPSTF recommends that the following persons be con-
sidered for PrEP:

Figure 2. Clinical Summary: Preexposure Prophylaxis for the Prevention of HIV Infection

Population

Recommendation 

Persons at high risk of HIV acquisition

Offer preexposure prophylaxis (PrEP).

Grade: A

Risk Assessment

Relevant USPSTF
Recommendations

Preventive
Medication

For a summary of the evidence systematically reviewed in making this recommendation, the full recommendation statement, and supporting documents, please
go to https://www.uspreventiveservicestaskforce.org.   

Persons at risk of HIV infection include men who have sex with men, persons at risk via heterosexual contact, and persons who
inject drugs. Within these groups, certain risk factors or behaviors (outlined below) can place persons at high risk of HIV infection.

Men who have sex with men, are sexually active, and have 1 of the following characteristics: 
• A serodiscordant sex partner (ie, in a sexual relationship with a partner living with HIV)
• Inconsistent use of condoms during receptive or insertive anal sex
• An STI with syphilis, gonorrhea, or chlamydia within the past 6 months

Heterosexually active women and men who have 1 of the following characteristics: 
• A serodiscordant sex partner (ie, in a sexual relationship with a partner living with HIV) 
• Inconsistent use of condoms during sex with a partner whose HIV status is unknown and who is at high risk (eg, a person who

injects drugs or a man who has sex with men and women)
• An STI with syphilis or gonorrhea within the past 6 months 

Persons who inject drugs and have 1 of the following characteristics: 
• Shared use of drug injection equipment 
• Risk of sexual acquisition of HIV (see above)

Persons who engage in transactional sex, persons who are trafficked for sex work, men who have sex with men and women, 
and transgender women and men who are sexually active can be at high risk of HIV infection and should be considered for PrEP
based on the criteria outlined above. 

The USPSTF has issued recommendations on behavioral counseling to reduce risk of STIs and on screening for HIV infection.

Once-daily oral treatment with combined tenofovir disoproxil fumarate and emtricitabine is the only formulation of PrEP
currently approved by the US Food and Drug Administration for use in the United States in persons at risk of sexual acquisition
of HIV infection.

STI indicates sexually transmitted infection; USPSTF, US Preventive Services Task Force.
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1. Men who have sex with men, are sexually active, and have
1 of the following characteristics:
• A serodiscordant sex partner (ie, in a sexual relationship with

a partner living with HIV)
• Inconsistent use of condoms during receptive or insertive

anal sex
• A sexually transmitted infection (STI) with syphilis, gonorrhea,

or chlamydia within the past 6 months
2. Heterosexually active women and men who have 1 of the follow-

ing characteristics:
• A serodiscordant sex partner (ie, in a sexual relationship with

a partner living with HIV)
• Inconsistent use of condoms during sex with a partner whose

HIV status is unknown and who is at high risk (eg, a person who
injects drugs or a man who has sex with men and women)

• An STI with syphilis or gonorrhea within the past 6 months
3. Persons who inject drugs and have 1 of the following charac-

teristics:
• Shared use of drug injection equipment
• Risk of sexual acquisition of HIV (see above)

Persons who engage in transactional sex, such as sex for money,
drugs, or housing, including commercial sex workers or persons traf-
ficked for sex work, constitute another group at high risk of HIV ac-
quisition and should be considered for PrEP based on the criteria out-
lined above. Men who have sex with men and women are at risk of
HIV acquisition and should be evaluated for PrEP according to the
criteria outlined above for men who have sex with men and hetero-
sexually active men.

Transgender women and men who are sexually active may be
at increased risk of HIV acquisition and should be considered for PrEP
based on the criteria outlined above. Transgender women are at es-
pecially high risk of HIV acquisition. The CDC estimates that approxi-
mately one-fourth of transgender women are living with HIV, and
more than half (an estimated 56%) of black/African American trans-
gender women are living with HIV.4 Although trials of PrEP en-
rolled few transgender women and no trials have been conducted
among transgender men, PrEP has been shown to reduce the risk
of HIV acquisition during receptive and insertive anal and vaginal sex.
Therefore, its use may be considered in all persons (cisgender and
transgender) at high risk of sexual acquisition of HIV.

Consistent use of condoms decreases risk of HIV acquisition by
approximately 80%5 and also decreases the risk of other STIs. How-
ever, sexually active adults often use condoms inconsistently.6 PrEP
should be considered as an option to reduce the risk of HIV acqui-
sition in persons who use condoms inconsistently, while continu-
ing to encourage and support consistent condom use.

To date, in 3 studies, transmission of HIV to a seronegative part-
ner from a partner living with HIV has not been observed when the
seropositive partner was being treated with antiretroviral therapy
and had a suppressed viral load.7-9 It is not known whether PrEP use
further decreases the risk of HIV transmission when a seropositive
partner has a documented undetectable viral load.

The risk of acquisition of HIV infection is on a continuum. This
risk depends on the likelihood that a specific act or activity will trans-
mit HIV and the likelihood that a sex partner or drug injection part-
ner is living with HIV. The likelihood of HIV transmission is highest
with needle-sharing injection drug use and condomless receptive
anal intercourse, whereas condomless insertive anal sex and con-

domless receptive and insertive penile-vaginal sex have a risk of
transmission that is approximately 10- to 15-fold lower than recep-
tive anal intercourse.5 One recent study estimated the prevalence
of HIV (ie, the likelihood that a partner whose HIV status is un-
known is living with HIV) as 12.4% among men who have sex with
men and 1.9% among persons who inject drugs,10 although an ear-
lier systematic review estimated the prevalence of HIV among per-
sons who inject drugs to be much higher (16%).11 The prevalence of
HIV among men who have sex with men and women is estimated
to be intermediate between that of men who have sex with men and
heterosexually active men.12 Thus, persons at high risk of HIV ac-
quisition via penile-vaginal intercourse, including those with a re-
cent bacterial STI acquired via penile-vaginal intercourse, will gen-
erally be at lower absolute risk than persons at high risk via receptive
anal intercourse or injection drug use. These are factors that clini-
cians and patients can consider as they discuss the use of PrEP for
HIV prevention.

In addition, risk behaviors should be interpreted in the context
of the HIV prevalence in a community or network; that is, risk be-
haviors in a high-prevalence setting carry a higher risk of acquiring
HIV infection than the same behaviors in a low-prevalence setting.
The threshold of HIV prevalence below which PrEP has insignifi-
cant net benefit is not known.

Preventive Medication
Once-daily oral treatment with combined tenofovir disoproxil
fumarate and emtricitabine is the only formulation of PrEP
approved by the US Food and Drug Administration (FDA) for use in
the United States in persons at risk of sexual acquisition of HIV
infection. However, several studies reviewed by the USPSTF found
that tenofovir disoproxil fumarate alone was also effective as PrEP,
and CDC guidelines note that, given these trial data, tenofovir diso-
proxil fumarate alone can be considered as an alternative regimen
for high-risk heterosexually active men and women and persons
who inject drugs.3

According to its product label, tenofovir disoproxil fumarate/
emtricitabine may be considered for use as PrEP during pregnancy.13

No trials of oral PrEP included pregnant women; however, preg-
nancy is associated with an increased risk of HIV acquisition.14 CDC
guidelines recommend shared decision making for pregnant women
who are considering starting or continuing PrEP during pregnancy.

Adolescents at high risk of HIV acquisition could benefit from
PrEP, and tenofovir disoproxil fumarate/emtricitabine is approved
by the FDA for use as PrEP in adolescents who weigh at least 35 kg.13

In addition, young men who have sex with men are at particularly
high risk of HIV acquisition.15 However, no randomized clinical trials
(RCTs) of PrEP enrolled adolescents. Limited data suggest that PrEP
use is not associated with significant adverse events in adolescents
but may be associated with slightly less bone mineral accrual than
would be expected.16 The USPSTF suggests that clinicians weigh all
these factors when considering PrEP use in adolescents at high risk
of HIV acquisition. In addition, clinicians need to be aware of any lo-
cal laws and regulations that may apply when providing PrEP to an
adolescent minor.

Additional Approaches to Prevention
Several additional approaches for decreasing risk of HIV acquisi-
tion are also available. Consistent use of condoms decreases risk of
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HIV acquisition by approximately 80%5 and reduces the risk of other
STIs. The USPSTF recommends intensive behavioral counseling to
reduce behaviors associated with increased risk of STIs and HIV ac-
quisition and to increase condom use among adolescents and adults
at increased risk of STIs.17 The CDC has made several recommenda-
tions, including abstinence, reducing one’s number of sex partners,
and consistent condom use, to decrease risk of STIs, including HIV.18

The CDC also recommends syringe service programs (ie, needle ex-
change programs) to reduce the risk of HIV acquisition and trans-
mission among persons who inject drugs.19 The Community Pre-
ventive Services Task Force has also issued several recommendations
on the prevention of HIV and other STIs.20 Postexposure prophy-
laxis, started as soon as possible after a possible exposure event, can
also decrease the risk of HIV infection.

Screening for HIV infection to detect undiagnosed cases and an-
tiretroviral treatment in persons living with HIV to suppress viral load
are both important approaches to decreasing the risk of HIV trans-
mission at the population level, while also benefiting the individual
living with HIV. The USPSTF recommends screening for HIV infec-
tion in adolescents and adults aged 15 to 65 years, younger adoles-
cents and older adults at increased risk, and all pregnant persons.21

Useful Resources
The CDC guidelines on PrEP for the prevention of HIV infection are
available at https://www.cdc.gov/hiv/pdf/risk/prep/cdc-hiv-
prep-guidelines-2017.pdf3 and https://www.cdc.gov/hiv/pdf/risk/
prep/cdc-hiv-prep-provider-supplement-2017.pdf.22 Additional CDC
resources on PrEP for both clinicians and consumers are available
at https://www.cdc.gov/hiv/risk/prep/index.html.23 Community-
level HIV prevalence data for the United States are available at
https://www.cdc.gov/nchhstp/atlas.24 The USPSTF has issued rec-
ommendations on behavioral counseling to reduce risk of STIs17 and
on screening for HIV infection.21

Other Considerations
Implementation
The first step in implementing PrEP is identifying persons at high risk
of HIV acquisition who may benefit from PrEP. However, identify-
ing persons at risk of HIV can be challenging because of stigma and
discrimination against gay, bisexual, transgender, and nonbinary per-
sons, or the lack of a trusting relationship between the patient and
clinician. It is important that clinicians routinely take a sexual and in-
jection drug use history for all their patients in an open and non-
judgmental manner. If a person is identified as potentially belong-
ing to a high-risk group, then further discussion can identify behaviors
that may make that person an appropriate candidate for PrEP.

The CDC provides a complete discussion of implementation con-
siderations for PrEP, including baseline and follow-up testing and
monitoring, time to achieving protection, and discontinuing PrEP.3

A few particularly important points regarding the provision of PrEP
are outlined below.

Before prescribing PrEP, clinicians should exclude persons
with acute or chronic HIV infection through taking a medical his-
tory and HIV testing. The 2-drug antiretroviral regimen used in
PrEP, when used alone, is not an effective treatment for HIV
infection, and its use in persons living with HIV can lead to the

emergence of, or selection for, drug-resistant HIV infection. It is
also generally recommended that kidney function testing, sero-
logic testing for hepatitis B and C virus, testing for other STIs, and
pregnancy testing (when appropriate) be conducted at the time
of or just before initiating PrEP. Ongoing follow-up and monitor-
ing, including HIV testing every 3 months, is also suggested.
The time from initiation of PrEP to achieving protection against
HIV infection is unknown. Pharmacokinetic data suggest that
maximum levels of tenofovir diphosphate (the active form of
tenofovir) is reached in 7 days in rectal tissue and in 20 days in
blood (peripheral blood mononuclear cells) and vaginal tissue.3

Patients can continue PrEP as long as high risk of HIV acquisition
continues. Patients may discontinue PrEP for several reasons,
including personal preference, decreased risk of HIV acquisition,
or adverse medication effects.

PrEP does not reduce the risk of other STIs. Consistent use of
condoms decreases risk of HIV acquisition by approximately 80%5

and reduces the risk of other STIs. Promoting consistent condom use
is an important component of a successful PrEP program. The CDC
also recommends regular screening for STIs in men who have sex
with men who are at high risk of STIs, and testing in anyone with signs
or symptoms.3

Clinical trials demonstrate a strong connection between adher-
ence to PrEP and its effectiveness in preventing HIV acquisition.
Reduced adherence is associated with marked declines in effective-
ness. Therefore, adherence support is a key component of provid-
ing PrEP. Components of adherence support include establishing
trust and open communication with patients, patient education,
reminder systems for taking medication, and attention to medica-
tion adverse effects and having a plan to address them. Additional
information on adherence support is available from the CDC
guidelines.3,22 Adherence support is especially important in popu-
lations shown to have lower adherence to PrEP, such as young per-
sons and racial/ethnic minorities.25-27

It is important for clinicians to recognize that barriers to the
implementation and uptake of PrEP exist. These barriers can
include structural barriers, such as lack of health insurance, and
other factors, such as an individual’s willingness to believe that he
or she is an appropriate candidate for PrEP or to take PrEP. There
are also racial/ethnic disparities in the use of PrEP. One study
reported that although black/African American persons account for
an estimated 44% of all new HIV infections in the United States,
only 10.1% of those who initiated PrEP from 2012 to 2015 were
black/African American. Similarly, black women, who are also dis-
proportionately affected by HIV, were more than 4 times less likely
to have initiated PrEP than white women.28 These barriers and dis-
parities need to be addressed to achieve the full benefit of PrEP.

Research Needs and Gaps
Research is needed to develop and validate tools that are highly
accurate for identifying persons at high risk of HIV acquisition who
would benefit from PrEP. When developed and validated, risk
assessment instruments should include those populations most at
risk of HIV infection, particularly racial/ethnic minorities such as
black/African American and Hispanic/Latino populations.

Research is needed on different drug regimens and dosing strat-
egies for PrEP. Several trials investigating different antiretroviral drugs
or drug regimens for use as PrEP are ongoing.
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Research is needed on factors associated with adherence to PrEP
and methods to increase uptake and adherence, especially in popu-
lations with lower use of and adherence to PrEP, such as younger
persons and racial/ethnic minorities.

Trials or demonstration projects of PrEP in US populations of het-
erosexual persons, persons who inject drugs, and transgender
women and men are needed to better quantify effectiveness in those
populations. Research is needed on the safety and effectiveness of
PrEP during pregnancy and breastfeeding. Additional research is
needed to determine whether the use of PrEP is associated with an
increased risk of other STIs. Research is also needed on the long-
term safety and effectiveness of PrEP.

Discussion
Burden of Disease
Since the first cases of AIDS were reported in 1981, more than
700 000 persons in the United States have died of AIDS.2 The CDC
estimates that 1.1 million individuals in the United States are cur-
rently living with HIV infection,1 including an estimated 15% who are
unaware of their infection.10 The annual number of new HIV infec-
tions in the United States has decreased from about 41 200 new cases
in 2012 to 38 300 in 2017.2 Of these new cases of HIV infection in 2017,
81% were among males and 19% were among females.2 Groups dis-
proportionately affected by HIV infection in the United States in-
clude men who have sex with men, black/African American popula-
tions, and Hispanic/Latino populations. From 2012 to 2017, HIV
incidence rates increased among persons aged 25 to 29 years and
among American Indian/Alaska Native and Asian populations.2

PrEP is currently not used in many persons at high risk of HIV
infection. The CDC estimates that approximately 1.2 million per-
sons were eligible for PrEP in 2015 (492 000 men who have sex with
men, 115 000 persons who inject drugs, and 624 000 heterosexu-
ally active adults),29 and a recent study estimates that 100 282 per-
sons were using PrEP in 2017.30

Scope of Review
For this recommendation, the USPSTF commissioned a systematic
review31,32 of the evidence on the benefits of PrEP for the preven-
tion of HIV infection with oral tenofovir disoproxil fumarate mono-
therapy or tenofovir disoproxil fumarate/emtricitabine (referred to
simply as “PrEP” hereafter) and whether the benefits vary by risk
group, population subgroup, or regimen or dosing strategy; the di-
agnostic accuracy of risk assessment tools to identify persons at high
risk of HIV acquisition; the rates of adherence to PrEP in primary care
settings; the association between adherence and effectiveness of
PrEP; and the harms of PrEP when used for HIV prevention.

Effectiveness of Risk Assessment
The USPSTF found 7 studies that evaluated risk assessment tools
developed in US cohorts for predicting incident HIV infection—6
studies in men who have sex with men33-38 and 1 study in persons
who inject drugs.39 The USPSTF found no studies in US cohorts
evaluating tools for predicting risk of HIV infection in men and
women at increased risk of HIV infection via heterosexual con-
tact. In those studies that reported it, discrimination of the risk
prediction instrument was moderate, with an area under the

receiver operating characteristic curve of 0.66 to 0.72. However,
each study evaluated a different risk prediction tool. Some instru-
ments were not validated in independent cohorts, and several
instruments were developed and validated using older (ie, before
2000) cohorts. Most of the studies of risk prediction tools in
men who have sex with men were developed in predominantly
white populations, and 2 studies found that several of the instru-
ments performed more poorly in black men who have sex with
men (area under the receiver operating characteristic curve,
0.49-0.63).37,38 All tools are predicated on knowing that a person
belongs to an HIV risk group; no tool has been designed to predict
incident HIV infection in persons not already identified as belong-
ing to an HIV risk group.31

The USPSTF considered several factors in its assessment of risk
of HIV acquisition, including the prevalence of HIV infection within
a group and the risk that a specific behavior or action will lead to
acquisition of HIV infection. As discussed in the Assessment of Risk
section, 1 study estimated the prevalence of HIV infection among
men who have sex with men to be 12.4%; persons who inject
drugs, 1.9%; and the overall population 13 years and older, 0.4%,10

although another study estimated a significantly higher prevalence
(16%) among persons who inject drugs.11 In terms of risk of HIV
acquisition from specific behaviors, receptive anal intercourse
without a condom and needle-sharing injection drug use carry the
highest risk, whereas insertive anal intercourse, receptive penile-
vaginal intercourse, and insertive penile-vaginal intercourse carry
lower but not negligible risks of acquiring HIV from a partner or
source who is seropositive for HIV.5

Effectiveness of Preventive Medication
The USPSTF found 12 RCTs that evaluated the effect of PrEP
vs placebo25,40-49 or no PrEP50 on the risk of HIV acquisition.
One trial was of fair quality because of an open-label design;
all other trials were of good quality. Duration of follow-up ranged
from 4 months to 4 years. Six trials42-44,47-49 enrolled men and
women at increased risk of HIV infection via heterosexual contact,
4 trials25,40,46,50 enrolled men who have sex with men or transgen-
der women, 1 trial41 enrolled high-risk women and men who have
sex with men, and 1 trial45 enrolled persons who inject drugs.
No trial enrolled pregnant women or persons younger than 18
years. Three trials25,45,47 evaluated tenofovir disoproxil fumarate
(300 mg), 7 trials40-42,46,48,49 evaluated tenofovir disoproxil
fumarate (300 mg)/emtricitabine (200 mg), 1 trial50 evaluated
tenofovir disoproxil fumarate (245 mg)/emtricitabine (200 mg),
and 2 trials43,44 included study groups for both tenofovir disoproxil
fumarate (300 mg) alone and tenofovir disoproxil fumarate
(300 mg)/emtricitabine (200 mg). PrEP was prescribed daily in 11
trials,25,41-50 and dosing was intermittent or event-driven in 3 trials
(including 2 trials that also included daily dosing groups).40-42

Seven trials were conducted in Africa,41-44,47-49 1 in Thailand,45 2 in
Europe or Canada,40,50 and 1 in the United States25; 1 trial was
multinational.46 All trials of persons at high risk of HIV infection via
heterosexual contact were conducted in Africa, and the only trial of
persons who inject drugs was conducted in Thailand.45 All trials of
PrEP also included behavioral and adherence counseling, and most
specified providing condoms to all trial participants.

One small trial reported no cases of HIV infection.42 In the other
11 trials, the rate of HIV infection ranged from 1.4% to 7.0% over 4
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months to 4 years in participants randomly assigned to placebo or
no PrEP and from 0% to 5.6% in those randomly assigned to PrEP.
In a meta-analysis of these trials, PrEP was associated with re-
duced risk of HIV infection compared with placebo or no PrEP
(relative risk [RR], 0.46 [95% CI, 0.33-0.66]; absolute risk reduc-
tion, −2.0% [95% CI, −2.8% to −1.2%]) after 4 months to 4 years.31,32

PrEP was effective across population subgroups defined by
HIV risk category. There were no statistically significant differences
in estimates of effectiveness for PrEP vs placebo or no PrEP in risk
of HIV acquisition when trials were stratified according to whether
they enrolled men who have sex with men or transgender women
(although the number of transgender persons in trials was small) (4
trials; RR, 0.23 [95% CI, 0.08-0.62]), men and women at increased
risk of HIV infection via heterosexual contact (5 trials; RR, 0.54
[95% CI, 0.31-0.97]), or persons who inject drugs (1 trial; RR, 0.52
[95% CI, 0.29-0.92]; P = .43 for interaction).31,32

In a meta-analysis of the trials reviewed by the USPSTF, both
tenofovir disoproxil fumarate/emtricitabine and tenofovir diso-
proxil fumarate alone appeared equally effective in decreasing the
risk of HIV acquisition (8 trials; RR, 0.44 [95% CI, 0.27-0.72] and 5
trials; RR, 0.49 [95% CI, 0.28-0.84], respectively; P = .79 for
interaction).31,32

Three included trials investigated alternative dosing strategies
(using PrEP less frequently than daily [intermittent dosing] or be-
fore and after HIV exposure events [event-driven dosing]).40-42 One
trial42 reported no HIV events, and a second41 did not report re-
sults for intermittent and daily dosing of PrEP groups separately. The
third trial (Intervention Préventive de l’Exposition aux Risques avec
et pour les Gays) found that event-driven PrEP dosing was associ-
ated with a lower risk of HIV infection compared with placebo in men
who have sex with men (RR, 0.14 [95% CI, 0.03-0.63]).40 In that trial,
men randomly assigned to PrEP took an average of about 4 doses
of PrEP per week (15 doses per month), so it is uncertain whether
this finding would apply to less frequent use of event-driven dos-
ing. In addition, tenofovir disoproxil fumarate accumulates more rap-
idly in anal tissue than vaginal tissue,51 so this study may not be gen-
eralizable to other risk groups.

The USPSTF also evaluated the evidence on the relationship be-
tween adherence to PrEP and its effectiveness in decreasing risk of
HIV infection. Methods for evaluating adherence differed between
studies and included patient diaries and self-report, pill counts, ad-
herence monitoring devices, drug levels (eg, plasma or dried blood
spots), and prescription fill data.

In the trials of PrEP reviewed by the USPSTF, adherence to PrEP
ranged from 30% to 100%, and the RR of HIV infection in partici-
pants randomly assigned to PrEP, compared with placebo or no PrEP,
ranged from 0.95 to 0.07.31,32 In a stratified analysis of these stud-
ies, a strong interaction (P < .00001) between level of adherence
and effectiveness of PrEP was found, with higher levels of adher-
ence associated with greater reduction in risk of HIV acquisition
(adherence �70%: 6 trials; RR, 0.27 [95% CI, 0.19-0.39]; adher-
ence >40% to <70%: 3 trials; RR, 0.51 [95% CI, 0.38-0.70]; and ad-
herence �40%: 2 trials; RR, 0.93 [95% CI, 0.72-1.20]).31,32 There
was also a strong association (P < .0005) between adherence and
effectiveness when adherence was analyzed as a continuous vari-
able in a meta-regression.31,32

Since the effectiveness of PrEP is closely tied to adherence,
the USPSTF reviewed the evidence on levels of adherence to PrEP

in US-relevant settings. Three observational studies of US men
who have sex with men found adherence to PrEP (based on teno-
fovir diphosphate levels in dried blood spot sampling consistent
with �4 doses/wk) of 66% to 90% over 4 to 48 weeks.27,52,53

Two observational studies of younger men who have sex with
men (mean ages, 20 and 16 years) reported lower rates of adher-
ence to PrEP (based on blood spot sampling) of approximately
50% at 12 weeks, decreasing to 34% and 22% at 48 weeks.16,54

Two studies in US men who have sex with men found that self-
reported adherence correlated highly with adherence based on
dried blood spot sampling.25,26

Multivariate analysis of the largest US PrEP implementation
study to date53 found that black race was associated with lower ad-
herence than white race (adjusted odds ratio, 0.28 [95% CI, 0.12-
0.64]). Having stable housing or having receptive anal sex without
a condom with 2 or more partners was associated with increased
adherence (adjusted odds ratio, 2.02 [95% CI, 1.14-3.55] and 1.82
[95% CI, 1.14-2.89], respectively). There was no association be-
tween age, educational attainment, income level, health insurance
status, and alcohol or drug use and adherence. Only 1.4% of partici-
pants enrolled were transgender women, so it is not possible to draw
conclusions about adherence to PrEP in this population. The USPSTF
found no US studies on factors associated with adherence to PrEP
in persons who inject drugs or persons at high risk of HIV infection
via heterosexual contact.31

Potential Harms of Risk Assessment
and Preventive Medication
The RCTs that investigated the effectiveness of PrEP had 4 months
to 4 years of follow-up and also reported on the harms of
PrEP.25,40-50,55-62 In a pooled analysis of these studies, PrEP was
associated with increased risk of renal adverse events (primarily
grade 1 or greater serum creatinine elevation) vs placebo (12 trials;
absolute risk difference, 0.56% [95% CI, 0.09%-1.04%]). There
was no clear difference in risk of kidney adverse events when trials
were stratified according to use of tenofovir disoproxil fumarate
monotherapy or tenofovir disoproxil fumarate/emtricitabine. Seri-
ous renal events were rare, and no trial reported a difference
between PrEP and placebo in risk of serious renal events or with-
drawals due to renal events.31,32 Six trials41,42,55-58 evaluated
whether renal adverse events while using PrEP were persistent.
Three studies55,57,58 reported a return to normal serum creatinine
levels after cessation of PrEP, and 2 others41,42 reported normaliza-
tion of creatinine level without PrEP cessation. In 1 trial, the Bang-
kok Tenofovir Study of persons who inject drugs, there were 7
cases of grade 2 or greater creatinine level elevation, and all but 1
case resolved after PrEP cessation.56

PrEP was associated with increased risk of gastrointestinal ad-
verse events (primarily nausea) vs placebo (12 trials; absolute risk
difference, 1.95% [95% CI, 0.48%-3.43%]). The risk of gastrointes-
tinal adverse events increased with both tenofovir disoproxil fuma-
rate monotherapy and tenofovir disoproxil fumarate/emtricitabine,31

with risk diminishing over time in 3 trials.45,46,48 Serious gastroin-
testinal events were rare in trials reporting this outcome, with no dif-
ferences between PrEP and placebo.44,46-50

Tenofovir disoproxil fumarate exposure is associated with bone
loss,48,59-61 which could result in increased fracture risk. A meta-
analysis of 7 studies that reported on fractures, using both study data
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and updated fracture data reported to the FDA, found a statisti-
cally nonsignificant increased risk of fracture in persons randomly
assigned to PrEP vs placebo. This result was also heavily weighted
by the 1 study of PrEP in persons who inject drugs, which reported
a relatively high fracture rate.31,32

One concern about PrEP is that its use may lead to persons at
risk of HIV acquisition not using condoms or engaging in other be-
haviors that could increase their risk of STIs (ie, behavioral risk com-
pensation). In meta-analyses of the studies reviewed by the
USPSTF, there were no differences between PrEP and placebo or no
PrEP in risk of syphilis (4 trials; RR, 1.08 [95% CI, 0.98-1.18]), gon-
orrhea (5 trials; RR, 1.07 [95% CI, 0.82-1.39]), chlamydia (5 trials; RR,
0.97 [95% CI, 0.80-1.18]), or combined bacterial STIs (2 trials; RR,
1.14 [95% CI, 0.97-1.34]).31,32 All of the trials except for 1 were blinded,
which could affect risk of STIs if participants who do not know if they
are taking PrEP or placebo behave differently than those who know
they are taking PrEP. In the 1 open-label trial, there was also no sta-
tistically significant association between PrEP and the risk of STIs.50

An additional concern is the possibility that the use of antiret-
roviral drugs as PrEP could lead to the development or acquisition
of drug-resistant HIV infection. In 8 trials of PrEP using tenofovir
disoproxil fumarate monotherapy or tenofovir disoproxil
fumarate/emtricitabine, 3 of 282 patients (1.1%) newly diagnosed
with HIV infection while taking PrEP had tenofovir resistance
mutations.40,43-47,49,50 In 6 trials of PrEP with tenofovir disoproxil
fumarate/emtricitabine, 14 of 174 patients (8.0%) newly diag-
nosed with HIV infection while taking PrEP had emtricitabine
resistance mutations.40,43,44,46,48-50 There was 1 case of multiple
resistance mutations, which is included in the total number of
both tenofovir and emtricitabine resistance mutations. Most
resistance mutations (1/2 tenofovir resistance mutations, 8/13
emtricitabine resistance mutations, and 1 case of multiple resis-
tance mutations, or 63% of total cases) occurred in persons who
were already infected with HIV on trial enrollment but were not
recognized as such. This highlights the importance of testing for
HIV and excluding persons with acute or chronic HIV infection
before initiating PrEP. The USPSTF found no data on the effect of
resistance mutations on clinical outcomes.

No trial of oral PrEP enrolled pregnant women, and women
who became pregnant during the course of the trials were with-
drawn from participation. Three trials reported on pregnancy
outcomes in women who were withdrawn from PrEP because of
pregnancy.41,48,62 Among women who became pregnant in the trials,
PrEP was not associated with increased risk of spontaneous abor-
tion. One trial, the Partners PrEP trial, also found no differences be-
tween PrEP and placebo in pregnancy rate, risk of preterm birth,
birth anomalies, or postpartum infant mortality.62

Estimate of Magnitude of Net Benefit
The USPSTF found convincing evidence that PrEP is of substantial
benefit in decreasing the risk of HIV infection in persons at high risk
of HIV acquisition. The USPSTF also found convincing evidence that
adherence to PrEP is highly correlated with its efficacy in prevent-
ing the acquisition of HIV infection; thus, adherence to PrEP is cen-
tral to realizing its benefit. The USPSTF found adequate evidence
that PrEP is associated with small harms, including renal and gas-
trointestinal adverse effects. The USPSTF concludes with high cer-
tainty that the magnitude of benefit of PrEP with oral tenofovir diso-

proxil fumarate–based therapy to reduce the risk of acquisition of
HIV infection in persons at high risk is substantial.

How Does Evidence Fit With Biological Understanding?
HIV is an RNA retrovirus that infects immune cells, in particular CD4+

T cells. Antiretroviral agents interfere with 1 of several steps in viral
infection and replication, such as HIV entry into CD4+ cells, reverse
transcription of viral RNA into DNA, integration of the viral genome
into the host genome, and assembly of HIV proteins and RNA into
new virus.63 Tenofovir disoproxil fumarate and emtricitabine are both
reverse transcriptase inhibitors and have favorable safety profiles.
Tenofovir disoproxil fumarate achieves particularly high concentra-
tions in rectal tissue, and emtricitabine achieves high concentra-
tions in the female genital tract.64 The possibility of using PrEP to
prevent HIV transmission was suggested by the success of antiret-
roviral agents in preventing mother-to child transmission of HIV and
their use as postexposure prophylaxis65-67 and was demonstrated
in several animal models, including 1 model showing that tenofovir
disoproxil fumarate and emtricitabine decreased the risk of rectal
transmission of simian immunodeficiency virus in macaques.68

Response to Public Comment
A draft version of this recommendation statement was posted for
public comment on the USPSTF website from November 20, 2018,
to December 26, 2018. In response to public comment, the
USPSTF clarified language describing risk groups and high-risk ac-
tivities in the Clinical Considerations section. In the same section,
the USPSTF also added information about the high burden of HIV
in transgender women and the risk of HIV transmission in persons
living with HIV who have a suppressed viral load. The USPSTF also
added details on the likelihood that specific activities will lead to the
transmission of HIV and on the prevalence of HIV in different groups.
The USPSTF addressed stigma, barriers to access to care, and racial/
ethnic disparities as obstacles to the use of PrEP by persons and
groups at high risk.

The USPSTF received comments requesting that it include a
meta-analysis69 examining the effects of PrEP on the risk of STIs in
the evidence reviewed for this recommendation. In response, the
USPSTF notes that it reviewed that particular meta-analysis; how-
ever, because of methodologic limitations of the studies included
in the meta-analysis, such as not adjusting for differential STI test-
ing rates and use of self-report to determine baseline STI rates, it was
not included in the body of evidence considered for this recommen-
dation. Last, the USPSTF added the American College of Obstetri-
cians and Gynecologists committee opinion on the use of PrEP to
the Recommendations of Others section.

Recommendations of Others
The 2017 CDC guidelines recommend PrEP with tenofovir diso-
proxil fumarate/emtricitabine as an HIV prevention option for men
who have sex with men, heterosexually active men and women, and
persons who inject drugs who are at substantial risk of HIV infec-
tion, with tenofovir disoproxil fumarate monotherapy as an alter-
native for heterosexually active men and women and persons who
inject drugs and who are at substantial risk.3 The American College
of Obstetricians and Gynecologists suggests that, in combination

Clinical Review & Education US Preventive Services Task Force USPSTF Recommendation: Preexposure Prophylaxis for the Prevention of HIV Infection

2210 JAMA June 11, 2019 Volume 321, Number 22 (Reprinted) jama.com

© 2019 American Medical Association. All rights reserved. APP 161

Case 4:20-cv-00283-O   Document 65   Filed 01/28/22    Page 165 of 458   PageID 1228Case 4:20-cv-00283-O   Document 65   Filed 01/28/22    Page 165 of 458   PageID 1228



with other proven HIV-prevention methods, PrEP may be a useful
tool for women at highest risk of HIV acquisition and that such
women should be considered candidates for PrEP.70 2016 World
Health Organization guidance recommends offering PrEP contain-

ing tenofovir disoproxil fumarate as an additional prevention choice
for persons at substantial risk of HIV infection (provisionally de-
fined as HIV incidence higher than 3 cases/100 person-years) as part
of HIV prevention approaches.71
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IN THE UNITED STATES DISTRICT COURT 
FOR THE NORTHERN DISTRICT OF TEXAS 

FORT WORTH DIVISION 
_____________________________________ 
 
 
JOHN KELLEY, et al., 
 

Plaintiffs, 
 
v. 
 
XAVIER BECERRA, et al., 
 

Defendants. 
 
 

 
 
 
 
 
Civil Action No. 4:20-CV-00283-O 
 
 
 
 
 

 
 

 
 

PLAINTIFFS ZACH AND ASHLEY MAXWELL’S ANSWERS TO  
DEFENDANTS’ FIRST SET OF REQUESTS FOR ADMISSION 

 
GENERAL OBJECTIONS 

1. Plaintiff objects to “instructions” that are not specifically authorized by 

Fed. Rule Civ. P. 26 and/or 36. 

2. Plaintiff objects to Defendants’ citation of Local Rules 26.2(d) and 30.4 

as these citations do not correspond to any local rule of the Northern District of Texas, 

Local Civil Rules effective September 1, 2021. See Civil Rules | Northern District of 

Texas | United States District Court (uscourts.gov). 

3. Plaintiff objects to “definitions” that are not specifically authorized by 

Fed. R. Civ. P. 26 and/or 36.  
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SPECIFIC OBJECTIONS AND ANSWERS TO REQUESTS FOR ADMISSION 

1. Admit that YOU cannot quantify the impact, if any, on YOUR health 
insurance premiums of ANY coverage requirement under 42 U.S.C. § 
300gg-13 for BEHAVIOR INTERVENTIONS AND 
PHARMACOTHERAPY FOR SMOKING AND TOBACCO USE.  

 
OBJECTION:  
 
Plaintiffs object to Defendants’ demand Plaintiffs admit they “cannot quantify the 
impact” of the specified coverage requirement under 42 U.S.C. § 300gg-13 as being 
beyond the permissible scope of discovery under Fed. R. Civ. P. 26(b)(1), for it is 
irrelevant to any party’s claim or defense, and, considering the importance of the 
issues at stake in the action, the amount in controversy, the parties’ relative access 
to relevant information, the parties’ resources, the importance of the discovery in 
resolving the issues, and whether the burden or expense of the proposed discovery 
outweighs its likely benefit, not proportional to the needs of this case.  
 
First, the requested admission is irrelevant to any party’s claim or defense. As 
Defendants have repeatedly conceded and admitted, inter alia, the coverage 
requirements of 42 U.S.C. § 300gg-13 increase health insurance premiums. The 
specific premium increase attributable to the specified coverage mandate has 
absolutely no bearing on Plaintiffs’ standing or claims or on Defendants’ defenses 
thereto.  
 
Second, Defendants alone have access to the information needed to quantify the 
specific cost increase caused by the specific mandate, and the resources to obtain it. 
Plaintiffs do not have access to the cost and pricing information their insurance 
company used to calculate the precise effect of the specified mandate on their 
premium. This is proprietary information in the hands of a private third party. But 
Defendants already have this information through, inter alia, the annual Medical 
Loss Ratio (MLR) reports insurers are required to file with the Centers for Medicare 
and Medicaid Services (CMS). 
 
This Request has no bearing on resolution of the issues in this case. The burden or 
expense of the proposed discovery far outweighs its likely benefit, given that Plaintiffs 
will need to commence legal process to obtain cost and pricing information from their 
insurance carrier, while Defendants have ready access to this data now. Accordingly, 
the Request is not proportional to the needs of this case. 
 
ANSWER: Notwithstanding this objection, we lack sufficient knowledge and 
information to admit or deny this Request.  
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2. Admit that YOU have no knowledge of whether ANY coverage 
requirement under 42 U.S.C. § 300gg-13 for BEHAVIOR 
INTERVENTIONS AND PHARMACOTHERAPY FOR SMOKING AND 
TOBACCO USE, independent of ANY other mandated preventive 
care, had any impact on YOUR health insurance premiums. 

 
OBJECTION: For the reasons given in Answer 1, we object as this Request is beyond 
the permissible scope of discovery under Fed. R. Civ. P. 26(b)(1). 
ANSWER: Notwithstanding this objection, we lack sufficient knowledge and 
information to admit or deny this Request.  
 

3. Admit that YOU cannot quantify the impact, if any, on YOUR health 
insurance premiums of ANY coverage requirement under 42 U.S.C. § 
300gg-13 for BEHAVIOR INTERVENTIONS TO ADDRESS OBESITY 
AND WEIGHT LOSS. 

 
OBJECTION: For the reasons given in Answer 1, we object as this Request is beyond 
the permissible scope of discovery under Fed. R. Civ. P. 26(b)(1). 
ANSWER: Notwithstanding this objection, we lack sufficient knowledge and 
information to admit or deny this Request.  
 

4. Admit that YOU have no knowledge of whether ANY coverage 
requirement under 42 U.S.C. § 300gg-13 for BEHAVIOR 
INTERVENTIONS TO ADDRESS OBESITY AND WEIGHT LOSS, 
independent of ANY other mandated preventive care, had any 
impact on YOUR health insurance premiums. 

 
OBJECTION: For the reasons given in Answer 1, we object as this Request is beyond 
the permissible scope of discovery under Fed. R. Civ. P. 26(b)(1). 
ANSWER: Notwithstanding this objection, we lack sufficient knowledge and 
information to admit or deny this Request.  
 

5. Admit that YOU cannot quantify the impact, if any, on YOUR health 
insurance premiums of ANY coverage requirement under 42 U.S.C. § 
300gg-13 for BEHAVIOR COUNSELING TO REDUCE UNHEALTHY 
ALCOHOL USE. 

 
OBJECTION: For the reasons given in Answer 1, we object as this Request is beyond 
the permissible scope of discovery under Fed. R. Civ. P. 26(b)(1). 
ANSWER: Notwithstanding this objection, we lack sufficient knowledge and 
information to admit or deny this Request.  
 

6. Admit that YOU have no knowledge of whether ANY coverage 
requirement under 42 U.S.C. § 300gg-13 for BEHAVIOR 
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COUNSELING TO REDUCE UNHEALTHY ALCOHOL USE, 
independent of ANY other mandated preventive care, had any 
impact on YOUR health insurance premiums. 

 
OBJECTION: For the reasons given in Answer 1, we object as this Request is beyond 
the permissible scope of discovery under Fed. R. Civ. P. 26(b)(1). 
ANSWER: Notwithstanding this objection, we lack sufficient knowledge and 
information to admit or deny this Request.  
 

7. Admit that YOU cannot quantify the impact, if any, on YOUR health 
insurance premiums of ANY coverage requirement under 42 U.S.C. § 
300gg-13 for BEHAVIOR COUNSELING TO PROMOTE HEALTHFUL 
DIET AND PHYSICAL ACTIVITY. 

 
OBJECTION: For the reasons given in Answer 1, we object as this Request is beyond 
the permissible scope of discovery under Fed. R. Civ. P. 26(b)(1). 
ANSWER: Notwithstanding this objection, we lack sufficient knowledge and 
information to admit or deny this Request.  
 

8. Admit that YOU have no knowledge of whether ANY coverage 
requirement under 42 U.S.C. § 300gg-13 for BEHAVIOR 
COUNSELING TO PROMOTE HEALTHFUL DIET AND PHYSICAL 
ACTIVITY, independent of ANY other mandated preventive care, had 
any impact on YOUR health insurance premiums. 

 
OBJECTION: For the reasons given in Answer 1, we object as this Request is beyond 
the permissible scope of discovery under Fed. R. Civ. P. 26(b)(1). 
ANSWER: Notwithstanding this objection, we lack sufficient knowledge and 
information to admit or deny this Request.  
 

9. Admit that YOU cannot quantify the impact, if any, on YOUR health 
insurance premiums of ANY coverage requirement under 42 U.S.C. § 
300gg-13 for BEHAVIORAL COUNSELING FOR SEXUALLY ACTIVE 
ADOLESCENTS AND ADULTS WHO ARE AT INCREASED RISK FOR 
SEXUALLY TRANSMITTED INFECTIONS. 

 
OBJECTION: For the reasons given in Answer 1, we object as this Request is beyond 
the permissible scope of discovery under Fed. R. Civ. P. 26(b)(1). 
ANSWER: Notwithstanding this objection, we lack sufficient knowledge and 
information to admit or deny this Request.  
 

10. Admit that YOU have no knowledge of whether ANY coverage 
requirement under 42 U.S.C. § 300gg-13 for BEHAVIORAL 
COUNSELING FOR SEXUALLY ACTIVE ADOLESCENTS AND 
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ADULTS WHO ARE AT INCREASED RISK FOR SEXUALLY 
TRANSMITTED INFECTIONS, independent of ANY other mandated 
preventive care, had any impact on YOUR health insurance 
premiums. 

 
OBJECTION: For the reasons given in Answer 1, we object as this Request is beyond 
the permissible scope of discovery under Fed. R. Civ. P. 26(b)(1). 
ANSWER: Notwithstanding this objection, we lack sufficient knowledge and 
information to admit or deny this Request.  
 

11. Admit that YOU cannot quantify the impact, if any, on YOUR health 
insurance premiums of ANY requirement under 42 U.S.C. § 300gg-13 
for COVERAGE OF PREEXPOSURE PROPHYLAXIS (PREP) DRUGS. 

 
OBJECTION: For the reasons given in Answer 1, we object as this Request is beyond 
the permissible scope of discovery under Fed. R. Civ. P. 26(b)(1). 
ANSWER: Notwithstanding this objection, we lack sufficient knowledge and 
information to admit or deny this Request.  
 

12. Admit that YOU have no knowledge of whether ANY requirement 
under 42 U.S.C. § 300gg-13 for COVERAGE OF PREEXPOSURE 
PROPHYLAXIS (PREP) DRUGS, independent of ANY other 
mandated preventive care, had any impact on YOUR health 
insurance premiums. 

 
OBJECTION: For the reasons given in Answer 1, we object as this Request is beyond 
the permissible scope of discovery under Fed. R. Civ. P. 26(b)(1). 
ANSWER: Notwithstanding this objection, we lack sufficient knowledge and 
information to admit or deny this Request.  
 

13. Admit that YOU cannot quantify the impact, if any, on YOUR health 
insurance premiums of ANY requirement under 42 U.S.C. § 300gg-13 
for COVERAGE OF THE HUMAN PAPILLOMAVIRUS (HPV) 
VACCINE. 

 
OBJECTION: For the reasons given in Answer 1, we object as this Request is beyond 
the permissible scope of discovery under Fed. R. Civ. P. 26(b)(1). 
ANSWER: Notwithstanding this objection, we lack sufficient knowledge and 
information to admit or deny this Request.  
 

14. Admit that YOU have no knowledge of whether ANY requirement 
under 42U.S.C. § 300gg- 13 for COVERAGE OF THE HUMAN 
PAPILLOMAVIRUS (HPV) VACCINE, independent of ANY other 
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mandated preventive care, had any impact on YOUR health 
insurance premiums. 

 
OBJECTION: For the reasons given in Answer 1, we object as this Request is beyond 
the permissible scope of discovery under Fed. R. Civ. P. 26(b)(1). 
ANSWER: Notwithstanding this objection, we lack sufficient knowledge and 
information to admit or deny this Request.  
 

15. Admit that YOU cannot quantify the impact, if any, on YOUR health 
insurance premiums of ANY requirement under 42 U.S.C. § 300gg-13 
for COVERAGE OF SCREENINGS FOR HIV. 

 
OBJECTION: For the reasons given in Answer 1, we object as this Request is beyond 
the permissible scope of discovery under Fed. R. Civ. P. 26(b)(1). 
ANSWER: Notwithstanding this objection, we lack sufficient knowledge and 
information to admit or deny this Request.  
 

16. Admit that YOU have no knowledge of whether ANY requirement 
under 42 U.S.C. § 300gg-13 for COVERAGE OF SCREENINGS FOR 
HIV, independent of ANY other mandated preventive care, had any 
impact on YOUR health insurance premiums. 

 
OBJECTION: For the reasons given in Answer 1, we object as this Request is beyond 
the permissible scope of discovery under Fed. R. Civ. P. 26(b)(1). 
ANSWER: Notwithstanding this objection, we lack sufficient knowledge and 
information to admit or deny this Request.  
 

17. Admit that YOU cannot quantify the impact, if any, on YOUR health 
insurance premiums of ANY requirement under 42 U.S.C. § 300gg-13 
for COVERAGE OF SCREENINGS FOR . . . HEPATITIS C. 

 
OBJECTION: For the reasons given in Answer 1, we object as this Request is beyond 
the permissible scope of discovery under Fed. R. Civ. P. 26(b)(1). 
ANSWER: Notwithstanding this objection, we lack sufficient knowledge and 
information to admit or deny this Request.  
 

18. Admit that YOU have no knowledge of whether ANY requirement 
under 42 U.S.C. § 300gg-13 for COVERAGE OF SCREENINGS FOR . . . 
HEPATITIS C, independent of ANY other mandated preventive care, 
had any impact on YOUR health insurance premiums.  

 
OBJECTION: For the reasons given in Answer 1, we object as this Request is beyond 
the permissible scope of discovery under Fed. R. Civ. P. 26(b)(1). 
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ANSWER: Notwithstanding this objection, we lack sufficient knowledge and 
information to admit or deny this Request.  
 

19. Admit that YOU cannot quantify the impact, if any, on YOUR health 
insurance premiums of ANY requirement under 42 U.S.C. § 300gg-13 
for COVERAGE OF SCREENINGS FOR . . . SEXUALLY 
TRANSMITTED INFECTIONS.  

 
OBJECTION: For the reasons given in Answer 1, we object as this Request is beyond 
the permissible scope of discovery under Fed. R. Civ. P. 26(b)(1). 
ANSWER: Notwithstanding this objection, we lack sufficient knowledge and 
information to admit or deny this Request.  
 

20. Admit that YOU have no knowledge of whether ANY requirement 
under 42 U.S.C. § 300gg-13 for COVERAGE OF SCREENINGS FOR . . . 
SEXUALLY TRANSMITTED INFECTIONS, independent of ANY other 
mandated preventive care, had any impact on YOUR health 
insurance premiums. 

 
OBJECTION: For the reasons given in Answer 1, we object as this Request is beyond 
the permissible scope of discovery under Fed. R. Civ. P. 26(b)(1). 
ANSWER: Notwithstanding this objection, we lack sufficient knowledge and 
information to admit or deny this Request.  
 

21. Admit that YOU cannot quantify the impact, if any, on YOUR health 
insurance premiums of ANY requirement under 42 U.S.C. § 300gg-13 
for COVERAGE OF CONTRACEPTION [AND] CONTRACEPTIVE 
COUNSELING. 

 
OBJECTION: For the reasons given in Answer 1, we object as this Request is beyond 
the permissible scope of discovery under Fed. R. Civ. P. 26(b)(1). 
ANSWER: Notwithstanding this objection, we lack sufficient knowledge and 
information to admit or deny this Request.  
 

22. Admit that YOU have no knowledge of whether ANY requirement 
under 42 U.S.C. § 300gg-13 for COVERAGE OF CONTRACEPTION 
[AND] CONTRACEPTIVE COUNSELING, independent of ANY other 
mandated preventive care, had any impact on YOUR health 
insurance premiums. 

 
OBJECTION: For the reasons given in Answer 1, we object as this Request is beyond 
the permissible scope of discovery under Fed. R. Civ. P. 26(b)(1). 
ANSWER: Notwithstanding this objection, we lack sufficient knowledge and 
information to admit or deny this Request.  
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23. Admit that YOU cannot quantify the impact, if any, on YOUR health 

insurance premiums of ANY requirement under 42 U.S.C. § 300gg-13 
for COVERAGE OF . . . HIV SCREENING. 

 
OBJECTION: For the reasons given in Answer 1, we object as this Request is beyond 
the permissible scope of discovery under Fed. R. Civ. P. 26(b)(1). 
ANSWER: Notwithstanding this objection, we lack sufficient knowledge and 
information to admit or deny this Request.  
 

24. Admit that YOU have no knowledge of whether ANY requirement 
under 42 U.S.C. § 300gg-13 for COVERAGE OF . . . HIV SCREENING, 
independent of ANY other mandated preventive care, had any 
impact on YOUR health insurance premiums.  

 
OBJECTION: For the reasons given in Answer 1, we object as this Request is beyond 
the permissible scope of discovery under Fed. R. Civ. P. 26(b)(1). 
ANSWER: Notwithstanding this objection, we lack sufficient knowledge and 
information to admit or deny this Request.  
 

25. Admit that YOU cannot quantify the impact, if any, on YOUR health 
insurance premiums of ANY requirement under 42 U.S.C. § 300gg-13 
for COVERAGE OF . . . HPV SCREENING. 

 
OBJECTION: For the reasons given in Answer 1, we object as this Request is beyond 
the permissible scope of discovery under Fed. R. Civ. P. 26(b)(1). 
ANSWER: Notwithstanding this objection, we lack sufficient knowledge and 
information to admit or deny this Request.  
 

26. Admit that YOU have no knowledge of whether ANY requirement 
under 42 U.S.C. § 300gg-13 for COVERAGE OF . . . HPV SCREENING, 
independent of ANY other mandated preventive care, had any 
impact on YOUR health insurance premiums. 

 
OBJECTION: For the reasons given in Answer 1, we object as this Request is beyond 
the permissible scope of discovery under Fed. R. Civ. P. 26(b)(1). 
ANSWER: Notwithstanding this objection, we lack sufficient knowledge and 
information to admit or deny this Request.  
 

27. Admit that YOU cannot quantify the impact, if any, on YOUR health 
insurance premiums of ANY requirement under 42 U.S.C. § 300gg-13 
for COVERAGE OF . . . BEHAVIORAL COUNSELING FOR 
SEXUALLY TRANSMITTED INFECTIONS. 
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OBJECTION: For the reasons given in Answer 1, we object as this Request is beyond 
the permissible scope of discovery under Fed. R. Civ. P. 26(b)(1). 
ANSWER: Notwithstanding this objection, we lack sufficient knowledge and 
information to admit or deny this Request.  
 

28. Admit that YOU have no knowledge of whether ANY requirement 
under 42 U.S.C. § 300gg-13 for COVERAGE OF . . . BEHAVIORAL 
COUNSELING FOR SEXUALLY TRANSMITTED INFECTIONS, 
independent of ANY other mandated preventive care, had any 
impact on YOUR health insurance premiums. 

 
OBJECTION: For the reasons given in Answer 1, we object as this Request is beyond 
the permissible scope of discovery under Fed. R. Civ. P. 26(b)(1). 
ANSWER: Notwithstanding this objection, we lack sufficient knowledge and 
information to admit or deny this Request.  
 

29. Admit that YOU cannot quantify the impact, if any, on YOUR health 
insurance premiums of ANY requirement under 42 U.S.C. § 300gg-13 
for COVERAGE OF . . . SCREENING FOR INTERPERSONAL AND 
DOMESTIC VIOLENCE. 

 
OBJECTION: For the reasons given in Answer 1, we object as this Request is beyond 
the permissible scope of discovery under Fed. R. Civ. P. 26(b)(1). 
ANSWER: Notwithstanding this objection, we lack sufficient knowledge and 
information to admit or deny this Request.  
 

30. Admit that YOU have no knowledge of whether ANY requirement 
under 42 U.S.C. § 300gg-13 for COVERAGE OF . . . SCREENING FOR 
INTERPERSONAL AND DOMESTIC VIOLENCE, independent of ANY 
other mandated preventive care, had any impact on YOUR health 
insurance premiums.  

 
OBJECTION: For the reasons given in Answer 1, we object as this Request is beyond 
the permissible scope of discovery under Fed. R. Civ. P. 26(b)(1). 
ANSWER: Notwithstanding this objection, we lack sufficient knowledge and 
information to admit or deny this Request.  
 

31. Admit that YOU cannot quantify the impact, if any, on YOUR health 
insurance premiums of ANY coverage requirement under 42 U.S.C. § 
300gg-13 for SCREENING FOR CHLAMYDIA. 

 
OBJECTION: For the reasons given in Answer 1, we object as this Request is beyond 
the permissible scope of discovery under Fed. R. Civ. P. 26(b)(1). 
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ANSWER: Notwithstanding this objection, we lack sufficient knowledge and 
information to admit or deny this Request.  
 

32. Admit that YOU have no knowledge of whether ANY coverage 
requirement under 42 U.S.C. § 300gg-13 for SCREENING FOR 
CHLAMYDIA, independent of ANY other mandated preventive care, 
had any impact on YOUR health insurance premiums. 

 
OBJECTION: For the reasons given in Answer 1, we object as this Request is beyond 
the permissible scope of discovery under Fed. R. Civ. P. 26(b)(1). 
ANSWER: Notwithstanding this objection, we lack sufficient knowledge and 
information to admit or deny this Request.  
 

33. Admit that YOU cannot quantify the impact, if any, on YOUR health 
insurance premiums of ANY coverage requirement under 42 U.S.C. § 
300gg-13 for SCREENING FOR GONORRHEA. 

 
OBJECTION: For the reasons given in Answer 1, we object as this Request is beyond 
the permissible scope of discovery under Fed. R. Civ. P. 26(b)(1). 
ANSWER: Notwithstanding this objection, we lack sufficient knowledge and 
information to admit or deny this Request.  
 

34. Admit that YOU have no knowledge of whether ANY coverage 
requirement under 42 U.S.C. § 300gg-13 for SCREENING FOR 
GONORRHEA, independent of ANY other mandated preventive care, 
had any impact on YOUR health insurance premiums. 

 
OBJECTION: For the reasons given in Answer 1, we object as this Request is beyond 
the permissible scope of discovery under Fed. R. Civ. P. 26(b)(1). 
ANSWER: Notwithstanding this objection, we lack sufficient knowledge and 
information to admit or deny this Request.  
 

35. Admit that YOU cannot quantify the impact, if any, on YOUR health 
insurance premiums of ANY coverage requirement under 42 U.S.C. § 
300gg-13 for SCREENING FOR HEPATITIS B.  

 
OBJECTION: For the reasons given in Answer 1, we object as this Request is beyond 
the permissible scope of discovery under Fed. R. Civ. P. 26(b)(1). 
ANSWER: Notwithstanding this objection, we lack sufficient knowledge and 
information to admit or deny this Request.  
 

36. Admit that YOU have no knowledge of whether ANY coverage 
requirement under 42 U.S.C. § 300gg-13 for SCREENING FOR 
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HEPATITIS B, independent of ANY other mandated preventive care, 
had any impact on YOUR health insurance premiums. 

 
OBJECTION: For the reasons given in Answer 1, we object as this Request is beyond 
the permissible scope of discovery under Fed. R. Civ. P. 26(b)(1). 
ANSWER: Notwithstanding this objection, we lack sufficient knowledge and 
information to admit or deny this Request.  
 

37. Admit that YOU cannot quantify the impact, if any, on YOUR health 
insurance premiums of ANY coverage requirement under 42 U.S.C. § 
300gg-13 for SCREENING FOR HEPATITIS C.  

 
OBJECTION: For the reasons given in Answer 1, we object as this Request is 
beyond the permissible scope of discovery under Fed. R. Civ. P. 26(b)(1). 
ANSWER: Notwithstanding this objection, we lack sufficient knowledge and 
information to admit or deny this Request.  
 

38. Admit that YOU have no knowledge of whether ANY coverage 
requirement under 42 U.S.C. § 300gg-13 for SCREENING FOR 
HEPATITIS C, independent of ANY other mandated preventive care, 
had any impact on YOUR health insurance premiums. 

 
OBJECTION: For the reasons given in Answer 1, we object as this Request is 
beyond the permissible scope of discovery under Fed. R. Civ. P. 26(b)(1). 
ANSWER: Notwithstanding this objection, we lack sufficient knowledge and 
information to admit or deny this Request.  
 

39. Admit that YOU cannot quantify the impact, if any, on YOUR health 
insurance premiums of ANY coverage requirement under 42 U.S.C. § 
300gg-13 for SCREENING FOR HIV. 

 
OBJECTION: For the reasons given in Answer 1, we object as this Request is beyond 
the permissible scope of discovery under Fed. R. Civ. P. 26(b)(1). 
ANSWER: Notwithstanding this objection, we lack sufficient knowledge and 
information to admit or deny this Request.  
 

40. Admit that YOU have no knowledge of whether ANY coverage 
requirement under 42 U.S.C. § 300gg-13 for SCREENING FOR HIV, 
independent of ANY other mandated preventive care, had any 
impact on YOUR health insurance premiums. 

 
OBJECTION: For the reasons given in Answer 1, we object as this Request is beyond 
the permissible scope of discovery under Fed. R. Civ. P. 26(b)(1). 
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ANSWER: Notwithstanding this objection, we lack sufficient knowledge and 
information to admit or deny this Request.  
 

41. Admit that YOU cannot quantify the impact, if any, on YOUR health 
insurance premiums of ANY coverage requirement under 42 U.S.C. § 
300gg-13 for SCREENING FOR LUNG CANCER (SMOKERS). 

 
OBJECTION: For the reasons given in Answer 1, we object as this Request is beyond 
the permissible scope of discovery under Fed. R. Civ. P. 26(b)(1). 
ANSWER: Notwithstanding this objection, we lack sufficient knowledge and 
information to admit or deny this Request.  
 

42. Admit that YOU have no knowledge of whether ANY coverage 
requirement under 42 U.S.C. § 300gg-13 for SCREENING FOR LUNG 
CANCER (SMOKERS), independent of ANY other mandated 
preventive care, had any impact on YOUR health insurance 
premiums. 

 
OBJECTION: For the reasons given in Answer 1, we object as this Request is beyond 
the permissible scope of discovery under Fed. R. Civ. P. 26(b)(1). 
ANSWER: Notwithstanding this objection, we lack sufficient knowledge and 
information to admit or deny this Request.  
 

43. Admit that YOU cannot quantify the impact, if any, on YOUR health 
insurance premiums of ANY coverage requirement under 42 U.S.C. § 
300gg-13 for SCREENING AND BEHAVIOR INTERVENTIONS FOR 
CHILDHOOD OBESITY. 

 
OBJECTION: For the reasons given in Answer 1, we object as this Request is beyond 
the permissible scope of discovery under Fed. R. Civ. P. 26(b)(1). 
ANSWER: Notwithstanding this objection, we lack sufficient knowledge and 
information to admit or deny this Request.  
 

44. Admit that YOU have no knowledge of whether ANY coverage 
requirement under 42 U.S.C. § 300gg-13 for SCREENING AND 
BEHAVIOR INTERVENTIONS FOR CHILDHOOD OBESITY, 
independent of ANY other mandated preventive care, had any 
impact on YOUR health insurance premiums. 

 
OBJECTION: For the reasons given in Answer 1, we object as this Request is beyond 
the permissible scope of discovery under Fed. R. Civ. P. 26(b)(1). 
ANSWER: Notwithstanding this objection, we lack sufficient knowledge and 
information to admit or deny this Request.  
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45. Admit that YOU cannot quantify the impact, if any, on YOUR health 
insurance premiums of ANY coverage requirement under 42 U.S.C. § 
300gg-13 for SCREENING FOR SYPHILIS. 

 
OBJECTION: For the reasons given in Answer 1, we object as this Request is beyond 
the permissible scope of discovery under Fed. R. Civ. P. 26(b)(1). 
ANSWER: Notwithstanding this objection, we lack sufficient knowledge and 
information to admit or deny this Request.  
 

46. Admit that YOU have no knowledge of whether ANY coverage 
requirement under 42 U.S.C. § 300gg-13 for SCREENING FOR 
SYPHILIS, independent of ANY other mandated preventive care, had 
any impact on YOUR health insurance premiums. 

 
OBJECTION: For the reasons given in Answer 1, we object as this Request is beyond 
the permissible scope of discovery under Fed. R. Civ. P. 26(b)(1). 
ANSWER: Notwithstanding this objection, we lack sufficient knowledge and 
information to admit or deny this Request.  
 

47. Admit that YOU cannot quantify the impact, if any, on YOUR health 
insurance premiums of ANY coverage requirement under 42 U.S.C. § 
300gg-13 for SCREENING FOR UNHEALTHY DRUG USE. 

 
OBJECTION: For the reasons given in Answer 1, we object as this Request is beyond 
the permissible scope of discovery under Fed. R. Civ. P. 26(b)(1). 
ANSWER: Notwithstanding this objection, we lack sufficient knowledge and 
information to admit or deny this Request.  
 

48. Admit that YOU have no knowledge of whether ANY coverage 
requirement under 42 U.S.C. § 300gg-13 for SCREENING FOR 
UNHEALTHY DRUG USE, independent of ANY other mandated 
preventive care, had any impact on YOUR health insurance 
premiums. 

 
OBJECTION: For the reasons given in Answer 1, we object as this Request is beyond 
the permissible scope of discovery under Fed. R. Civ. P. 26(b)(1). 
ANSWER: Notwithstanding this objection, we lack sufficient knowledge and 
information to admit or deny this Request.  
 
 

Respectfully submitted. 
 
H. Dustin Fillmore III    /s/ Jonathan F. Mitchell 
Texas Bar No. 06996010    Jonathan F. Mitchell 
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Charles W. Fillmore    Texas Bar No. 24075463 
Texas Bar No. 00785861    Mitchell Law PLLC 
The Fillmore Law Firm, L.L.P.   111 Congress Avenue, Suite 400 
1200 Summit Avenue, Suite 860   Austin, Texas 78701 
Fort Worth, Texas 76102    (512) 686-3940 (phone) 
(817) 332-2351 (phone)    (512) 686-3941 (fax) 
(817) 870-1859 (fax)    jonathan@mitchell.law 
dusty@fillmorefirm.com 
chad@fillmorefirm.com 
 
Dated: September 27, 2021   Counsel for Plaintiffs 
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VERIFICATION 
 

We declare under penalty of perjury that the answers to these interrogatories 

are true and correct. 

 
 
_______________________________  ______________________________ 
Zach Maxwell     Ashley Maxwell 
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CERTIFICATE OF SERVICE 
 

I certify that on September 30, 2021, we served this document through e-mail 

upon: 

 
Christopher M. Lynch 
Trial Attorney 
U.S. Department of Justice 
Civil Division 
1100 L Street, NW 
Washington, DC 20005 
(202) 353-4537 (phone) 
(202) 616-8460 (fax) 
christopher.m.lynch@usdoj.gov 
 
Counsel for the Defendants 
 
 

 /s/ Jonathan F. Mitchell 
Jonathan F. Mitchell 
Counsel for Plaintiffs 
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IN THE UNITED STATES DISTRICT COURT 
FOR THE NORTHERN DISTRICT OF TEXAS 

FORT WORTH DIVISION 
_____________________________________ 
 
 
JOHN KELLEY, et al., 
 

Plaintiffs, 
 
v. 
 
XAVIER BECERRA, et al., 
 

Defendants. 
 
 

 
 
 
 
 
Civil Action No. 4:20-CV-00283-O 
 
 
 
 
 

 
 

 
 

PLAINTIFF JOEL MILLER’S ANSWERS TO  
DEFENDANTS’ FIRST SET OF REQUESTS FOR ADMISSION 

 
GENERAL OBJECTIONS 

1. Plaintiff objects to “instructions” that are not specifically authorized by 

Fed. Rule Civ. P. 26 and/or 36. 

2. Plaintiff objects to Defendants’ citation of Local Rules 26.2(d) and 30.4 

as these citations do not correspond to any local rule of the Northern District of Texas, 

Local Civil Rules effective September 1, 2021.  See Civil Rules | Northern District of 

Texas | United States District Court (uscourts.gov). 

3. Plaintiff objects to “definitions” that are not specifically authorized by 

Fed. R. Civ. P. 26 and/or 36.   
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SPECIFIC OBJECTIONS AND ANSWERS TO REQUESTS FOR ADMISSION 

1. Admit that YOU cannot quantify the impact, if any, on YOUR health 
insurance premiums of ANY coverage requirement under 42 U.S.C. § 
300gg-13 for BEHAVIOR INTERVENTIONS AND 
PHARMACOTHERAPY FOR SMOKING AND TOBACCO USE.  

 
OBJECTION:  
 
Plaintiff objects to Defendants’ demand Plaintiff admit he “cannot quantify the 
impact” of the specified coverage requirement under 42 U.S.C. § 300gg-13 as being 
beyond the permissible scope of discovery under Fed. R. Civ. P. 26(b)(1), for it is 
irrelevant to any party’s claim or defense, and, considering the importance of the 
issues at stake in the action, the amount in controversy, the parties’ relative access 
to relevant information, the parties’ resources, the importance of the discovery in 
resolving the issues, and whether the burden or expense of the proposed discovery 
outweighs its likely benefit, not proportional to the needs of this case.  
 
First, the requested admission is irrelevant to any party’s claim or defense. As 
Defendants have repeatedly conceded and admitted, inter alia, the coverage 
requirements of 42 U.S.C. § 300gg-13 increase health insurance premiums. The 
specific premium increase attributable to the specified coverage mandate has 
absolutely no bearing on Plaintiff’s standing or claims or on Defendants’ defenses 
thereto.  
 
Second, Defendants alone have access to the information needed to quantify the 
specific cost increase caused by the specific mandate, and the resources to obtain it.  
Plaintiff does not have access to the cost and pricing information his insurance 
company used to calculate the precise effect of the specified mandate on his premium. 
This is proprietary information in the hands of a private third party.  But Defendants 
already have this information through, inter alia, the annual Medical Loss Ratio 
(MLR) reports insurers are required to file with the Centers for Medicare and 
Medicaid Services (CMS).    
 
This Request has no bearing on resolution of the issues in this case. The burden or 
expense of the proposed discovery far outweighs its likely benefit, given that Plaintiff 
will need to commence legal process to obtain cost and pricing information from his 
insurance carrier, while Defendants have ready access to this data now.  Accordingly, 
the Request is not proportional to the needs of this case. 
 
ANSWER: Notwithstanding this objection, I lack sufficient knowledge and 
information to admit or deny this Request. However, after the coverage requirements 
under 42 U.S.C. § 300gg-13 were collectively mandated, including the mandate 
specified in this Request, my health insurance premiums have increased. 
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2. Admit that YOU have no knowledge of whether ANY coverage 

requirement under 42 U.S.C. § 300gg-13 for BEHAVIOR 
INTERVENTIONS AND PHARMACOTHERAPY FOR SMOKING AND 
TOBACCO USE, independent of ANY other mandated preventive 
care, had any impact on YOUR health insurance premiums. 

 
OBJECTION: For the reasons given in Answer 1, I object as this Request is beyond 
the permissible scope of discovery under Fed. R. Civ. P. 26(b)(1). 
ANSWER: Notwithstanding this objection, I lack sufficient knowledge and 
information to admit or deny this Request. However, after the coverage requirements 
under 42 U.S.C. § 300gg-13 were collectively mandated, including the mandate 
specified in this Request, my health insurance premiums have increased. 
 

3. Admit that YOU cannot quantify the impact, if any, on YOUR health 
insurance premiums of ANY coverage requirement under 42 U.S.C. § 
300gg-13 for BEHAVIOR INTERVENTIONS TO ADDRESS OBESITY 
AND WEIGHT LOSS. 

 
OBJECTION: For the reasons given in Answer 1, I object as this Request is beyond 
the permissible scope of discovery under Fed. R. Civ. P. 26(b)(1). 
ANSWER: Notwithstanding this objection, I lack sufficient knowledge and 
information to admit or deny this Request. However, after the coverage requirements 
under 42 U.S.C. § 300gg-13 were collectively mandated, including the mandate 
specified in this Request, my health insurance premiums have increased. 
 

4. Admit that YOU have no knowledge of whether ANY coverage 
requirement under 42 U.S.C. § 300gg-13 for BEHAVIOR 
INTERVENTIONS TO ADDRESS OBESITY AND WEIGHT LOSS, 
independent of ANY other mandated preventive care, had any 
impact on YOUR health insurance premiums. 

 
OBJECTION: For the reasons given in Answer 1, I object as this Request is beyond 
the permissible scope of discovery under Fed. R. Civ. P. 26(b)(1). 
ANSWER: Notwithstanding this objection, I lack sufficient knowledge and 
information to admit or deny this Request. However, after the coverage requirements 
under 42 U.S.C. § 300gg-13 were collectively mandated, including the mandate 
specified in this Request, my health insurance premiums have increased. 
 

5. Admit that YOU cannot quantify the impact, if any, on YOUR health 
insurance premiums of ANY coverage requirement under 42 U.S.C. § 
300gg-13 for BEHAVIOR COUNSELING TO REDUCE UNHEALTHY 
ALCOHOL USE. 
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OBJECTION: For the reasons given in Answer 1, I object as this Request is beyond 
the permissible scope of discovery under Fed. R. Civ. P. 26(b)(1). 
ANSWER: Notwithstanding this objection, I lack sufficient knowledge and 
information to admit or deny this Request. However, after the coverage requirements 
under 42 U.S.C. § 300gg-13 were collectively mandated, including the mandate 
specified in this Request, my health insurance premiums have increased. 
 

6. Admit that YOU have no knowledge of whether ANY coverage 
requirement under 42 U.S.C. § 300gg-13 for BEHAVIOR 
COUNSELING TO REDUCE UNHEALTHY ALCOHOL USE, 
independent of ANY other mandated preventive care, had any 
impact on YOUR health insurance premiums. 

 
OBJECTION: For the reasons given in Answer 1, I object as this Request is beyond 
the permissible scope of discovery under Fed. R. Civ. P. 26(b)(1). 
ANSWER: Notwithstanding this objection, I lack sufficient knowledge and 
information to admit or deny this Request. However, after the coverage requirements 
under 42 U.S.C. § 300gg-13 were collectively mandated, including the mandate 
specified in this Request, my health insurance premiums have increased. 
 

7. Admit that YOU cannot quantify the impact, if any, on YOUR health 
insurance premiums of ANY coverage requirement under 42 U.S.C. § 
300gg-13 for BEHAVIOR COUNSELING TO PROMOTE HEALTHFUL 
DIET AND PHYSICAL ACTIVITY. 

 
OBJECTION: For the reasons given in Answer 1, I object as this Request is beyond 
the permissible scope of discovery under Fed. R. Civ. P. 26(b)(1). 
ANSWER: Notwithstanding this objection, I lack sufficient knowledge and 
information to admit or deny this Request. However, after the coverage requirements 
under 42 U.S.C. § 300gg-13 were collectively mandated, including the mandate 
specified in this Request, my health insurance premiums have increased. 
 

8. Admit that YOU have no knowledge of whether ANY coverage 
requirement under 42 U.S.C. § 300gg-13 for BEHAVIOR 
COUNSELING TO PROMOTE HEALTHFUL DIET AND PHYSICAL 
ACTIVITY, independent of ANY other mandated preventive care, had 
any impact on YOUR health insurance premiums. 

 
OBJECTION: For the reasons given in Answer 1, I object as this Request is beyond 
the permissible scope of discovery under Fed. R. Civ. P. 26(b)(1). 
ANSWER: Notwithstanding this objection, I lack sufficient knowledge and 
information to admit or deny this Request. However, after the coverage requirements 
under 42 U.S.C. § 300gg-13 were collectively mandated, including the mandate 
specified in this Request, my health insurance premiums have increased. 
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9. Admit that YOU cannot quantify the impact, if any, on YOUR health 

insurance premiums of ANY coverage requirement under 42 U.S.C. § 
300gg-13 for BEHAVIORAL COUNSELING FOR SEXUALLY ACTIVE 
ADOLESCENTS AND ADULTS WHO ARE AT INCREASED RISK FOR 
SEXUALLY TRANSMITTED INFECTIONS. 

 
OBJECTION: For the reasons given in Answer 1, I object as this Request is beyond 
the permissible scope of discovery under Fed. R. Civ. P. 26(b)(1). 
ANSWER: Notwithstanding this objection, I lack sufficient knowledge and 
information to admit or deny this Request. However, after the coverage requirements 
under 42 U.S.C. § 300gg-13 were collectively mandated, including the mandate 
specified in this Request, my health insurance premiums have increased. 
 

10. Admit that YOU have no knowledge of whether ANY coverage 
requirement under 42 U.S.C. § 300gg-13 for BEHAVIORAL 
COUNSELING FOR SEXUALLY ACTIVE ADOLESCENTS AND 
ADULTS WHO ARE AT INCREASED RISK FOR SEXUALLY 
TRANSMITTED INFECTIONS, independent of ANY other mandated 
preventive care, had any impact on YOUR health insurance 
premiums. 

 
OBJECTION: For the reasons given in Answer 1, I object as this Request is beyond 
the permissible scope of discovery under Fed. R. Civ. P. 26(b)(1). 
ANSWER: Notwithstanding this objection, I lack sufficient knowledge and 
information to admit or deny this Request. However, after the coverage requirements 
under 42 U.S.C. § 300gg-13 were collectively mandated, including the mandate 
specified in this Request, my health insurance premiums have increased. 
 

11. Admit that YOU cannot quantify the impact, if any, on YOUR health 
insurance premiums of ANY requirement under 42 U.S.C. § 300gg-13 
for COVERAGE OF PREEXPOSURE PROPHYLAXIS (PREP) DRUGS. 

 
OBJECTION: For the reasons given in Answer 1, I object as this Request is beyond 
the permissible scope of discovery under Fed. R. Civ. P. 26(b)(1). 
ANSWER: Notwithstanding this objection, I lack sufficient knowledge and 
information to admit or deny this Request. However, after the coverage requirements 
under 42 U.S.C. § 300gg-13 were collectively mandated, including the mandate 
specified in this Request, my health insurance premiums have increased. 
 
 

12. Admit that YOU have no knowledge of whether ANY requirement 
under 42 U.S.C. § 300gg-13 for COVERAGE OF PREEXPOSURE 
PROPHYLAXIS (PREP) DRUGS, independent of ANY other 
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mandated preventive care, had any impact on YOUR health 
insurance premiums. 

 
OBJECTION: For the reasons given in Answer 1, I object as this Request is beyond 
the permissible scope of discovery under Fed. R. Civ. P. 26(b)(1). 
ANSWER: Notwithstanding this objection, I lack sufficient knowledge and 
information to admit or deny this Request. However, after the coverage requirements 
under 42 U.S.C. § 300gg-13 were collectively mandated, including the mandate 
specified in this Request, my health insurance premiums have increased. 
 

13. Admit that YOU cannot quantify the impact, if any, on YOUR health 
insurance premiums of ANY requirement under 42 U.S.C. § 300gg-13 
for COVERAGE OF THE HUMAN PAPILLOMAVIRUS (HPV) 
VACCINE. 

 
OBJECTION: For the reasons given in Answer 1, I object as this Request is beyond 
the permissible scope of discovery under Fed. R. Civ. P. 26(b)(1). 
ANSWER: Notwithstanding this objection, I lack sufficient knowledge and 
information to admit or deny this Request. However, after the coverage requirements 
under 42 U.S.C. § 300gg-13 were collectively mandated, including the mandate 
specified in this Request, my health insurance premiums have increased. 
 

14. Admit that YOU have no knowledge of whether ANY requirement 
under 42U.S.C. § 300gg- 13 for COVERAGE OF THE HUMAN 
PAPILLOMAVIRUS (HPV) VACCINE, independent of ANY other 
mandated preventive care, had any impact on YOUR health 
insurance premiums. 

 
OBJECTION: For the reasons given in Answer 1, I object as this Request is beyond 
the permissible scope of discovery under Fed. R. Civ. P. 26(b)(1). 
ANSWER: Notwithstanding this objection, I lack sufficient knowledge and 
information to admit or deny this Request. However, after the coverage requirements 
under 42 U.S.C. § 300gg-13 were collectively mandated, including the mandate 
specified in this Request, my health insurance premiums have increased. 
 

15. Admit that YOU cannot quantify the impact, if any, on YOUR health 
insurance premiums of ANY requirement under 42 U.S.C. § 300gg-13 
for COVERAGE OF SCREENINGS FOR HIV. 

 
OBJECTION: For the reasons given in Answer 1, I object as this Request is beyond 
the permissible scope of discovery under Fed. R. Civ. P. 26(b)(1). 
ANSWER: Notwithstanding this objection, I lack sufficient knowledge and 
information to admit or deny this Request. However, after the coverage requirements 
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under 42 U.S.C. § 300gg-13 were collectively mandated, including the mandate 
specified in this Request, my health insurance premiums have increased. 
 

16. Admit that YOU have no knowledge of whether ANY requirement 
under 42 U.S.C. § 300gg-13 for COVERAGE OF SCREENINGS FOR 
HIV, independent of ANY other mandated preventive care, had any 
impact on YOUR health insurance premiums. 

 
OBJECTION: For the reasons given in Answer 1, I object as this Request is beyond 
the permissible scope of discovery under Fed. R. Civ. P. 26(b)(1). 
ANSWER: Notwithstanding this objection, I lack sufficient knowledge and 
information to admit or deny this Request. However, after the coverage requirements 
under 42 U.S.C. § 300gg-13 were collectively mandated, including the mandate 
specified in this Request, my health insurance premiums have increased. 
 

17. Admit that YOU cannot quantify the impact, if any, on YOUR health 
insurance premiums of ANY requirement under 42 U.S.C. § 300gg-13 
for COVERAGE OF SCREENINGS FOR . . . HEPATITIS C. 

 
OBJECTION: For the reasons given in Answer 1, I object as this Request is beyond 
the permissible scope of discovery under Fed. R. Civ. P. 26(b)(1). 
ANSWER: Notwithstanding this objection, I lack sufficient knowledge and 
information to admit or deny this Request. However, after the coverage requirements 
under 42 U.S.C. § 300gg-13 were collectively mandated, including the mandate 
specified in this Request, my health insurance premiums have increased. 
 

18. Admit that YOU have no knowledge of whether ANY requirement 
under 42 U.S.C. § 300gg-13 for COVERAGE OF SCREENINGS FOR . . . 
HEPATITIS C, independent of ANY other mandated preventive care, 
had any impact on YOUR health insurance premiums.  

 
OBJECTION: For the reasons given in Answer 1, I object as this Request is beyond 
the permissible scope of discovery under Fed. R. Civ. P. 26(b)(1). 
ANSWER: Notwithstanding this objection, I lack sufficient knowledge and 
information to admit or deny this Request. However, after the coverage requirements 
under 42 U.S.C. § 300gg-13 were collectively mandated, including the mandate 
specified in this Request, my health insurance premiums have increased. 
 

19. Admit that YOU cannot quantify the impact, if any, on YOUR health 
insurance premiums of ANY requirement under 42 U.S.C. § 300gg-13 
for COVERAGE OF SCREENINGS FOR . . . SEXUALLY 
TRANSMITTED INFECTIONS.  
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OBJECTION: For the reasons given in Answer 1, I object as this Request is beyond 
the permissible scope of discovery under Fed. R. Civ. P. 26(b)(1). 
ANSWER: Notwithstanding this objection, I lack sufficient knowledge and 
information to admit or deny this Request. However, after the coverage requirements 
under 42 U.S.C. § 300gg-13 were collectively mandated, including the mandate 
specified in this Request, my health insurance premiums have increased. 
 

20. Admit that YOU have no knowledge of whether ANY requirement 
under 42 U.S.C. § 300gg-13 for COVERAGE OF SCREENINGS FOR . . . 
SEXUALLY TRANSMITTED INFECTIONS, independent of ANY other 
mandated preventive care, had any impact on YOUR health 
insurance premiums. 

 
OBJECTION: For the reasons given in Answer 1, I object as this Request is beyond 
the permissible scope of discovery under Fed. R. Civ. P. 26(b)(1). 
ANSWER: Notwithstanding this objection, I lack sufficient knowledge and 
information to admit or deny this Request. However, after the coverage requirements 
under 42 U.S.C. § 300gg-13 were collectively mandated, including the mandate 
specified in this Request, my health insurance premiums have increased. 
 

21. Admit that YOU cannot quantify the impact, if any, on YOUR health 
insurance premiums of ANY requirement under 42 U.S.C. § 300gg-13 
for COVERAGE OF CONTRACEPTION [AND] CONTRACEPTIVE 
COUNSELING. 

 
OBJECTION: For the reasons given in Answer 1, I object as this Request is beyond 
the permissible scope of discovery under Fed. R. Civ. P. 26(b)(1). 
ANSWER: Notwithstanding this objection, I lack sufficient knowledge and 
information to admit or deny this Request. However, after the coverage requirements 
under 42 U.S.C. § 300gg-13 were collectively mandated, including the mandate 
specified in this Request, my health insurance premiums have increased. 
 

22. Admit that YOU have no knowledge of whether ANY requirement 
under 42 U.S.C. § 300gg-13 for COVERAGE OF CONTRACEPTION 
[AND] CONTRACEPTIVE COUNSELING, independent of ANY other 
mandated preventive care, had any impact on YOUR health 
insurance premiums. 

 
OBJECTION: For the reasons given in Answer 1, I object as this Request is beyond 
the permissible scope of discovery under Fed. R. Civ. P. 26(b)(1). 
ANSWER: Notwithstanding this objection, I lack sufficient knowledge and 
information to admit or deny this Request. However, after the coverage requirements 
under 42 U.S.C. § 300gg-13 were collectively mandated, including the mandate 
specified in this Request, my health insurance premiums have increased. 
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23. Admit that YOU cannot quantify the impact, if any, on YOUR health 

insurance premiums of ANY requirement under 42 U.S.C. § 300gg-13 
for COVERAGE OF . . . HIV SCREENING. 

 
OBJECTION: For the reasons given in Answer 1, I object as this Request is beyond 
the permissible scope of discovery under Fed. R. Civ. P. 26(b)(1). 
ANSWER: Notwithstanding this objection, I lack sufficient knowledge and 
information to admit or deny this Request. However, after the coverage requirements 
under 42 U.S.C. § 300gg-13 were collectively mandated, including the mandate 
specified in this Request, my health insurance premiums have increased. 
 

24. Admit that YOU have no knowledge of whether ANY requirement 
under 42 U.S.C. § 300gg-13 for COVERAGE OF . . . HIV SCREENING, 
independent of ANY other mandated preventive care, had any 
impact on YOUR health insurance premiums.  

 
OBJECTION: For the reasons given in Answer 1, I object as this Request is beyond 
the permissible scope of discovery under Fed. R. Civ. P. 26(b)(1). 
ANSWER: Notwithstanding this objection, I lack sufficient knowledge and 
information to admit or deny this Request. However, after the coverage requirements 
under 42 U.S.C. § 300gg-13 were collectively mandated, including the mandate 
specified in this Request, my health insurance premiums have increased. 
 

25. Admit that YOU cannot quantify the impact, if any, on YOUR health 
insurance premiums of ANY requirement under 42 U.S.C. § 300gg-13 
for COVERAGE OF . . . HPV SCREENING. 

 
OBJECTION: For the reasons given in Answer 1, I object as this Request is beyond 
the permissible scope of discovery under Fed. R. Civ. P. 26(b)(1). 
ANSWER: Notwithstanding this objection, I lack sufficient knowledge and 
information to admit or deny this Request. However, after the coverage requirements 
under 42 U.S.C. § 300gg-13 were collectively mandated, including the mandate 
specified in this Request, my health insurance premiums have increased. 
 

26. Admit that YOU have no knowledge of whether ANY requirement 
under 42 U.S.C. § 300gg-13 for COVERAGE OF . . . HPV SCREENING, 
independent of ANY other mandated preventive care, had any 
impact on YOUR health insurance premiums. 

 
OBJECTION: For the reasons given in Answer 1, I object as this Request is beyond 
the permissible scope of discovery under Fed. R. Civ. P. 26(b)(1). 
ANSWER: Notwithstanding this objection, I lack sufficient knowledge and 
information to admit or deny this Request. However, after the coverage requirements 

APP 249

Case 4:20-cv-00283-O   Document 65   Filed 01/28/22    Page 253 of 458   PageID 1316Case 4:20-cv-00283-O   Document 65   Filed 01/28/22    Page 253 of 458   PageID 1316



MILLER ANSWERS TO REQUESTS FOR ADMISSION   Page 10 of 18 

under 42 U.S.C. § 300gg-13 were collectively mandated, including the mandate 
specified in this Request, my health insurance premiums have increased. 
 

27. Admit that YOU cannot quantify the impact, if any, on YOUR health 
insurance premiums of ANY requirement under 42 U.S.C. § 300gg-13 
for COVERAGE OF . . . BEHAVIORAL COUNSELING FOR 
SEXUALLY TRANSMITTED INFECTIONS. 

 
OBJECTION: For the reasons given in Answer 1, I object as this Request is beyond 
the permissible scope of discovery under Fed. R. Civ. P. 26(b)(1). 
ANSWER: Notwithstanding this objection, I lack sufficient knowledge and 
information to admit or deny this Request. However, after the coverage requirements 
under 42 U.S.C. § 300gg-13 were collectively mandated, including the mandate 
specified in this Request, my health insurance premiums have increased. 
 

28. Admit that YOU have no knowledge of whether ANY requirement 
under 42 U.S.C. § 300gg-13 for COVERAGE OF . . . BEHAVIORAL 
COUNSELING FOR SEXUALLY TRANSMITTED INFECTIONS, 
independent of ANY other mandated preventive care, had any 
impact on YOUR health insurance premiums. 

 
OBJECTION: For the reasons given in Answer 1, I object as this Request is beyond 
the permissible scope of discovery under Fed. R. Civ. P. 26(b)(1). 
ANSWER: Notwithstanding this objection, I lack sufficient knowledge and 
information to admit or deny this Request. However, after the coverage requirements 
under 42 U.S.C. § 300gg-13 were collectively mandated, including the mandate 
specified in this Request, my health insurance premiums have increased. 
 

29. Admit that YOU cannot quantify the impact, if any, on YOUR health 
insurance premiums of ANY requirement under 42 U.S.C. § 300gg-13 
for COVERAGE OF . . . SCREENING FOR INTERPERSONAL AND 
DOMESTIC VIOLENCE. 

 
OBJECTION: For the reasons given in Answer 1, I object as this Request is beyond 
the permissible scope of discovery under Fed. R. Civ. P. 26(b)(1). 
ANSWER: Notwithstanding this objection, I lack sufficient knowledge and 
information to admit or deny this Request. However, after the coverage requirements 
under 42 U.S.C. § 300gg-13 were collectively mandated, including the mandate 
specified in this Request, my health insurance premiums have increased. 
 

30. Admit that YOU have no knowledge of whether ANY requirement 
under 42 U.S.C. § 300gg-13 for COVERAGE OF . . . SCREENING FOR 
INTERPERSONAL AND DOMESTIC VIOLENCE, independent of ANY 
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other mandated preventive care, had any impact on YOUR health 
insurance premiums.  

 
OBJECTION: For the reasons given in Answer 1, I object as this Request is beyond 
the permissible scope of discovery under Fed. R. Civ. P. 26(b)(1). 
ANSWER: Notwithstanding this objection, I lack sufficient knowledge and 
information to admit or deny this Request. However, after the coverage requirements 
under 42 U.S.C. § 300gg-13 were collectively mandated, including the mandate 
specified in this Request, my health insurance premiums have increased. 
 

31. Admit that YOU cannot quantify the impact, if any, on YOUR health 
insurance premiums of ANY coverage requirement under 42 U.S.C. § 
300gg-13 for SCREENING FOR CHLAMYDIA. 

 
OBJECTION: For the reasons given in Answer 1, I object as this Request is beyond 
the permissible scope of discovery under Fed. R. Civ. P. 26(b)(1). 
ANSWER: Notwithstanding this objection, I lack sufficient knowledge and 
information to admit or deny this Request. However, after the coverage requirements 
under 42 U.S.C. § 300gg-13 were collectively mandated, including the mandate 
specified in this Request, my health insurance premiums have increased. 
 

32. Admit that YOU have no knowledge of whether ANY coverage 
requirement under 42 U.S.C. § 300gg-13 for SCREENING FOR 
CHLAMYDIA, independent of ANY other mandated preventive care, 
had any impact on YOUR health insurance premiums. 

 
OBJECTION: For the reasons given in Answer 1, I object as this Request is beyond 
the permissible scope of discovery under Fed. R. Civ. P. 26(b)(1). 
ANSWER: Notwithstanding this objection, I lack sufficient knowledge and 
information to admit or deny this Request. However, after the coverage requirements 
under 42 U.S.C. § 300gg-13 were collectively mandated, including the mandate 
specified in this Request, my health insurance premiums have increased. 
 

33. Admit that YOU cannot quantify the impact, if any, on YOUR health 
insurance premiums of ANY coverage requirement under 42 U.S.C. § 
300gg-13 for SCREENING FOR GONORRHEA. 

 
OBJECTION: For the reasons given in Answer 1, I object as this Request is beyond 
the permissible scope of discovery under Fed. R. Civ. P. 26(b)(1). 
ANSWER: Notwithstanding this objection, I lack sufficient knowledge and 
information to admit or deny this Request. However, after the coverage requirements 
under 42 U.S.C. § 300gg-13 were collectively mandated, including the mandate 
specified in this Request, my health insurance premiums have increased. 
 

APP 251

Case 4:20-cv-00283-O   Document 65   Filed 01/28/22    Page 255 of 458   PageID 1318Case 4:20-cv-00283-O   Document 65   Filed 01/28/22    Page 255 of 458   PageID 1318



MILLER ANSWERS TO REQUESTS FOR ADMISSION   Page 12 of 18 

34. Admit that YOU have no knowledge of whether ANY coverage 
requirement under 42 U.S.C. § 300gg-13 for SCREENING FOR 
GONORRHEA, independent of ANY other mandated preventive care, 
had any impact on YOUR health insurance premiums. 

 
OBJECTION: For the reasons given in Answer 1, I object as this Request is beyond 
the permissible scope of discovery under Fed. R. Civ. P. 26(b)(1). 
ANSWER: Notwithstanding this objection, I lack sufficient knowledge and 
information to admit or deny this Request. However, after the coverage requirements 
under 42 U.S.C. § 300gg-13 were collectively mandated, including the mandate 
specified in this Request, my health insurance premiums have increased. 
 

35. Admit that YOU cannot quantify the impact, if any, on YOUR health 
insurance premiums of ANY coverage requirement under 42 U.S.C. § 
300gg-13 for SCREENING FOR HEPATITIS B.  

 
OBJECTION: For the reasons given in Answer 1, I object as this Request is beyond 
the permissible scope of discovery under Fed. R. Civ. P. 26(b)(1). 
ANSWER: Notwithstanding this objection, I lack sufficient knowledge and 
information to admit or deny this Request. However, after the coverage requirements 
under 42 U.S.C. § 300gg-13 were collectively mandated, including the mandate 
specified in this Request, my health insurance premiums have increased. 
 

36. Admit that YOU have no knowledge of whether ANY coverage 
requirement under 42 U.S.C. § 300gg-13 for SCREENING FOR 
HEPATITIS B, independent of ANY other mandated preventive care, 
had any impact on YOUR health insurance premiums. 

 
OBJECTION: For the reasons given in Answer 1, I object as this Request is beyond 
the permissible scope of discovery under Fed. R. Civ. P. 26(b)(1). 
ANSWER: Notwithstanding this objection, I lack sufficient knowledge and 
information to admit or deny this Request. However, after the coverage requirements 
under 42 U.S.C. § 300gg-13 were collectively mandated, including the mandate 
specified in this Request, my health insurance premiums have increased. 
 

37. Admit that YOU cannot quantify the impact, if any, on YOUR health 
insurance premiums of ANY coverage requirement under 42 U.S.C. § 
300gg-13 for SCREENING FOR HEPATITIS C.  

 
OBJECTION: For the reasons given in Answer 1, I object as this Request is beyond 
the permissible scope of discovery under Fed. R. Civ. P. 26(b)(1). 
ANSWER: Notwithstanding this objection, I lack sufficient knowledge and 
information to admit or deny this Request. However, after the coverage 
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requirements under 42 U.S.C. § 300gg-13 were collectively mandated, including the 
mandate specified in this Request, my health insurance premiums have increased. 
 

38. Admit that YOU have no knowledge of whether ANY coverage 
requirement under 42 U.S.C. § 300gg-13 for SCREENING FOR 
HEPATITIS C, independent of ANY other mandated preventive care, 
had any impact on YOUR health insurance premiums. 

 
OBJECTION: For the reasons given in Answer 1, I object as this Request is beyond 
the permissible scope of discovery under Fed. R. Civ. P. 26(b)(1). 
ANSWER: Notwithstanding this objection, I lack sufficient knowledge and 
information to admit or deny this Request. However, after the coverage 
requirements under 42 U.S.C. § 300gg-13 were collectively mandated, including the 
mandate specified in this Request, my health insurance premiums have increased. 
 

39. Admit that YOU cannot quantify the impact, if any, on YOUR health 
insurance premiums of ANY coverage requirement under 42 U.S.C. § 
300gg-13 for SCREENING FOR HIV. 

 
OBJECTION: For the reasons given in Answer 1, I object as this Request is beyond 
the permissible scope of discovery under Fed. R. Civ. P. 26(b)(1). 
ANSWER: Notwithstanding this objection, I lack sufficient knowledge and 
information to admit or deny this Request. However, after the coverage requirements 
under 42 U.S.C. § 300gg-13 were collectively mandated, including the mandate 
specified in this Request, my health insurance premiums have increased. 
 

40. Admit that YOU have no knowledge of whether ANY coverage 
requirement under 42 U.S.C. § 300gg-13 for SCREENING FOR HIV, 
independent of ANY other mandated preventive care, had any 
impact on YOUR health insurance premiums. 

 
OBJECTION: For the reasons given in Answer 1, I object as this Request is beyond 
the permissible scope of discovery under Fed. R. Civ. P. 26(b)(1). 
ANSWER: Notwithstanding this objection, I lack sufficient knowledge and 
information to admit or deny this Request. However, after the coverage requirements 
under 42 U.S.C. § 300gg-13 were collectively mandated, including the mandate 
specified in this Request, my health insurance premiums have increased. 
 

41. Admit that YOU cannot quantify the impact, if any, on YOUR health 
insurance premiums of ANY coverage requirement under 42 U.S.C. § 
300gg-13 for SCREENING FOR LUNG CANCER (SMOKERS). 

 
OBJECTION: For the reasons given in Answer 1, I object as this Request is beyond 
the permissible scope of discovery under Fed. R. Civ. P. 26(b)(1). 
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ANSWER: Notwithstanding this objection, I lack sufficient knowledge and 
information to admit or deny this Request. However, after the coverage requirements 
under 42 U.S.C. § 300gg-13 were collectively mandated, including the mandate 
specified in this Request, my health insurance premiums have increased. 
 

42. Admit that YOU have no knowledge of whether ANY coverage 
requirement under 42 U.S.C. § 300gg-13 for SCREENING FOR LUNG 
CANCER (SMOKERS), independent of ANY other mandated 
preventive care, had any impact on YOUR health insurance 
premiums. 

 
OBJECTION: For the reasons given in Answer 1, I object as this Request is beyond 
the permissible scope of discovery under Fed. R. Civ. P. 26(b)(1). 
ANSWER: Notwithstanding this objection, I lack sufficient knowledge and 
information to admit or deny this Request. However, after the coverage requirements 
under 42 U.S.C. § 300gg-13 were collectively mandated, including the mandate 
specified in this Request, my health insurance premiums have increased. 
 

43. Admit that YOU cannot quantify the impact, if any, on YOUR health 
insurance premiums of ANY coverage requirement under 42 U.S.C. § 
300gg-13 for SCREENING AND BEHAVIOR INTERVENTIONS FOR 
CHILDHOOD OBESITY. 

 
OBJECTION: For the reasons given in Answer 1, I object as this Request is beyond 
the permissible scope of discovery under Fed. R. Civ. P. 26(b)(1). 
ANSWER: Notwithstanding this objection, I lack sufficient knowledge and 
information to admit or deny this Request. However, after the coverage requirements 
under 42 U.S.C. § 300gg-13 were collectively mandated, including the mandate 
specified in this Request, my health insurance premiums have increased. 
 

44. Admit that YOU have no knowledge of whether ANY coverage 
requirement under 42 U.S.C. § 300gg-13 for SCREENING AND 
BEHAVIOR INTERVENTIONS FOR CHILDHOOD OBESITY, 
independent of ANY other mandated preventive care, had any 
impact on YOUR health insurance premiums. 

 
OBJECTION: For the reasons given in Answer 1, I object as this Request is beyond 
the permissible scope of discovery under Fed. R. Civ. P. 26(b)(1). 
ANSWER: Notwithstanding this objection, I lack sufficient knowledge and 
information to admit or deny this Request. However, after the coverage requirements 
under 42 U.S.C. § 300gg-13 were collectively mandated, including the mandate 
specified in this Request, my health insurance premiums have increased. 
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45. Admit that YOU cannot quantify the impact, if any, on YOUR health 
insurance premiums of ANY coverage requirement under 42 U.S.C. § 
300gg-13 for SCREENING FOR SYPHILIS. 

 
OBJECTION: For the reasons given in Answer 1, I object as this Request is beyond 
the permissible scope of discovery under Fed. R. Civ. P. 26(b)(1). 
ANSWER: Notwithstanding this objection, I lack sufficient knowledge and 
information to admit or deny this Request. However, after the coverage requirements 
under 42 U.S.C. § 300gg-13 were collectively mandated, including the mandate 
specified in this Request, my health insurance premiums have increased. 
 

46. Admit that YOU have no knowledge of whether ANY coverage 
requirement under 42 U.S.C. § 300gg-13 for SCREENING FOR 
SYPHILIS, independent of ANY other mandated preventive care, had 
any impact on YOUR health insurance premiums. 

 
OBJECTION: For the reasons given in Answer 1, I object as this Request is beyond 
the permissible scope of discovery under Fed. R. Civ. P. 26(b)(1). 
ANSWER: Notwithstanding this objection, I lack sufficient knowledge and 
information to admit or deny this Request. However, after the coverage requirements 
under 42 U.S.C. § 300gg-13 were collectively mandated, including the mandate 
specified in this Request, my health insurance premiums have increased. 
 

47. Admit that YOU cannot quantify the impact, if any, on YOUR health 
insurance premiums of ANY coverage requirement under 42 U.S.C. § 
300gg-13 for SCREENING FOR UNHEALTHY DRUG USE. 

 
OBJECTION: For the reasons given in Answer 1, I object as this Request is beyond 
the permissible scope of discovery under Fed. R. Civ. P. 26(b)(1). 
ANSWER: Notwithstanding this objection, I lack sufficient knowledge and 
information to admit or deny this Request. However, after the coverage requirements 
under 42 U.S.C. § 300gg-13 were collectively mandated, including the mandate 
specified in this Request, my health insurance premiums have increased. 
 

48. Admit that YOU have no knowledge of whether ANY coverage 
requirement under 42 U.S.C. § 300gg-13 for SCREENING FOR 
UNHEALTHY DRUG USE, independent of ANY other mandated 
preventive care, had any impact on YOUR health insurance 
premiums. 

 
OBJECTION: For the reasons given in Answer 1, I object as this Request is beyond 
the permissible scope of discovery under Fed. R. Civ. P. 26(b)(1). 
ANSWER: Notwithstanding this objection, I lack sufficient knowledge and 
information to admit or deny this Request. However, after the coverage requirements 
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under 42 U.S.C. § 300gg-13 were collectively mandated, including the mandate 
specified in this Request, my health insurance premiums have increased. 
 
 

Respectfully submitted. 
 
H. Dustin Fillmore III    /s/ Jonathan F. Mitchell 
Texas Bar No. 06996010    Jonathan F. Mitchell 
Charles W. Fillmore    Texas Bar No. 24075463 
Texas Bar No. 00785861    Mitchell Law PLLC 
The Fillmore Law Firm, L.L.P.   111 Congress Avenue, Suite 400 
1200 Summit Avenue, Suite 860   Austin, Texas 78701 
Fort Worth, Texas 76102    (512) 686-3940 (phone) 
(817) 332-2351 (phone)    (512) 686-3941 (fax) 
(817) 870-1859 (fax)    jonathan@mitchell.law 
dusty@fillmorefirm.com 
chad@fillmorefirm.com 
 
Dated: September 27, 2021   Counsel for Plaintiffs 
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VERIFICATION 
 

I declare under penalty of perjury that the answers to these interrogatories are 

true and correct. 

 
____________________________________ 
Joel Miller 
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CERTIFICATE OF SERVICE 
 

I certify that on September 30, 2021, I served this document through e-mail 

upon: 

 
Christopher M. Lynch 
Trial Attorney 
U.S. Department of Justice 
Civil Division 
1100 L Street, NW 
Washington, DC 20005 
(202) 353-4537 (phone) 
(202) 616-8460 (fax) 
christopher.m.lynch@usdoj.gov 
 
Counsel for the Defendants 
 
 

 /s/ Jonathan F. Mitchell 
Jonathan F. Mitchell 
Counsel for Plaintiffs 
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IN THE UNITED STATES DISTRICT COURT 
FOR THE NORTHERN DISTRICT OF TEXAS 

FORT WORTH DIVISION 
_____________________________________ 
 
 
JOHN KELLEY, et al., 
 

Plaintiffs, 
 
v. 
 
XAVIER BECERRA, et al., 
 

Defendants. 
 
 

 
 
 
 
 
Civil Action No. 4:20-CV-00283-O 
 
 
 
 
 

 
 

 
 

PLAINTIFF GREGORY SCHEIDEMAN’S ANSWERS TO  
DEFENDANTS’ FIRST SET OF REQUESTS FOR ADMISSION 

 
GENERAL OBJECTIONS 

1. Plaintiff objects to “instructions” that are not specifically authorized by 

Fed. Rule Civ. P. 26 and/or 36. 

2. Plaintiff objects to Defendants’ citation of Local Rules 26.2(d) and 30.4 

as these citations do not correspond to any local rule of the Northern District of Texas, 

Local Civil Rules effective September 1, 2021.  See Civil Rules | Northern District of 

Texas | United States District Court (uscourts.gov). 

3. Plaintiff objects to “definitions” that are not specifically authorized by 

Fed. R. Civ. P. 26 and/or 36.   
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SPECIFIC OBJECTIONS AND ANSWERS TO REQUESTS FOR ADMISSION 

1. Admit that YOU cannot quantify the impact, if any, on YOUR health 
insurance premiums of ANY coverage requirement under 42 U.S.C. § 
300gg-13 for BEHAVIOR INTERVENTIONS AND 
PHARMACOTHERAPY FOR SMOKING AND TOBACCO USE.  

 
OBJECTION:  
 
Plaintiff objects to Defendants’ demand Plaintiff admit he “cannot quantify the 
impact” of the specified coverage requirement under 42 U.S.C. § 300gg-13 as being 
beyond the permissible scope of discovery under Fed. R. Civ. P. 26(b)(1), for it is 
irrelevant to any party’s claim or defense, and, considering the importance of the 
issues at stake in the action, the amount in controversy, the parties’ relative access 
to relevant information, the parties’ resources, the importance of the discovery in 
resolving the issues, and whether the burden or expense of the proposed discovery 
outweighs its likely benefit, not proportional to the needs of this case.  
 
First, the requested admission is irrelevant to any party’s claim or defense. As 
Defendants have repeatedly conceded and admitted, inter alia, the coverage 
requirements of 42 U.S.C. § 300gg-13 increase health insurance premiums. The 
specific premium increase attributable to the specified coverage mandate has 
absolutely no bearing on Plaintiff’s standing or claims or on Defendants’ defenses 
thereto.  
 
Second, Defendants alone have access to the information needed to quantify the 
specific cost increase caused by the specific mandate, and the resources to obtain it.  
Plaintiff does not have access to the cost and pricing information his insurance 
company used to calculate the precise effect of the specified mandate on his premium. 
This is proprietary information in the hands of a private third party.  But Defendants 
already have this information through, inter alia, the annual Medical Loss Ratio 
(MLR) reports insurers are required to file with the Centers for Medicare and 
Medicaid Services (CMS).    
 
This Request has no bearing on resolution of the issues in this case. The burden or 
expense of the proposed discovery far outweighs its likely benefit, given that Plaintiff 
will need to commence legal process to obtain cost and pricing information from his 
insurance carrier, while Defendants have ready access to this data now.  Accordingly, 
the Request is not proportional to the needs of this case. 
 
ANSWER: Notwithstanding this objection, I lack sufficient knowledge and 
information to admit or deny this Request. However, after the coverage requirements 
under 42 U.S.C. § 300gg-13 were collectively mandated, including the mandate 
specified in this Request, my health insurance premiums have increased. 
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2. Admit that YOU have no knowledge of whether ANY coverage 

requirement under 42 U.S.C. § 300gg-13 for BEHAVIOR 
INTERVENTIONS AND PHARMACOTHERAPY FOR SMOKING AND 
TOBACCO USE, independent of ANY other mandated preventive 
care, had any impact on YOUR health insurance premiums. 

 
OBJECTION: For the reasons given in Answer 1, I object as this Request is beyond 
the permissible scope of discovery under Fed. R. Civ. P. 26(b)(1). 
ANSWER: Notwithstanding this objection, I lack sufficient knowledge and 
information to admit or deny this Request. However, after the coverage requirements 
under 42 U.S.C. § 300gg-13 were collectively mandated, including the mandate 
specified in this Request, my health insurance premiums have increased. 
 

3. Admit that YOU cannot quantify the impact, if any, on YOUR health 
insurance premiums of ANY coverage requirement under 42 U.S.C. § 
300gg-13 for BEHAVIOR INTERVENTIONS TO ADDRESS OBESITY 
AND WEIGHT LOSS. 

 
OBJECTION: For the reasons given in Answer 1, I object as this Request is beyond 
the permissible scope of discovery under Fed. R. Civ. P. 26(b)(1). 
ANSWER: Notwithstanding this objection, I lack sufficient knowledge and 
information to admit or deny this Request. However, after the coverage requirements 
under 42 U.S.C. § 300gg-13 were collectively mandated, including the mandate 
specified in this Request, my health insurance premiums have increased. 
 

4. Admit that YOU have no knowledge of whether ANY coverage 
requirement under 42 U.S.C. § 300gg-13 for BEHAVIOR 
INTERVENTIONS TO ADDRESS OBESITY AND WEIGHT LOSS, 
independent of ANY other mandated preventive care, had any 
impact on YOUR health insurance premiums. 

 
OBJECTION: For the reasons given in Answer 1, I object as this Request is beyond 
the permissible scope of discovery under Fed. R. Civ. P. 26(b)(1). 
ANSWER: Notwithstanding this objection, I lack sufficient knowledge and 
information to admit or deny this Request. However, after the coverage requirements 
under 42 U.S.C. § 300gg-13 were collectively mandated, including the mandate 
specified in this Request, my health insurance premiums have increased. 
 

5. Admit that YOU cannot quantify the impact, if any, on YOUR health 
insurance premiums of ANY coverage requirement under 42 U.S.C. § 
300gg-13 for BEHAVIOR COUNSELING TO REDUCE UNHEALTHY 
ALCOHOL USE. 
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OBJECTION: For the reasons given in Answer 1, I object as this Request is beyond 
the permissible scope of discovery under Fed. R. Civ. P. 26(b)(1). 
ANSWER: Notwithstanding this objection, I lack sufficient knowledge and 
information to admit or deny this Request. However, after the coverage requirements 
under 42 U.S.C. § 300gg-13 were collectively mandated, including the mandate 
specified in this Request, my health insurance premiums have increased. 
 

6. Admit that YOU have no knowledge of whether ANY coverage 
requirement under 42 U.S.C. § 300gg-13 for BEHAVIOR 
COUNSELING TO REDUCE UNHEALTHY ALCOHOL USE, 
independent of ANY other mandated preventive care, had any 
impact on YOUR health insurance premiums. 

 
OBJECTION: For the reasons given in Answer 1, I object as this Request is beyond 
the permissible scope of discovery under Fed. R. Civ. P. 26(b)(1). 
ANSWER: Notwithstanding this objection, I lack sufficient knowledge and 
information to admit or deny this Request. However, after the coverage requirements 
under 42 U.S.C. § 300gg-13 were collectively mandated, including the mandate 
specified in this Request, my health insurance premiums have increased. 
 

7. Admit that YOU cannot quantify the impact, if any, on YOUR health 
insurance premiums of ANY coverage requirement under 42 U.S.C. § 
300gg-13 for BEHAVIOR COUNSELING TO PROMOTE HEALTHFUL 
DIET AND PHYSICAL ACTIVITY. 

 
OBJECTION: For the reasons given in Answer 1, I object as this Request is beyond 
the permissible scope of discovery under Fed. R. Civ. P. 26(b)(1). 
ANSWER: Notwithstanding this objection, I lack sufficient knowledge and 
information to admit or deny this Request. However, after the coverage requirements 
under 42 U.S.C. § 300gg-13 were collectively mandated, including the mandate 
specified in this Request, my health insurance premiums have increased. 
 

8. Admit that YOU have no knowledge of whether ANY coverage 
requirement under 42 U.S.C. § 300gg-13 for BEHAVIOR 
COUNSELING TO PROMOTE HEALTHFUL DIET AND PHYSICAL 
ACTIVITY, independent of ANY other mandated preventive care, had 
any impact on YOUR health insurance premiums. 

 
OBJECTION: For the reasons given in Answer 1, I object as this Request is beyond 
the permissible scope of discovery under Fed. R. Civ. P. 26(b)(1). 
ANSWER: Notwithstanding this objection, I lack sufficient knowledge and 
information to admit or deny this Request. However, after the coverage requirements 
under 42 U.S.C. § 300gg-13 were collectively mandated, including the mandate 
specified in this Request, my health insurance premiums have increased. 
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9. Admit that YOU cannot quantify the impact, if any, on YOUR health 

insurance premiums of ANY coverage requirement under 42 U.S.C. § 
300gg-13 for BEHAVIORAL COUNSELING FOR SEXUALLY ACTIVE 
ADOLESCENTS AND ADULTS WHO ARE AT INCREASED RISK FOR 
SEXUALLY TRANSMITTED INFECTIONS. 

 
OBJECTION: For the reasons given in Answer 1, I object as this Request is beyond 
the permissible scope of discovery under Fed. R. Civ. P. 26(b)(1). 
ANSWER: Notwithstanding this objection, I lack sufficient knowledge and 
information to admit or deny this Request. However, after the coverage requirements 
under 42 U.S.C. § 300gg-13 were collectively mandated, including the mandate 
specified in this Request, my health insurance premiums have increased. 
 

10. Admit that YOU have no knowledge of whether ANY coverage 
requirement under 42 U.S.C. § 300gg-13 for BEHAVIORAL 
COUNSELING FOR SEXUALLY ACTIVE ADOLESCENTS AND 
ADULTS WHO ARE AT INCREASED RISK FOR SEXUALLY 
TRANSMITTED INFECTIONS, independent of ANY other mandated 
preventive care, had any impact on YOUR health insurance 
premiums. 

 
OBJECTION: For the reasons given in Answer 1, I object as this Request is beyond 
the permissible scope of discovery under Fed. R. Civ. P. 26(b)(1). 
ANSWER: Notwithstanding this objection, I lack sufficient knowledge and 
information to admit or deny this Request. However, after the coverage requirements 
under 42 U.S.C. § 300gg-13 were collectively mandated, including the mandate 
specified in this Request, my health insurance premiums have increased. 
 

11. Admit that YOU cannot quantify the impact, if any, on YOUR health 
insurance premiums of ANY requirement under 42 U.S.C. § 300gg-13 
for COVERAGE OF PREEXPOSURE PROPHYLAXIS (PREP) DRUGS. 

 
OBJECTION: For the reasons given in Answer 1, I object as this Request is beyond 
the permissible scope of discovery under Fed. R. Civ. P. 26(b)(1). 
ANSWER: Notwithstanding this objection, I lack sufficient knowledge and 
information to admit or deny this Request. However, after the coverage requirements 
under 42 U.S.C. § 300gg-13 were collectively mandated, including the mandate 
specified in this Request, my health insurance premiums have increased. 
 

12. Admit that YOU have no knowledge of whether ANY requirement 
under 42 U.S.C. § 300gg-13 for COVERAGE OF PREEXPOSURE 
PROPHYLAXIS (PREP) DRUGS, independent of ANY other 
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mandated preventive care, had any impact on YOUR health 
insurance premiums. 

 
OBJECTION: For the reasons given in Answer 1, I object as this Request is beyond 
the permissible scope of discovery under Fed. R. Civ. P. 26(b)(1). 
ANSWER: Notwithstanding this objection, I lack sufficient knowledge and 
information to admit or deny this Request. However, after the coverage requirements 
under 42 U.S.C. § 300gg-13 were collectively mandated, including the mandate 
specified in this Request, my health insurance premiums have increased. 
 

13. Admit that YOU cannot quantify the impact, if any, on YOUR health 
insurance premiums of ANY requirement under 42 U.S.C. § 300gg-13 
for COVERAGE OF THE HUMAN PAPILLOMAVIRUS (HPV) 
VACCINE. 

 
OBJECTION: For the reasons given in Answer 1, I object as this Request is beyond 
the permissible scope of discovery under Fed. R. Civ. P. 26(b)(1). 
ANSWER: Notwithstanding this objection, I lack sufficient knowledge and 
information to admit or deny this Request. However, after the coverage requirements 
under 42 U.S.C. § 300gg-13 were collectively mandated, including the mandate 
specified in this Request, my health insurance premiums have increased. 
 

14. Admit that YOU have no knowledge of whether ANY requirement 
under 42U.S.C. § 300gg- 13 for COVERAGE OF THE HUMAN 
PAPILLOMAVIRUS (HPV) VACCINE, independent of ANY other 
mandated preventive care, had any impact on YOUR health 
insurance premiums. 

 
OBJECTION: For the reasons given in Answer 1, I object as this Request is beyond 
the permissible scope of discovery under Fed. R. Civ. P. 26(b)(1). 
ANSWER: Notwithstanding this objection, I lack sufficient knowledge and 
information to admit or deny this Request. However, after the coverage requirements 
under 42 U.S.C. § 300gg-13 were collectively mandated, including the mandate 
specified in this Request, my health insurance premiums have increased. 
 

15. Admit that YOU cannot quantify the impact, if any, on YOUR health 
insurance premiums of ANY requirement under 42 U.S.C. § 300gg-13 
for COVERAGE OF SCREENINGS FOR HIV. 

 
OBJECTION: For the reasons given in Answer 1, I object as this Request is beyond 
the permissible scope of discovery under Fed. R. Civ. P. 26(b)(1). 
ANSWER: Notwithstanding this objection, I lack sufficient knowledge and 
information to admit or deny this Request. However, after the coverage requirements 
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under 42 U.S.C. § 300gg-13 were collectively mandated, including the mandate 
specified in this Request, my health insurance premiums have increased. 
 

16. Admit that YOU have no knowledge of whether ANY requirement 
under 42 U.S.C. § 300gg-13 for COVERAGE OF SCREENINGS FOR 
HIV, independent of ANY other mandated preventive care, had any 
impact on YOUR health insurance premiums. 

 
OBJECTION: For the reasons given in Answer 1, I object as this Request is beyond 
the permissible scope of discovery under Fed. R. Civ. P. 26(b)(1). 
ANSWER: Notwithstanding this objection, I lack sufficient knowledge and 
information to admit or deny this Request. However, after the coverage requirements 
under 42 U.S.C. § 300gg-13 were collectively mandated, including the mandate 
specified in this Request, my health insurance premiums have increased. 
 

17. Admit that YOU cannot quantify the impact, if any, on YOUR health 
insurance premiums of ANY requirement under 42 U.S.C. § 300gg-13 
for COVERAGE OF SCREENINGS FOR . . . HEPATITIS C. 

 
OBJECTION: For the reasons given in Answer 1, I object as this Request is beyond 
the permissible scope of discovery under Fed. R. Civ. P. 26(b)(1). 
ANSWER: Notwithstanding this objection, I lack sufficient knowledge and 
information to admit or deny this Request. However, after the coverage requirements 
under 42 U.S.C. § 300gg-13 were collectively mandated, including the mandate 
specified in this Request, my health insurance premiums have increased. 
 

18. Admit that YOU have no knowledge of whether ANY requirement 
under 42 U.S.C. § 300gg-13 for COVERAGE OF SCREENINGS FOR . . . 
HEPATITIS C, independent of ANY other mandated preventive care, 
had any impact on YOUR health insurance premiums.  

 
OBJECTION: For the reasons given in Answer 1, I object as this Request is beyond 
the permissible scope of discovery under Fed. R. Civ. P. 26(b)(1). 
ANSWER: Notwithstanding this objection, I lack sufficient knowledge and 
information to admit or deny this Request. However, after the coverage requirements 
under 42 U.S.C. § 300gg-13 were collectively mandated, including the mandate 
specified in this Request, my health insurance premiums have increased. 
 

19. Admit that YOU cannot quantify the impact, if any, on YOUR health 
insurance premiums of ANY requirement under 42 U.S.C. § 300gg-13 
for COVERAGE OF SCREENINGS FOR . . . SEXUALLY 
TRANSMITTED INFECTIONS.  
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OBJECTION: For the reasons given in Answer 1, I object as this Request is beyond 
the permissible scope of discovery under Fed. R. Civ. P. 26(b)(1). 
ANSWER: Notwithstanding this objection, I lack sufficient knowledge and 
information to admit or deny this Request. However, after the coverage requirements 
under 42 U.S.C. § 300gg-13 were collectively mandated, including the mandate 
specified in this Request, my health insurance premiums have increased. 
 

20. Admit that YOU have no knowledge of whether ANY requirement 
under 42 U.S.C. § 300gg-13 for COVERAGE OF SCREENINGS FOR . . . 
SEXUALLY TRANSMITTED INFECTIONS, independent of ANY other 
mandated preventive care, had any impact on YOUR health 
insurance premiums. 

 
OBJECTION: For the reasons given in Answer 1, I object as this Request is beyond 
the permissible scope of discovery under Fed. R. Civ. P. 26(b)(1). 
ANSWER: Notwithstanding this objection, I lack sufficient knowledge and 
information to admit or deny this Request. However, after the coverage requirements 
under 42 U.S.C. § 300gg-13 were collectively mandated, including the mandate 
specified in this Request, my health insurance premiums have increased. 
 

21. Admit that YOU cannot quantify the impact, if any, on YOUR health 
insurance premiums of ANY coverage requirement under 42 U.S.C. § 
300gg-13 for COVERAGE OF . . . HIV SCREENING.  

 
OBJECTION: For the reasons given in Answer 1, I object as this Request is beyond 
the permissible scope of discovery under Fed. R. Civ. P. 26(b)(1). 
ANSWER: Notwithstanding this objection, I lack sufficient knowledge and 
information to admit or deny this Request. However, after the coverage requirements 
under 42 U.S.C. § 300gg-13 were collectively mandated, including the mandate 
specified in this Request, my health insurance premiums have increased. 
 

22. Admit that YOU have no knowledge of whether ANY coverage 
requirement under 42 U.S.C. § 300gg-13 for COVERAGE OF . . . HIV 
SCREENING, independent of ANY other mandated preventive care, 
had any impact on YOUR health insurance premiums. 

 
OBJECTION: For the reasons given in Answer 1, I object as this Request is beyond 
the permissible scope of discovery under Fed. R. Civ. P. 26(b)(1). 
ANSWER: Notwithstanding this objection, I lack sufficient knowledge and 
information to admit or deny this Request. However, after the coverage requirements 
under 42 U.S.C. § 300gg-13 were collectively mandated, including the mandate 
specified in this Request, my health insurance premiums have increased. 
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23. Admit that YOU cannot quantify the impact, if any, on YOUR health 
insurance premiums of ANY requirement under 42 U.S.C. § 300gg-13 
for COVERAGE OF CONTRACEPTION [AND] CONTRACEPTIVE 
COUNSELING. 

 
OBJECTION: For the reasons given in Answer 1, I object as this Request is beyond 
the permissible scope of discovery under Fed. R. Civ. P. 26(b)(1). 
ANSWER: Notwithstanding this objection, I lack sufficient knowledge and 
information to admit or deny this Request. However, after the coverage requirements 
under 42 U.S.C. § 300gg-13 were collectively mandated, including the mandate 
specified in this Request, my health insurance premiums have increased. 
 

24. Admit that YOU have no knowledge of whether ANY requirement 
under 42 U.S.C. § 300gg-13 for COVERAGE OF CONTRACEPTION 
[AND] CONTRACEPTIVE COUNSELING, independent of ANY other 
mandated preventive care, had any impact on YOUR health 
insurance premiums. 

 
OBJECTION: For the reasons given in Answer 1, I object as this Request is beyond 
the permissible scope of discovery under Fed. R. Civ. P. 26(b)(1). 
ANSWER: Notwithstanding this objection, I lack sufficient knowledge and 
information to admit or deny this Request. However, after the coverage requirements 
under 42 U.S.C. § 300gg-13 were collectively mandated, including the mandate 
specified in this Request, my health insurance premiums have increased. 
 

25. Admit that YOU cannot quantify the impact, if any, on YOUR health 
insurance premiums of ANY requirement under 42 U.S.C. § 300gg-13 
for COVERAGE OF . . . BEHAVIORAL COUNSELING FOR 
SEXUALLY TRANSMITTED INFECTIONS. 

 
OBJECTION: For the reasons given in Answer 1, I object as this Request is beyond 
the permissible scope of discovery under Fed. R. Civ. P. 26(b)(1). 
ANSWER: Notwithstanding this objection, I lack sufficient knowledge and 
information to admit or deny this Request. However, after the coverage requirements 
under 42 U.S.C. § 300gg-13 were collectively mandated, including the mandate 
specified in this Request, my health insurance premiums have increased. 
 

26. Admit that YOU have no knowledge of whether ANY requirement 
under 42 U.S.C. § 300gg-13 for COVERAGE OF . . . BEHAVIORAL 
COUNSELING FOR SEXUALLY TRANSMITTED INFECTIONS, 
independent of ANY other mandated preventive care, had any 
impact on YOUR health insurance premiums. 
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OBJECTION: For the reasons given in Answer 1, I object as this Request is beyond 
the permissible scope of discovery under Fed. R. Civ. P. 26(b)(1). 
ANSWER: Notwithstanding this objection, I lack sufficient knowledge and 
information to admit or deny this Request. However, after the coverage requirements 
under 42 U.S.C. § 300gg-13 were collectively mandated, including the mandate 
specified in this Request, my health insurance premiums have increased. 
 

27. Admit that YOU cannot quantify the impact, if any, on YOUR health 
insurance premiums of ANY requirement under 42 U.S.C. § 300gg-13 
for COVERAGE OF . . . SCREENING FOR INTERPERSONAL AND 
DOMESTIC VIOLENCE. 

 
OBJECTION: For the reasons given in Answer 1, I object as this Request is beyond 
the permissible scope of discovery under Fed. R. Civ. P. 26(b)(1). 
ANSWER: Notwithstanding this objection, I lack sufficient knowledge and 
information to admit or deny this Request. However, after the coverage requirements 
under 42 U.S.C. § 300gg-13 were collectively mandated, including the mandate 
specified in this Request, my health insurance premiums have increased. 
 

28. Admit that YOU have no knowledge of whether ANY requirement 
under 42 U.S.C. § 300gg-13 for COVERAGE OF . . . SCREENING FOR 
INTERPERSONAL AND DOMESTIC VIOLENCE, independent of ANY 
other mandated preventive care, had any impact on YOUR health 
insurance premiums.  

 
OBJECTION: For the reasons given in Answer 1, I object as this Request is beyond 
the permissible scope of discovery under Fed. R. Civ. P. 26(b)(1). 
ANSWER: Notwithstanding this objection, I lack sufficient knowledge and 
information to admit or deny this Request. However, after the coverage requirements 
under 42 U.S.C. § 300gg-13 were collectively mandated, including the mandate 
specified in this Request, my health insurance premiums have increased. 
 

29. Admit that YOU cannot quantify the impact, if any, on YOUR health 
insurance premiums of ANY coverage requirement under 42 U.S.C. § 
300gg-13 for SCREENING FOR CHLAMYDIA. 

 
OBJECTION: For the reasons given in Answer 1, I object as this Request is beyond 
the permissible scope of discovery under Fed. R. Civ. P. 26(b)(1). 
ANSWER: Notwithstanding this objection, I lack sufficient knowledge and 
information to admit or deny this Request. However, after the coverage requirements 
under 42 U.S.C. § 300gg-13 were collectively mandated, including the mandate 
specified in this Request, my health insurance premiums have increased. 
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30. Admit that YOU have no knowledge of whether ANY coverage 
requirement under 42 U.S.C. § 300gg-13 for SCREENING FOR 
CHLAMYDIA, independent of ANY other mandated preventive care, 
had any impact on YOUR health insurance premiums. 

 
OBJECTION: For the reasons given in Answer 1, I object as this Request is beyond 
the permissible scope of discovery under Fed. R. Civ. P. 26(b)(1). 
ANSWER: Notwithstanding this objection, I lack sufficient knowledge and 
information to admit or deny this Request. However, after the coverage requirements 
under 42 U.S.C. § 300gg-13 were collectively mandated, including the mandate 
specified in this Request, my health insurance premiums have increased. 
 

31. Admit that YOU cannot quantify the impact, if any, on YOUR health 
insurance premiums of ANY coverage requirement under 42 U.S.C. § 
300gg-13 for SCREENING FOR GONORRHEA. 

 
OBJECTION: For the reasons given in Answer 1, I object as this Request is beyond 
the permissible scope of discovery under Fed. R. Civ. P. 26(b)(1). 
ANSWER: Notwithstanding this objection, I lack sufficient knowledge and 
information to admit or deny this Request. However, after the coverage requirements 
under 42 U.S.C. § 300gg-13 were collectively mandated, including the mandate 
specified in this Request, my health insurance premiums have increased. 
 

32. Admit that YOU have no knowledge of whether ANY coverage 
requirement under 42 U.S.C. § 300gg-13 for SCREENING FOR 
GONORRHEA, independent of ANY other mandated preventive care, 
had any impact on YOUR health insurance premiums. 

 
OBJECTION: For the reasons given in Answer 1, I object as this Request is beyond 
the permissible scope of discovery under Fed. R. Civ. P. 26(b)(1). 
ANSWER: Notwithstanding this objection, I lack sufficient knowledge and 
information to admit or deny this Request. However, after the coverage requirements 
under 42 U.S.C. § 300gg-13 were collectively mandated, including the mandate 
specified in this Request, my health insurance premiums have increased. 
 

33. Admit that YOU cannot quantify the impact, if any, on YOUR health 
insurance premiums of ANY coverage requirement under 42 U.S.C. § 
300gg-13 for SCREENING FOR HEPATITIS C.  

 
OBJECTION: For the reasons given in Answer 1, I object as this Request is beyond 
the permissible scope of discovery under Fed. R. Civ. P. 26(b)(1). 
ANSWER: Notwithstanding this objection, I lack sufficient knowledge and 
information to admit or deny this Request. However, after the coverage 
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requirements under 42 U.S.C. § 300gg-13 were collectively mandated, including the 
mandate specified in this Request, my health insurance premiums have increased. 
 

34. Admit that YOU have no knowledge of whether ANY coverage 
requirement under 42 U.S.C. § 300gg-13 for SCREENING FOR 
HEPATITIS C, independent of ANY other mandated preventive care, 
had any impact on YOUR health insurance premiums. 

 
OBJECTION: For the reasons given in Answer 1, I object as this Request is beyond 
the permissible scope of discovery under Fed. R. Civ. P. 26(b)(1). 
ANSWER: Notwithstanding this objection, I lack sufficient knowledge and 
information to admit or deny this Request. However, after the coverage 
requirements under 42 U.S.C. § 300gg-13 were collectively mandated, including the 
mandate specified in this Request, my health insurance premiums have increased. 
 

35. Admit that YOU cannot quantify the impact, if any, on YOUR health 
insurance premiums of ANY coverage requirement under 42 U.S.C. § 
300gg-13 for SCREENING FOR HIV. 

 
OBJECTION: For the reasons given in Answer 1, I object as this Request is beyond 
the permissible scope of discovery under Fed. R. Civ. P. 26(b)(1). 
ANSWER: Notwithstanding this objection, I lack sufficient knowledge and 
information to admit or deny this Request. However, after the coverage requirements 
under 42 U.S.C. § 300gg-13 were collectively mandated, including the mandate 
specified in this Request, my health insurance premiums have increased. 
 

36. Admit that YOU have no knowledge of whether ANY coverage 
requirement under 42 U.S.C. § 300gg-13 for SCREENING FOR HIV, 
independent of ANY other mandated preventive care, had any 
impact on YOUR health insurance premiums. 

 
OBJECTION: For the reasons given in Answer 1, I object as this Request is beyond 
the permissible scope of discovery under Fed. R. Civ. P. 26(b)(1). 
ANSWER: Notwithstanding this objection, I lack sufficient knowledge and 
information to admit or deny this Request. However, after the coverage requirements 
under 42 U.S.C. § 300gg-13 were collectively mandated, including the mandate 
specified in this Request, my health insurance premiums have increased. 
 

37. Admit that YOU cannot quantify the impact, if any, on YOUR health 
insurance premiums of ANY coverage requirement under 42 U.S.C. § 
300gg-13 for SCREENING FOR LUNG CANCER (SMOKERS). 

 
OBJECTION: For the reasons given in Answer 1, I object as this Request is beyond 
the permissible scope of discovery under Fed. R. Civ. P. 26(b)(1). 
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ANSWER: Notwithstanding this objection, I lack sufficient knowledge and 
information to admit or deny this Request. However, after the coverage requirements 
under 42 U.S.C. § 300gg-13 were collectively mandated, including the mandate 
specified in this Request, my health insurance premiums have increased. 
 

38. Admit that YOU have no knowledge of whether ANY coverage 
requirement under 42 U.S.C. § 300gg-13 for SCREENING FOR LUNG 
CANCER (SMOKERS), independent of ANY other mandated 
preventive care, had any impact on YOUR health insurance 
premiums. 

 
OBJECTION: For the reasons given in Answer 1, I object as this Request is beyond 
the permissible scope of discovery under Fed. R. Civ. P. 26(b)(1). 
ANSWER: Notwithstanding this objection, I lack sufficient knowledge and 
information to admit or deny this Request. However, after the coverage requirements 
under 42 U.S.C. § 300gg-13 were collectively mandated, including the mandate 
specified in this Request, my health insurance premiums have increased. 
 

39. Admit that YOU cannot quantify the impact, if any, on YOUR health 
insurance premiums of ANY coverage requirement under 42 U.S.C. § 
300gg-13 for SCREENING AND BEHAVIOR INTERVENTIONS FOR 
CHILDHOOD OBESITY. 

 
OBJECTION: For the reasons given in Answer 1, I object as this Request is beyond 
the permissible scope of discovery under Fed. R. Civ. P. 26(b)(1). 
ANSWER: Notwithstanding this objection, I lack sufficient knowledge and 
information to admit or deny this Request. However, after the coverage requirements 
under 42 U.S.C. § 300gg-13 were collectively mandated, including the mandate 
specified in this Request, my health insurance premiums have increased. 
 

40. Admit that YOU have no knowledge of whether ANY coverage 
requirement under 42 U.S.C. § 300gg-13 for SCREENING AND 
BEHAVIOR INTERVENTIONS FOR CHILDHOOD OBESITY, 
independent of ANY other mandated preventive care, had any 
impact on YOUR health insurance premiums. 

 
OBJECTION: For the reasons given in Answer 1, I object as this Request is beyond 
the permissible scope of discovery under Fed. R. Civ. P. 26(b)(1). 
ANSWER: Notwithstanding this objection, I lack sufficient knowledge and 
information to admit or deny this Request. However, after the coverage requirements 
under 42 U.S.C. § 300gg-13 were collectively mandated, including the mandate 
specified in this Request, my health insurance premiums have increased. 
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41. Admit that YOU cannot quantify the impact, if any, on YOUR health 
insurance premiums of ANY coverage requirement under 42 U.S.C. § 
300gg-13 for SCREENING FOR SYPHILIS. 

 
OBJECTION: For the reasons given in Answer 1, I object as this Request is beyond 
the permissible scope of discovery under Fed. R. Civ. P. 26(b)(1). 
ANSWER: Notwithstanding this objection, I lack sufficient knowledge and 
information to admit or deny this Request. However, after the coverage requirements 
under 42 U.S.C. § 300gg-13 were collectively mandated, including the mandate 
specified in this Request, my health insurance premiums have increased. 
 

42. Admit that YOU have no knowledge of whether ANY coverage 
requirement under 42 U.S.C. § 300gg-13 for SCREENING FOR 
SYPHILIS, independent of ANY other mandated preventive care, had 
any impact on YOUR health insurance premiums. 

 
OBJECTION: For the reasons given in Answer 1, I object as this Request is beyond 
the permissible scope of discovery under Fed. R. Civ. P. 26(b)(1). 
ANSWER: Notwithstanding this objection, I lack sufficient knowledge and 
information to admit or deny this Request. However, after the coverage requirements 
under 42 U.S.C. § 300gg-13 were collectively mandated, including the mandate 
specified in this Request, my health insurance premiums have increased. 
 

43. Admit that YOU cannot quantify the impact, if any, on YOUR health 
insurance premiums of ANY coverage requirement under 42 U.S.C. § 
300gg-13 for SCREENING FOR UNHEALTHY DRUG USE. 

 
OBJECTION: For the reasons given in Answer 1, I object as this Request is beyond 
the permissible scope of discovery under Fed. R. Civ. P. 26(b)(1). 
ANSWER: Notwithstanding this objection, I lack sufficient knowledge and 
information to admit or deny this Request. However, after the coverage requirements 
under 42 U.S.C. § 300gg-13 were collectively mandated, including the mandate 
specified in this Request, my health insurance premiums have increased. 
 

44. Admit that YOU have no knowledge of whether ANY coverage 
requirement under 42 U.S.C. § 300gg-13 for SCREENING FOR 
UNHEALTHY DRUG USE, independent of ANY other mandated 
preventive care, had any impact on YOUR health insurance 
premiums. 

 
OBJECTION: For the reasons given in Answer 1, I object as this Request is beyond 
the permissible scope of discovery under Fed. R. Civ. P. 26(b)(1). 
ANSWER: Notwithstanding this objection, I lack sufficient knowledge and 
information to admit or deny this Request. However, after the coverage requirements 
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under 42 U.S.C. § 300gg-13 were collectively mandated, including the mandate 
specified in this Request, my health insurance premiums have increased. 

Government’s Requests for Admission 45-88 are identical to their Requests for 
Admission 1-44 and, as such, are answered the same way.  

Respectfully submitted. 

H. Dustin Fillmore III /s/ Jonathan F. Mitchell 
Texas Bar No. 06996010 Jonathan F. Mitchell 
Charles W. Fillmore Texas Bar No. 24075463 
Texas Bar No. 00785861 Mitchell Law PLLC 
The Fillmore Law Firm, L.L.P. 111 Congress Avenue, Suite 400 
1200 Summit Avenue, Suite 860 Austin, Texas 78701 
Fort Worth, Texas 76102 (512) 686-3940 (phone)
(817) 332-2351 (phone) (512) 686-3941 (fax)
(817) 870-1859 (fax) jonathan@mitchell.law
dusty@fillmorefirm.com
chad@fillmorefirm.com

Dated: September 27, 2021 Counsel for Plaintiffs 
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CERTIFICATE OF SERVICE 

I certify that on September 30, 2021, I served this document through e-mail 

upon: 

Christopher M. Lynch 
Trial Attorney 
U.S. Department of Justice 
Civil Division 
1100 L Street, NW 
Washington, DC 20005 
(202) 353-4537 (phone)
(202) 616-8460 (fax)
christopher.m.lynch@usdoj.gov

Counsel for the Defendants 

 /s/ Jonathan F. Mitchell 
Jonathan F. Mitchell 
Counsel for Plaintiffs 
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U N I T E D  S T A T E S  D I S T R I C T  C O U R T  
F O R  T H E  N O R T H E R N  D I S T R I C T  O F  T E X A S  

F O R T  W O R T H  D I V I S I O N  
 

  
John Kelley, et al. 

Plaintiffs, 

v. 

Xavier Becerra, et al., 

Defendants. 

 
 
 

 
Case No. 4:20-cv-00283-O 

 

 
PLAINTIFF JOHN KELLEY’S ANSWERS TO FIRST SET OF 

INTERROGATORIES 

1. Federal law requires all private health insurance to cover “evidence-based 

items or services that have in effect a rating of ‘A’ or ‘B’ in the current recommenda-

tions of the United States Preventive Services Task Force,” and to cover these items 

or services without any cost-sharing requirements such as deductibles or co-pays. See 

42 U.S.C. § 300gg-13(a)(1). It also requires private insurers to cover “immunizations 

that have in effect a recommendation from the Advisory Committee on Immuniza-

tion Practices (ACIP) of the Centers for Disease Control and Prevention with respect 

to the individual involved,” and to do so without any cost-sharing requirements such 

as deductibles or co-pays. See 42 U.S.C. § 300gg-13(a)(2). It requires private insurers 

to cover “with respect to infants, children, and adolescents, evidence-informed pre-

ventive care and screenings provided for in the comprehensive guidelines supported 

by the Health Resources and Services Administration,” and to cover this preventive 

care and screenings without any cost-sharing requirements such as deductibles or co-

pays. See 42 U.S.C. § 300gg-13(a)(3). And it compels coverage “with respect to 

women, [of] such additional preventive care and screenings not described in [42 

U.S.C. § 300gg-13(a)(1)] as provided for in comprehensive guidelines supported by 
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the Health Resources and Services Administration for purposes of this paragraph,” 

and it forbids any cost-sharing requirements such as deductibles or co-pays with re-

spect to this required coverage. See 42 U.S.C. § 300gg-13(a)(4).  

The U.S. Preventive Services Task Force has assigned “A” or “B” ratings to nu-

merous forms of preventive-care coverage that we do not want or need, because nei-

ther we nor our children engage in the behaviors or lifestyle choices that makes this 

preventive treatment necessary. This unneeded and unwanted preventive-care cover-

age includes:  

behavior interventions and pharmacotherapy for smoking and tobacco 
use 
 
behavior interventions to address obesity and weight loss 
 
behavior counseling to reduce unhealthy alcohol use 
 
behavior counseling to promote healthful diet and physical activity 
 
screening for chlamydia 
 
screening for gonorrhea 
 
screening for hepatitis B 
 
screening for hepatitis C 
 
screening for HIV 

 
screening for lung cancer (smokers) 
 
screening and behavior interventions for childhood obesity 
 
coverage of preexposure prophylaxis (PrEP) drugs 
 
behavioral counseling for sexually active adolescents and adults who are 
at increased risk for sexually transmitted infections 
 
screening for syphilis 
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screening for unhealthy drug use 

A copy of the U.S. Preventive Services Task Force ratings is attached to these answers 

as Exhibit A.  

The Advisory Committee on Immunization Practices (ACIP) guidelines require 

coverage of the human papillomavirus (HPV) vaccine, which we do not need because 

neither we nor our children engage in the behaviors that necessitate a vaccine for this 

sexually transmitted disease. A copy of the ACIP vaccine recommendations and guide-

lines is attached to these answers at Exhibit B. 

The Health Resources and Services Administration’s preventive-care guidelines 

with respect to infants, children, and adolescents require coverage of screenings for 

HIV, Hepatitis C, and sexually transmitted infections, which we do not need because 

neither we nor our children engage in the behaviors that makes this preventive treat-

ment necessary. A copy of the Bright Futures Periodicity Schedule, which HRSA has 

accepted as its guidelines for purposes of 42 U.S.C. § 300gg-13(a)(3), is attached to 

these answers as Exhibit C. 

The Health Resources and Services Administration’s preventive-care guidelines 

with respect to women require coverage of contraception, contraceptive counseling, 

HIV screening, HPV screening, behavioral counseling for sexually transmitted infec-

tions, and screening for interpersonal and domestic violence, which we do not need 

because neither we nor our children engage in the behaviors that makes this preven-

tive treatment necessary. A copy of HRSA’s women’s preventive services guidelines is 

attached to these answers as Exhibit D. 

2. The defendants’ enforcement of 42 U.S.C. § 300gg-13 makes it impossible 

for me to purchase health insurance that excludes this unwanted and unneeded pre-

ventive-care coverage. It also makes it impossible for me to purchase health insurance 

unless I pay for preventive-care coverage that violates my religious beliefs or that fa-

cilitates or accommodates behavior that violates my religious beliefs.  
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3. Same answer as to Interrogatory No. 1. 

4. (a) I was enrolled in and received health-insurance coverage from Principal 

Life Insurance from May 21, 2002, through November 24, 2010. I was enrolled in 

and received health-insurance coverage from Humana from December 20, 2010 (date 

of first premium), through October 27, 2014 (date of last premium). I was enrolled 

in and received health-insurance coverage from Blue Cross Blue Shield from October 

30, 2014 (date of first premium) through October 30, 2016 (date of last premium). 

I have been on Medi-share ever since, which is a Christian bill-sharing arrangement 

rather than health insurance. 

(b) The total premiums that my company paid for health-insurance coverage for 

me and for my employees through Principal were: $12,794.10 from May 2002 

through December 2002; $22,293.56 from January 2003 through December 2003; 

$25,514.74 from January 2004 through December 2004; $29,278.80 from January 

2005 through December 2005; $6,765.26 from January 2006 through May 2006; 

$53,199.10 from December 2007 through December 2008; $45,691.86 from Janu-

ary 2009 through December 2009; and $43,295.94 from January 2010 through No-

vember 2010. I have had approximately 6 through 10 employees from 2002 through 

today. I do not have data that breaks down what portion of these premiums were paid 

by the employee and what portion were paid by my company as the employer portion. 

For several years, my company paid the full premiums, but I eventually changed and 

had my employees pay 25% of the premiums.  

The total premiums that my company paid for health-insurance coverage for me 

and my employees through Humana were: $56,551.14 from December 2010 

through December 2011; $40,893.80 from January 2012 through October 2012; 

$25,739.37 from January 2013 through December 2013; and $35,949.24 from Jan-

uary 2014 through November 2014. 
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The total premiums that my company paid for health-insurance coverage for me 

and my employees through Blue Cross Blue Shield were: $39,842.91 from December 

2014 through December 2015; and $32,322.90 from January 2016 through No-

vember 2016.  

(c) See answer to (b) above.  

(d) To the best of my knowledge, none of the health-insurance plans in which I 

have enrolled included coverage of PrEP drugs, because the mandate to cover PrEP 

drugs as preventive care did not take effect until 2021. 

(e) To the best of my knowledge, the health-insurance plans in which I have en-

rolled covered all the preventive care required by 42 U.S.C. § 300gg-13(a)(1)–(4) 

from the time those preventive-care mandates took effect, with no co-pays because 

no co-pays for mandated preventive care are allowed under federal law. 

(f) To the best of my knowledge, the health-insurance plans in which I have en-

rolled covered all the preventive care required by 42 U.S.C. § 300gg-13(a)(1)–(4) 

from the time those preventive-care mandates took effect, with no co-pays because 

no co-pays for mandated preventive care are allowed under federal law. 

(g) To the best of my knowledge, the health-insurance plans in which I have en-

rolled covered all the preventive care required by 42 U.S.C. § 300gg-13(a)(1)–(4) 

from the time those preventive-care mandates took effect, with no co-pays because 

no co-pays for mandated preventive care are allowed under federal law. 

(h) To the best of my knowledge, the health-insurance plans in which I have en-

rolled covered all the preventive care required by 42 U.S.C. § 300gg-13(a)(1)–(4) 

from the time those preventive-care mandates took effect, with no co-pays because 

no co-pays for mandated preventive care are allowed under federal law. 

5. I did not make efforts between January 1, 2000, and the present to obtain 

health insurance that does not include coverage of PrEP drugs because they were not 
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(to the best of my knowledge) covered by my health insurance and federal law (at the 

time) did not require them to be covered. 

6. See answer to Interrogatory No. 1. 

7. I did not make efforts between January 1, 2000, and the present to obtain 

health insurance that does not include coverage of the preventive care described in 

my answer to Interrogatory No. 1 because federal law compelled the coverage of this 

preventive care and it was not possible to obtain private health insurance that excludes 

this required coverage, either through my employers or through the exchanges. 

8. See answer to Interrogatory No. 1. 

9. I did not make efforts between January 1, 2000, and the present to obtain 

health insurance that does not include coverage of the preventive care described in 

my answer to Interrogatory No. 1 because federal law compelled the coverage of this 

preventive care and it was not possible to obtain private health insurance that excludes 

this required coverage, either through my employers or through the exchanges. 

10. See answer to Interrogatory No. 1. 

11. I did not make efforts between January 1, 2000, and the present to obtain 

health insurance that does not include coverage of the preventive care described in 

my answer to Interrogatory No. 1 because federal law compelled the coverage of this 

preventive care and it was not possible to obtain private health insurance that excludes 

this required coverage, either through my employers or through the exchanges. 

12. See answer to Interrogatory No. 1. 

13. I did not make efforts between January 1, 2000, and the present to obtain 

health insurance that does not include coverage of the preventive care described in 

my answer to Interrogatory No. 1 because federal law compelled the coverage of this 

preventive care and it was not possible to obtain private health insurance that excludes 

this required coverage, either through my employers or through the exchanges. 
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14. I am a Christian and accept the Bible as the authoritative and inerrant word 

of God. The Bible condemns sexual activity outside marriage between one man and 

one woman, including homosexual conduct, and this stance is consistent with millenia 

of Christian teaching. 

15. Mandating the coverage of PrEP drugs is something that facilitates and en-

courages homosexual behavior, intravenous drug use, and sexual activity outside of 

marriage between one man and one woman, and participating in a health-insurance 

plan that uses our premiums to pay for coverage of PrEP drugs would make me com-

plicit in these behaviors. 

 
 
 
H. Dustin Fillmore III 
Texas Bar No. 06996010 
Charles W. Fillmore 
Texas Bar No. 00785861 
The Fillmore Law Firm, L.L.P. 
1200 Summit Avenue, Suite 860 
Fort Worth, Texas 76102 
(817) 332-2351 (phone) 
(817) 870-1859 (fax) 
dusty@fillmorefirm.com 
chad@fillmorefirm.com   
 
Dated: July 16, 2021 

Respectfully submitted. 
 
 /s/ Jonathan F. Mitchell  
Jonathan F. Mitchell 
Texas Bar No. 24075463 
Mitchell Law PLLC 
111 Congress Avenue, Suite 400 
Austin, Texas 78701 

3940 (phone)-(512) 686  
3941 (fax)-(512) 686  

jonathan@mitchell.law 
 
 
 
 
Counsel for Plaintiffs 
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VERIFICATION 

I declare under penalty of perjury that the answers to these interrogatories are 

true and correct. 

 

      ____________________________________ 
      John Kelley 
  

John M Kelley Jr (Jul 16, 2021 14:22 CDT)
John M Kelley Jr
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CERTIFICATE OF SERVICE 

I certify that on July 16, 2021, I served this document through e-mail upon:  

Christopher M. Lynch 
Jordan L. Von Bokern 
Trial Attorneys 
U.S. Department of Justice 
Civil Division 
1100 L Street, NW 
Washington, DC 20005 
(202) 353-4537 (phone) 
(202) 616-8460 (fax) 
christopher.m.lynch@usdoj.gov 
jordan.l.von.bokern2@usdoj.gov 
 
Brian W. Stoltz 
Assistant United States Attorney 
1100 Commerce Street, Third Floor 
Dallas, Texas 75242-1699  
(214) 659-8626 (phone)  
(214) 659-8807 (fax) 
brian.stoltz@usdoj.gov 
 
Counsel for the Defendants 

 /s/ Jonathan F. Mitchell  
Jonathan F. Mitchell 
Counsel for Plaintiffs 
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Topic Description Grade

Release Date of

Current

Recommendation

Abdominal Aortic

Aneurysm: Screening:

men aged 65 to 75

years who have ever

smoked

The USPSTF recommends 1-time screening for abdominal aortic

aneurysm (AAA) with ultrasonography in men aged 65 to 75 years

who have ever smoked.

B December 2019 *

Abnormal Blood

Glucose and Type 2

Diabetes Mellitus:

Screening: adults aged

40 to 70 years who are

overweight or obese

The USPSTF recommends screening for abnormal blood glucose

as part of cardiovascular risk assessment in adults aged 40 to 70

years who are overweight or obese. Clinicians should offer or refer

patients with abnormal blood glucose to intensive behavioral

counseling interventions to promote a healthful diet and physical

activity.

B October 2015 *

Aspirin Use to Prevent

Cardiovascular Disease

and Colorectal Cancer:

Preventive Medication:

adults aged 50 to 59

years with a 10% or

greater 10-year cvd risk

The USPSTF recommends initiating low-dose aspirin use for the

primary prevention of cardiovascular disease (CVD) and colorectal

cancer (CRC) in adults aged 50 to 59 years who have a 10% or

greater 10-year CVD risk, are not at increased risk for bleeding,

have a life expectancy of at least 10 years, and are willing to take

low-dose aspirin daily for at least 10 years.

B April 2016 *

Asymptomatic

Bacteriuria in Adults:

Screening: pregnant

persons

The USPSTF recommends screening for asymptomatic bacteriuria

using urine culture in pregnant persons.
B September 2019 *

BRCA-Related Cancer:

Risk Assessment,

Genetic Counseling,

and Genetic Testing:

women with a personal

or family history of

breast, ovarian, tubal,

or peritoneal cancer or

an ancestry associated

with brca1/2 gene

mutation

The USPSTF recommends that primary care clinicians assess

women with a personal or family history of breast, ovarian, tubal,

or peritoneal cancer or who have an ancestry associated with

breast cancer susceptibility 1 and 2 (BRCA1/2) gene mutations with

an appropriate brief familial risk assessment tool. Women with a

positive result on the risk assessment tool should receive genetic

counseling and, if indicated after counseling, genetic testing.

B August 2019 *

Breast Cancer:

Medication Use to

Reduce Risk: women at

increased risk for

breast cancer aged 35

The USPSTF recommends that clinicians offer to prescribe risk-

reducing medications, such as tamoxifen, raloxifene, or aromatase

inhibitors, to women who are at increased risk for breast cancer

and at low risk for adverse medication effects.

B September 2019 *

Kelley 0001
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years or older

Breast Cancer:

Screening: women

aged 50 to 74 years

The USPSTF recommends biennial screening mammography for
women aged 50 to 74 years. 

B January 2016 *

Breastfeeding: Primary

Care Interventions:

pregnant women, new

mothers, and their

children

The USPSTF recommends providing interventions during

pregnancy and after birth to support breastfeeding.
B October 2016 *

Cervical Cancer:

Screening: women

aged 21 to 65 years

The USPSTF recommends screening for cervical cancer every 3

years with cervical cytology alone in women aged 21 to 29 years.

For women aged 30 to 65 years, the USPSTF recommends

screening every 3 years with cervical cytology alone, every 5 years

with high-risk human papillomavirus (hrHPV) testing alone, or

every 5 years with hrHPV testing in combination with cytology

(cotesting). See the Clinical Considerations section for the relative

benefits and harms of alternative screening strategies for women

21 years or older.

A August 2018 *

Screening for

Colorectal Cancer:

adults aged 50 to 75

years

The USPSTF recommends screening for colorectal cancer in all

adults aged 50 to 75 years. See the "Practice Considerations"

section and Table 1 for details about screening strategies.

A May 2021 *

Screening for

Colorectal Cancer:

adults aged 45 to 49

years

The USPSTF recommends screening for colorectal cancer in

adults aged 45 to 49 years. See the "Practice Considerations"

section and Table 1 for details about screening strategies.

B May 2021 *

Dental Caries in

Children from Birth

Through Age 5 Years:

Screening: children

from birth through age

5 years

The USPSTF recommends that primary care clinicians prescribe

oral fluoride supplementation starting at age 6 months for

children whose water supply is deficient in fluoride.

B May 2014 *

Dental Caries in

Children from Birth

Through Age 5 Years:

Screening: children

from birth through age

5 years

The USPSTF recommends that primary care clinicians apply

fluoride varnish to the primary teeth of all infants and children

starting at the age of primary tooth eruption.

B May 2014 *

Depression in Adults:

Screening: general

adult population,
including pregnant

The USPSTF recommends screening for depression in the general

adult population, including pregnant and postpartum women.

Screening should be implemented with adequate systems in B January 2016 *

†

Kelley 0002
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and postpartum

women

place to ensure accurate diagnosis, effective treatment, and

appropriate follow-up.

Depression in Children

and Adolescents:

Screening: adolescents

aged 12 to 18 years

The USPSTF recommends screening for major depressive disorder

(MDD) in adolescents aged 12 to 18 years. Screening should be

implemented with adequate systems in place to ensure accurate

diagnosis, effective treatment, and appropriate follow-up.

B February 2016 *

Falls Prevention in

Community-Dwelling

Older Adults:

Interventions: adults 65

years or older

The USPSTF recommends exercise interventions to prevent falls in

community-dwelling adults 65 years or older who are at increased

risk for falls.

B April 2018 *

Folic Acid for the

Prevention of Neural

Tube Defects:

Preventive Medication:

women who are

planning or capable of

pregnancy

The USPSTF recommends that all women who are planning or

capable of pregnancy take a daily supplement containing 0.4 to

0.8 mg (400 to 800 µg) of folic acid.

A January 2017 *

Gestational Diabetes

Mellitus, Screening:

asymptomatic

pregnant women, after

24 weeks of gestation

The USPSTF recommends screening for gestational diabetes

mellitus (GDM) in asymptomatic pregnant women after 24 weeks

of gestation.

B January 2014

Chlamydia and

Gonorrhea: Screening:

sexually active women

The USPSTF recommends screening for chlamydia in sexually

active women age 24 years and younger and in older women who

are at increased risk for infection.

B September 2014 *

Chlamydia and

Gonorrhea: Screening:

sexually active women

The USPSTF recommends screening for gonorrhea in sexually

active women age 24 years and younger and in older women who

are at increased risk for infection.

B September 2014 *

Healthy Diet and

Physical Activity for

Cardiovascular Disease

Prevention in Adults

With Cardiovascular

Risk Factors: Behavioral

Counseling

Interventions: adults

with cardiovascular

disease risk factors

The USPSTF recommends offering or referring adults with

cardiovascular disease risk factors to behavioral counseling

interventions to promote a healthy diet and physical activity.

B November 2020 *

Screening for Hepatitis

B Virus Infection in The USPSTF recommends screening for hepatitis B virus (HBV) Kelley 0003
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https://www.uspreventiveservicestaskforce.org/uspstf/recommendation/falls-prevention-in-older-adults-interventions
https://www.uspreventiveservicestaskforce.org/uspstf/recommendation/folic-acid-for-the-prevention-of-neural-tube-defects-preventive-medication
https://www.uspreventiveservicestaskforce.org/uspstf/recommendation/gestational-diabetes-mellitus-screening
https://www.uspreventiveservicestaskforce.org/uspstf/recommendation/chlamydia-and-gonorrhea-screening
https://www.uspreventiveservicestaskforce.org/uspstf/recommendation/chlamydia-and-gonorrhea-screening
https://www.uspreventiveservicestaskforce.org/uspstf/recommendation/healthy-diet-and-physical-activity-counseling-adults-with-high-risk-of-cvd
https://www.uspreventiveservicestaskforce.org/uspstf/recommendation/hepatitis-b-virus-infection-screening


Adolescents and

Adults: adolescents

and adults at increased

risk for infection

infection in adolescents and adults at increased risk for infection.
See the Practice Considerations section for a description of

adolescents and adults at increased risk for infection.

B December 2020 *

Hepatitis B Virus

Infection in Pregnant

Women: Screening:

pregnant women

The USPSTF recommends screening for hepatitis B virus (HBV)

infection in pregnant women at their first prenatal visit
A July 2019 *

Hepatitis C Virus

Infection in

Adolescents and

Adults: Screening:

adults aged 18 to 79

years

The USPSTF recommends screening for hepatitis C virus (HCV)

infection in adults aged 18 to 79 years.
B March 2020 *

Human

Immunodeficiency

Virus (HIV) Infection:

Screening: pregnant

persons

The USPSTF recommends that clinicians screen for HIV infection

in all pregnant persons, including those who present in labor or at

delivery whose HIV status is unknown.

A June 2019 *

Human

Immunodeficiency

Virus (HIV) Infection:

Screening: adolescents

and adults aged 15 to

65 years

The USPSTF recommends that clinicians screen for HIV infection

in adolescents and adults aged 15 to 65 years. Younger

adolescents and older adults who are at increased risk of infection

should also be screened. See the Clinical Considerations section

for more information about assessment of risk, screening

intervals, and rescreening in pregnancy.

A June 2019 *

Screening for

Hypertension in Adults:

adults 18 years or older

without known

hypertension

The USPSTF recommends screening for hypertension in adults 18

years or older with office blood pressure measurement (OBPM).

The USPSTF recommends obtaining blood pressure

measurements outside of the clinical setting for diagnostic

confirmation before starting treatment.

A April 2021 *

Intimate Partner

Violence, Elder Abuse,

and Abuse of

Vulnerable Adults:

Screening: women of

reproductive age

The USPSTF recommends that clinicians screen for intimate

partner violence (IPV) in women of reproductive age and provide

or refer women who screen positive to ongoing support services.

See the Clinical Considerations section for more information on

effective ongoing support services for IPV and for information on

IPV in men.

B October 2018 *

Latent Tuberculosis

Infection: Screening:

asymptomatic adults

at increased risk for

infection

The USPSTF recommends screening for latent tuberculosis

infection (LTBI) in populations at increased risk.
B September 2016 *

Low-Dose Aspirin Use
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https://www.uspreventiveservicestaskforce.org/uspstf/recommendation/hepatitis-b-virus-infection-screening
https://www.uspreventiveservicestaskforce.org/uspstf/recommendation/hepatitis-b-virus-infection-in-pregnant-women-screening
https://www.uspreventiveservicestaskforce.org/uspstf/recommendation/hepatitis-c-screening
https://www.uspreventiveservicestaskforce.org/uspstf/recommendation/human-immunodeficiency-virus-hiv-infection-screening
https://www.uspreventiveservicestaskforce.org/uspstf/recommendation/human-immunodeficiency-virus-hiv-infection-screening
https://www.uspreventiveservicestaskforce.org/uspstf/recommendation/hypertension-in-adults-screening
https://www.uspreventiveservicestaskforce.org/uspstf/recommendation/intimate-partner-violence-and-abuse-of-elderly-and-vulnerable-adults-screening
https://www.uspreventiveservicestaskforce.org/uspstf/recommendation/latent-tuberculosis-infection-screening
https://www.uspreventiveservicestaskforce.org/uspstf/recommendation/low-dose-aspirin-use-for-the-prevention-of-morbidity-and-mortality-from-preeclampsia-preventive-medication


for the Prevention of

Morbidity and Mortality

From Preeclampsia:

Preventive Medication :

pregnant women who

are at high risk for

preeclampsia

The USPSTF recommends the use of low-dose aspirin (81 mg/d) as

preventive medication after 12 weeks of gestation in women who

are at high risk for preeclampsia.

B September 2014

Lung Cancer:

Screening: adults aged

50 to 80 years who

have a 20 pack-year

smoking history and

currently smoke or

have quit within the

past 15 years

The USPSTF recommends annual screening for lung cancer with

low-dose computed tomography (LDCT) in adults aged 50 to 80

years who have a 20 pack-year smoking history and currently

smoke or have quit within the past 15 years. Screening should be

discontinued once a person has not smoked for 15 years or

develops a health problem that substantially limits life expectancy

or the ability or willingness to have curative lung surgery.

B March 2021 *

Obesity in Children and

Adolescents:

Screening: children

and adolescents 6

years and older

The USPSTF recommends that clinicians screen for obesity in

children and adolescents 6 years and older and offer or refer them

to comprehensive, intensive behavioral interventions to promote

improvements in weight status.

B June 2017 *

Ocular Prophylaxis for

Gonococcal

Ophthalmia

Neonatorum:

Preventive Medication:

newborns

The USPSTF recommends prophylactic ocular topical medication

for all newborns to prevent gonococcal ophthalmia neonatorum.
A January 2019 *

Osteoporosis to

Prevent Fractures:

Screening:

postmenopausal

women younger than

65 years at increased

risk of osteoporosis

The USPSTF recommends screening for osteoporosis with bone

measurement testing to prevent osteoporotic fractures in

postmenopausal women younger than 65 years who are at

increased risk of osteoporosis, as determined by a formal clinical

risk assessment tool. See the Clinical Considerations section for

information on risk assessment.

B June 2018 *

Osteoporosis to

Prevent Fractures:

Screening: women 65

years and older

The USPSTF recommends screening for osteoporosis with bone

measurement testing to prevent osteoporotic fractures in women

65 years and older.

B June 2018 *

Perinatal Depression:

Preventive

Interventions:

pregnant and

postpartum persons

The USPSTF recommends that clinicians provide or refer pregnant

and postpartum persons who are at increased risk of perinatal

depression to counseling interventions.
B February 2019

Kelley 0005

APP 312

Case 4:20-cv-00283-O   Document 65   Filed 01/28/22    Page 316 of 458   PageID 1379Case 4:20-cv-00283-O   Document 65   Filed 01/28/22    Page 316 of 458   PageID 1379

https://www.uspreventiveservicestaskforce.org/uspstf/recommendation/low-dose-aspirin-use-for-the-prevention-of-morbidity-and-mortality-from-preeclampsia-preventive-medication
https://www.uspreventiveservicestaskforce.org/uspstf/recommendation/lung-cancer-screening
https://www.uspreventiveservicestaskforce.org/uspstf/recommendation/obesity-in-children-and-adolescents-screening
https://www.uspreventiveservicestaskforce.org/uspstf/recommendation/ocular-prophylaxis-for-gonococcal-ophthalmia-neonatorum-preventive-medication
https://www.uspreventiveservicestaskforce.org/uspstf/recommendation/osteoporosis-screening
https://www.uspreventiveservicestaskforce.org/uspstf/recommendation/osteoporosis-screening
https://www.uspreventiveservicestaskforce.org/uspstf/recommendation/perinatal-depression-preventive-interventions


Preeclampsia:

Screening: pregnant

woman

The USPSTF recommends screening for preeclampsia in pregnant

women with blood pressure measurements throughout

pregnancy.

B April 2017 *

Prevention of Human

Immunodeficiency

Virus (HIV) Infection:

Preexposure

Prophylaxis: persons at

high risk of hiv

acquisition

The USPSTF recommends that clinicians offer preexposure

prophylaxis (PrEP) with effective antiretroviral therapy to persons

who are at high risk of HIV acquisition. See the Clinical

Considerations section for information about identification of

persons at high risk and selection of effective antiretroviral

therapy.

A June 2019

Prevention and

Cessation of Tobacco

Use in Children and

Adolescents: Primary

Care Interventions:

school-aged children

and adolescents who

have not started to use

tobacco

The USPSTF recommends that primary care clinicians provide

interventions, including education or brief counseling, to prevent

initiation of tobacco use among school-aged children and

adolescents.

B April 2020 *

Rh(D) Incompatibility:

Screening:

unsensitized rh(d)-

negative pregnant

women

The USPSTF recommends repeated Rh(D) antibody testing for all

unsensitized Rh(D)-negative women at 24 to 28 weeks' gestation,

unless the biological father is known to be Rh(D)-negative.

B February 2004 *

Rh(D) Incompatibility:

Screening: pregnant

women, during the

first pregnancy-related

care visit

The USPSTF strongly recommends Rh(D) blood typing and

antibody testing for all pregnant women during their first visit for

pregnancy-related care.

A February 2004 *

Sexually Transmitted

Infections: Behavioral

Counseling: sexually

active adolescents and

adults at increased risk

The USPSTF recommends behavioral counseling for all sexually

active adolescents and for adults who are at increased risk for

sexually transmitted infections (STIs). See the Practice

Considerations section for more information on populations at

increased risk for acquiring STIs.

B August 2020 *

Skin Cancer

Prevention: Behavioral

Counseling: young

adults, adolescents,

children, and parents

of young children

The USPSTF recommends counseling young adults, adolescents,

children, and parents of young children about minimizing

exposure to ultraviolet (UV) radiation for persons aged 6 months

to 24 years with fair skin types to reduce their risk of skin cancer.

B March 2018 *

Statin Use for the

Primary Prevention of

The USPSTF recommends that adults without a history of

cardiovascular disease (CVD) (ie, symptomatic coronary artery Kelley 0006
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https://www.uspreventiveservicestaskforce.org/uspstf/recommendation/preeclampsia-screening
https://www.uspreventiveservicestaskforce.org/uspstf/recommendation/prevention-of-human-immunodeficiency-virus-hiv-infection-pre-exposure-prophylaxis
https://www.uspreventiveservicestaskforce.org/uspstf/recommendation/tobacco-and-nicotine-use-prevention-in-children-and-adolescents-primary-care-interventions
https://www.uspreventiveservicestaskforce.org/uspstf/recommendation/rh-d-incompatibility-screening
https://www.uspreventiveservicestaskforce.org/uspstf/recommendation/rh-d-incompatibility-screening
https://www.uspreventiveservicestaskforce.org/uspstf/recommendation/sexually-transmitted-infections-behavioral-counseling
https://www.uspreventiveservicestaskforce.org/uspstf/recommendation/skin-cancer-counseling
https://www.uspreventiveservicestaskforce.org/uspstf/recommendation/statin-use-in-adults-preventive-medication


Cardiovascular Disease

in Adults: Preventive

Medication: adults

aged 40 to 75 years

with no history of cvd, 1

or more cvd risk

factors, and a

calculated 10-year cvd

event risk of 10% or

greater

disease or ischemic stroke) use a low- to moderate-dose statin for

the prevention of CVD events and mortality when all of the

following criteria are met: 1) they are aged 40 to 75 years; 2) they

have 1 or more CVD risk factors (ie, dyslipidemia, diabetes,

hypertension, or smoking); and 3) they have a calculated 10-year

risk of a cardiovascular event of 10% or greater. Identification of

dyslipidemia and calculation of 10-year CVD event risk requires

universal lipids screening in adults aged 40 to 75 years. See the

"Clinical Considerations" section for more information on lipids

screening and the assessment of cardiovascular risk.

B November 2016 *

Syphilis Infection in

Nonpregnant Adults

and Adolescents:

Screening :

asymptomatic,

nonpregnant adults

and adolescents who

are at increased risk for

syphilis infection

The USPSTF recommends screening for syphilis infection in

persons who are at increased risk for infection.
A June 2016 *

Syphilis Infection in

Pregnant Women:

Screening: pregnant

women

The USPSTF recommends early screening for syphilis infection in

all pregnant women.
A September 2018 *

Interventions for

Tobacco Smoking

Cessation in Adults,

Including Pregnant

Persons: pregnant

persons

The USPSTF recommends that clinicians ask all pregnant persons

about tobacco use, advise them to stop using tobacco, and

provide behavioral interventions for cessation to pregnant persons

who use tobacco.

A January 2021 *

Interventions for

Tobacco Smoking

Cessation in Adults,

Including Pregnant

Persons: nonpregnant

adults

The USPSTF recommends that clinicians ask all adults about

tobacco use, advise them to stop using tobacco, and provide

behavioral interventions and US Food and Drug Administration

(FDA)--approved pharmacotherapy for cessation to nonpregnant

adults who use tobacco.

A January 2021 *

Unhealthy Alcohol Use

in Adolescents and

Adults: Screening and

Behavioral Counseling

Interventions: adults 18

years or older,

including pregnant

women

The USPSTF recommends screening for unhealthy alcohol use in

primary care settings in adults 18 years or older, including

pregnant women, and providing persons engaged in risky or

hazardous drinking with brief behavioral counseling interventions

to reduce unhealthy alcohol use.

B November 2018 *
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https://www.uspreventiveservicestaskforce.org/uspstf/recommendation/statin-use-in-adults-preventive-medication
https://www.uspreventiveservicestaskforce.org/uspstf/recommendation/syphilis-infection-in-nonpregnant-adults-and-adolescents
https://www.uspreventiveservicestaskforce.org/uspstf/recommendation/syphilis-infection-in-pregnancy-screening
https://www.uspreventiveservicestaskforce.org/uspstf/recommendation/tobacco-use-in-adults-and-pregnant-women-counseling-and-interventions
https://www.uspreventiveservicestaskforce.org/uspstf/recommendation/tobacco-use-in-adults-and-pregnant-women-counseling-and-interventions
https://www.uspreventiveservicestaskforce.org/uspstf/recommendation/unhealthy-alcohol-use-in-adolescents-and-adults-screening-and-behavioral-counseling-interventions


Unhealthy Drug Use:

Screening: adults age

18 years or older

The USPSTF recommends screening by asking questions about

unhealthy drug use in adults age 18 years or older. Screening

should be implemented when services for accurate diagnosis,

effective treatment, and appropriate care can be offered or

referred. (Screening refers to asking questions about unhealthy

drug use, not testing biological specimens.)

B June 2020

Vision in Children Ages

6 Months to 5 Years:

Screening: children

aged 3 to 5 years

The USPSTF recommends vision screening at least once in all

children aged 3 to 5 years to detect amblyopia or its risk factors.
B September 2017 *

Weight Loss to Prevent

Obesity-Related

Morbidity and Mortality

in Adults: Behavioral

Interventions: adults

The USPSTF recommends that clinicians offer or refer adults with

a body mass index (BMI) of 30 or higher (calculated as weight in

kilograms divided by height in meters squared) to intensive,

multicomponent behavioral interventions.

B September 2018 *

Pages: 1

†The Department of Health and Human Services, under the standards set out in revised Section 2713(a)(5) of the Public

Health Service Act and Section 9(h)(v)(229) of the 2015 Consolidated Appropriations Act, utilizes the 2002 recommendation

on breast cancer screening of the U.S. Preventive Services Task Force. To see the USPSTF 2016 recommendation on breast

cancer screening, go to http://www.uspreventiveservicestaskforce.org/uspstf/recommendation/breast-cancer-screening1.

*Previous recommendation was an “A” or “B.”
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https://www.uspreventiveservicestaskforce.org/uspstf/recommendation/drug-use-illicit-screening
https://www.uspreventiveservicestaskforce.org/uspstf/recommendation/vision-in-children-ages-6-months-to-5-years-screening
https://www.uspreventiveservicestaskforce.org/uspstf/recommendation/obesity-in-adults-interventions
https://www.uspreventiveservicestaskforce.org/uspstf/recommendation/breast-cancer-screening-2002
https://www.uspreventiveservicestaskforce.org/uspstf/recommendation/breast-cancer-screening1
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Vaccine Recommendations and Guidelines of the ACIP

ACIP Vaccine Recommendations and Guidelines
Advisory Committee on Immunization Practices (ACIP)

Vaccine-Speci!c ACIP Recommendations

Anthrax

BCG

Cholera

COVID-19  UPDATED April 2021 UPDATED April 2021

DTaP-IPV-Hib-HepB

DTaP/Tdap/Td

Ebola NEW Jan 2021NEW Jan 2021

Hepatitis A UPDATED Jul 2020UPDATED Jul 2020

Hepatitis B

Hib

HPV

In"uenza UPDATED Aug 2020UPDATED Aug 2020

Japanese Encephalitis

Measles, Mumps and Rubella

MMRV

Meningococcal UPDATED Sep 2020UPDATED Sep 2020

Pneumococcal

Polio

Rabies

Rotavirus

Smallpox (Vaccinia)

Typhoid

Varicella (Chickenpox)

Yellow Fever

Zoster (Shingles)

COVID-19 Vaccination
Provider Requirements
and Support

Vaccination providers
participating in the COVID-19
Vaccination Program must
adhere to CDC requirements and
ACIP recommendations related
to COVID-19 vaccination. This
includes vaccination
prioritization, administration
fees, and clinical guidance. Find
additional information about
these and other requirements
and resources on enrollment,
ordering, reporting,
reimbursement, and data in
support of COVID-19 vaccination.
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https://www.cdc.gov/
https://www.cdc.gov/vaccines/hcp/acip-recs/index.html
https://www.cdc.gov/vaccines/hcp/acip-recs/vacc-specific/anthrax.html
https://www.cdc.gov/vaccines/hcp/acip-recs/vacc-specific/bcg.html
https://www.cdc.gov/vaccines/hcp/acip-recs/vacc-specific/cholera.html
https://www.cdc.gov/vaccines/hcp/acip-recs/vacc-specific/covid-19.html
https://www.cdc.gov/vaccines/hcp/acip-recs/vacc-specific/dtap-ipv-hib-hepb.html
https://www.cdc.gov/vaccines/hcp/acip-recs/vacc-specific/dtap.html
https://www.cdc.gov/vaccines/hcp/acip-recs/vacc-specific/ebola.html
https://www.cdc.gov/vaccines/hcp/acip-recs/vacc-specific/hepa.html
https://www.cdc.gov/vaccines/hcp/acip-recs/vacc-specific/hepb.html
https://www.cdc.gov/vaccines/hcp/acip-recs/vacc-specific/hib.html
https://www.cdc.gov/vaccines/hcp/acip-recs/vacc-specific/hpv.html
https://www.cdc.gov/vaccines/hcp/acip-recs/vacc-specific/flu.html
https://www.cdc.gov/vaccines/hcp/acip-recs/vacc-specific/je.html
https://www.cdc.gov/vaccines/hcp/acip-recs/vacc-specific/mmr.html
https://www.cdc.gov/vaccines/hcp/acip-recs/vacc-specific/mmrv.html
https://www.cdc.gov/vaccines/hcp/acip-recs/vacc-specific/mening.html
https://www.cdc.gov/vaccines/hcp/acip-recs/vacc-specific/pneumo.html
https://www.cdc.gov/vaccines/hcp/acip-recs/vacc-specific/polio.html
https://www.cdc.gov/vaccines/hcp/acip-recs/vacc-specific/rabies.html
https://www.cdc.gov/vaccines/hcp/acip-recs/vacc-specific/rotavirus.html
https://www.cdc.gov/vaccines/hcp/acip-recs/vacc-specific/smallpox.html
https://www.cdc.gov/vaccines/hcp/acip-recs/vacc-specific/typhoid.html
https://www.cdc.gov/vaccines/hcp/acip-recs/vacc-specific/varicella.html
https://www.cdc.gov/vaccines/hcp/acip-recs/vacc-specific/yf.html
https://www.cdc.gov/vaccines/hcp/acip-recs/vacc-specific/shingles.html
https://www.cdc.gov/vaccines/covid-19/vaccination-provider-support.html


ACIP Abbreviations

These abbreviations provide a uniform approach to vaccine references used in ACIP Recommendations that are
published in the MMWR, the Pink Book, and the AAP Red Book; and in the U.S. immunization schedules for children,
adolescents, and adults.

Comprehensive ACIP Recommendations and Guidelines

General Best Practice Guidelines on Immunization

Immunization of Health-Care Personnel
See also: In"uenza Vaccination of Health-Care Personnel

NOTE:NOTE: Web version indicates the reports above are “archived” only because they were published in MMWR before
January 2013. The recommendations listed above ARE CURRENT.

See also:
Guidance for vaccine recommendations for pregnant and breastfeeding women

Vaccine guidelines for emergency situationsemergency situations

Archived comprehensive ACIP recommendations

Page last reviewed: July 16, 2013
Content source: National Center for Immunization and Respiratory Diseases
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https://www.cdc.gov/vaccines/hcp/acip-recs/vac-abbrev.html
https://www.cdc.gov/vaccines/hcp/acip-recs/general-recs/index.html
https://www.cdc.gov/mmwr/preview/mmwrhtml/rr6007a1.htm
https://www.cdc.gov/mmwr/preview/mmwrhtml/rr5502a1.htm
https://www.cdc.gov/vaccines/acip/committee/guidance/rec-vac-preg.html
https://www.cdc.gov/vaccines/hcp/acip-recs/recs-emergency.html
https://www.cdc.gov/vaccines/hcp/acip-recs/recs-archived.html
https://www.cdc.gov/ncird/index.html
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Home > Women’s Preventive Services Guidelines

Women’s Preventive Services Guidelines

In 2018, the HRSA-supported Women’s Preventive Services Initiative released the Well Woman
Chart , a resource that includes age-based preventive service recommendations for women from
adolescence to maturity. The chart does not include updates to the HRSA-supported
comprehensive guidelines, but provides additional clarity for patients and providers, with the goal
of improving women’s health across the life span.

Affordable Care Act Expands Prevention Coverage for
Women’s Health and Well-Being

The Affordable Care Act – the health insurance reform legislation passed by Congress and signed
into law by President Obama on March 23, 2010 – helps make prevention affordable and
accessible for all Americans by requiring health plans to cover preventive services and by
eliminating cost sharing for those services. Preventive services that have strong scientific evidence
of their health benefits must be covered and plans can no longer charge a patient a copayment,
coinsurance or deductible for these services when they are delivered by a network provider.

Women's Preventive Services Guidelines Supported by the Health
Resources and Services Administration

Under the Affordable Care Act, women’s preventive health care – such as mammograms,
screenings for cervical cancer, prenatal care, and other services – generally must be covered with
no cost sharing. However, the law recognizes and HHS understands the need to take into account
the unique health needs of women throughout their lifespan.

The HRSA-supported health plan coverage guidelines, developed by the Institute of Medicine
(IOM), will help ensure that women receive a comprehensive set of preventive services without
having to pay a co-payment, co-insurance or a deductible. HHS commissioned an IOM study to
review what preventive services are necessary for women’s health and well-being and therefore
should be considered in the development of comprehensive guidelines for preventive services for
women. HRSA is supporting the IOM’s recommendations on preventive services that address
health needs specific to women and fill gaps in existing guidelines.

Health Resources and Services Administration Women's Preventive Services
Guidelines

Learn More

Women’s Preventive Services
Initiative report 

2011 IOM Report Clinical
Preventive Services for
Women: Closing the Gaps 

2016 Guidelines

US Preventive Services Task
Force 

Bright Futures 

Advisory Committee on
Immunization Practices 

For Further
Information

Contact
wellwomancare@hrsa.gov.

Get reimbursed for COVID-19 testing and treatment of uninsured individuals.     Learn more »

On December 17, 2019, HRSA updated the HRSA-supported Women's Preventive
Services Guidelines. Read the most current version.

Non-grandfathered plans and coverage (generally, plans or policies created or sold
after March 23, 2010, or older plans or policies that have been changed in certain
ways since that date) are required to provide coverage without cost sharing
consistent with these guidelines beginning with the first plan year (in the individual
market policy year) that begins on or after December 17, 2020. Before that time,
non-grandfathered plans are generally required to provide coverage without cost
sharing consistent with the previously issued guidelines.

!

Health Resources & Services Administration Explore
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Non-grandfathered plans (plans or policies created or sold after March 23, 2010, or older plans or
policies that have been changed in certain ways since that date) generally are required to provide
coverage without cost sharing consistent with these guidelines in the first plan year (in the
individual market, policy year) that begins on or after August 1, 2012.

Type of Preventive ServiceType of Preventive Service HHS Guideline for HealthHHS Guideline for Health
Insurance CoverageInsurance Coverage

FrequencyFrequency

Well-woman visits.Well-woman visits. Well-woman preventive care
visit annually for adult
women to obtain the
recommended preventive
services that are age and
developmentally
appropriate, including
preconception care and
many services necessary for
prenatal care. This well-
woman visit should, where
appropriate, include other
preventive services listed in
this set of guidelines, as well
as others referenced in
section 2713.

Annual, although HHS
recognizes that several visits
may be needed to obtain all
necessary recommended
preventive services,
depending on a woman’s
health status, health needs,
and other risk factors.* (see
note)

Screening for gestationalScreening for gestational
diabetes.diabetes.

Screening for gestational
diabetes.

In pregnant women between
24 and 28 weeks of gestation
and at the first prenatal visit
for pregnant women
identified to be at high risk
for diabetes.  

Human papillomavirusHuman papillomavirus
testing.testing.

High-risk human
papillomavirus DNA testing
in women with normal
cytology results.

Screening should begin at 30
years of age and should
occur no more frequently
than every 3 years.

Counseling for sexuallyCounseling for sexually
transmitted infections.transmitted infections.

Counseling on sexually
transmitted infections for all
sexually active women.

Annual.

Counseling and screeningCounseling and screening
for human immune-for human immune-
deficiency virus.deficiency virus.

Counseling and screening for
human immune-deficiency
virus infection for all sexually
active women.

Annual.

Contraceptive methodsContraceptive methods
and counseling. and counseling. ** ** , , ******
(see note)(see note)

All Food and Drug
Administration approved
contraceptive methods,
sterilization procedures, and
patient education and
counseling for all women
with reproductive capacity.

As prescribed.

Breastfeeding support,Breastfeeding support,
supplies, and counseling.supplies, and counseling.

Comprehensive lactation
support and counseling, by a
trained provider during
pregnancy and/or in the
postpartum period, and
costs for renting
breastfeeding equipment.

In conjunction with each
birth.
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Screening and counselingScreening and counseling
for interpersonal andfor interpersonal and
domestic violence.domestic violence.

Screening and counseling for
interpersonal and domestic
violence.

Annual.

Screening for anxiety.Screening for anxiety. Screening for anxiety in
adolescent and adult
women, including those who
are pregnant or postpartum.
Optimal screening intervals
are unknown and clinical
judgement should be used
to determine screening
frequency.

As prescribed.

Screening for breastScreening for breast
cancer.cancer.

Screening for breast cancer
by mammography in
average-risk women no
earlier than age 40 and no
later than age 50. Screening
should continue through at
least age 74 and age alone
should not be the basis to
discontinue screening.

Screening mammography
should occur at least
biennially and as frequently
as annually.

Screening for diabetesScreening for diabetes
mellitus after pregnancy.mellitus after pregnancy.

Screening for diabetes
mellitus in women with a
history of gestational
diabetes mellitus (GDM) who
are not currently pregnant
and who have not previously
been diagnosed with type 2
diabetes mellitus .

Initial testing should ideally
occur within the first year
postpartum and can be
conducted as early as 4–6
weeks postpartum.

Screening for urinaryScreening for urinary
incontinence.incontinence.

Screening for urinary
incontinence.

Annual.

 * Refer to guidance issued by the Center for Consumer Information and Insurance Oversight
entitled Affordable Care Act Implementation FAQs, Set 12, Q10.  

**(I)(a) Objecting entities—religious beliefs.

(1) These Guidelines do not provide for or support the requirement of coverage or payments for
contraceptive services with respect to a group health plan established or maintained by an
objecting organization, or health insurance coverage offered or arranged by an objecting
organization, and thus the Health Resources and Service Administration exempts from any
Guidelines requirements issued under 45 CFR 147.130(a)(1)(iv) that relate to the provision of
contraceptive services:
(i) A group health plan and health insurance coverage provided in connection with a group health
plan to the extent the non-governmental plan sponsor objects as specified in paragraph (I)(a)(2) of
this note. Such non-governmental plan sponsors include, but are not limited to, the following
entities:
(A) A church, an integrated auxiliary of a church, a convention or association of churches, or a
religious order;
(B) A nonprofit organization;
(C) A closely held for-profit entity;
(D) A for-profit entity that is not closely held; or
(E) Any other non-governmental employer;
(ii) An institution of higher education as defined in 20 U.S.C. 1002 in its arrangement of student
health insurance coverage, to the extent that institution objects as specified in paragraph (I)(a)(2)
of this note. In the case of student health insurance coverage, section (I) of this note is applicable
in a manner comparable to its applicability to group health insurance coverage provided in
connection with a group health plan established or maintained by a plan sponsor that is an
employer, and references to “plan participants and beneficiaries” will be interpreted as references
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to student enrollees and their covered dependents; and
(iii) A health insurance issuer offering group or individual insurance coverage to the extent the
issuer objects as specified in paragraph (I)(a)(2) of this note. Where a health insurance issuer
providing group health insurance coverage is exempt under this paragraph (I)(a)(1)(iii), the plan
remains subject to any requirement to provide coverage for contraceptive services under these
Guidelines unless it is also exempt from that requirement.

(2) The exemption of this paragraph (I)(a) will apply to the extent that an entity described in
paragraph (I)(a)(1) of this note objects to its establishing, maintaining, providing, offering, or
arranging (as applicable) coverage, payments, or a plan that provides coverage or payments for
some or all contraceptive services, based on its sincerely held religious beliefs.
(b) Objecting individuals—religious beliefs. These Guidelines do not provide for or support the
requirement of coverage or payments for contraceptive services with respect to individuals who
object as specified in this paragraph (I)(b), and nothing in 45 CFR 147.130(a)(1)(iv), 26 CFR 54.9815–
2713(a) (1)(iv), or 29 CFR 2590.715-2713(a)(1)(iv) may be construed to prevent a willing health
insurance issuer offering group or individual health insurance coverage, and as applicable, a
willing plan sponsor of a group health plan, from offering a separate benefit package option, or a
separate policy, certificate or contract of insurance, to any individual who objects to coverage or
payments for some or all contraceptive services based on sincerely held religious beliefs.

(II)(a) Objecting entities—moral convictions.

(1) These Guidelines do not provide for or support the requirement of coverage or payments for
contraceptive services with respect to a group health plan established or maintained by an
objecting organization, or health insurance coverage offered or arranged by an objecting
organization, and thus the Health Resources and Service Administration exempts from any
Guidelines requirements issued under 45 CFR 147.130(a)(1)(iv) that relate to the provision of
contraceptive services:
(i) A group health plan and health insurance coverage provided in connection with a group health
plan to the extent one of the following non-governmental plan sponsors object as specified in
paragraph (II)(a)(2) of this note:
(A) A nonprofit organization; or
(B) A for-profit entity that has no publicly traded ownership interests (for this purpose, a publicly
traded ownership interest is any class of common equity securities required to be registered
under section 12 of the Securities Exchange Act of 1934);
(ii) An institution of higher education as defined in 20 U.S.C. 1002 in its arrangement of student
health insurance coverage, to the extent that institution objects as specified in paragraph (II)(a)(2)
of this note. In the case of student health insurance coverage, section (I) of this note is applicable
in a manner comparable to its applicability to group health insurance coverage provided in
connection with a group health plan established or maintained by a plan sponsor that is an
employer, and references to “plan participants and beneficiaries” will be interpreted as references
to student enrollees and their covered dependents; and
(iii) A health insurance issuer offering group or individual insurance coverage to the extent the
issuer objects as specified in paragraph (II)(a)(2) of this note. Where a health insurance issuer
providing group health insurance coverage is exempt under this paragraph (II)(a)(1)(iii), the group
health plan established or maintained by the plan sponsor with which the health insurance issuer
contracts remains subject to any requirement to provide coverage for contraceptive services under
these Guidelines unless it is also exempt from that requirement.

(2) The exemption of this paragraph (II)(a) will apply to the extent that an entity described in
paragraph (II)(a)(1) of this note objects to its establishing, maintaining, providing, offering, or
arranging (as applicable) coverage or payments for some or all contraceptive services, or for a
plan, issuer, or third party administrator that provides or arranges such coverage or payments,
based on its sincerely held moral convictions.
(b) Objecting individuals—moral convictions. These Guidelines do not provide for or support the
requirement of coverage or payments for contraceptive services with respect to individuals who
object as specified in this paragraph (II)(b), and nothing in § 147.130(a)(1)(iv), 26 CFR 54.9815–
2713(a) (1)(iv), or 29 CFR 2590.715-2713(a)(1)(iv) may be construed to prevent a willing health
insurance issuer offering group or individual health insurance coverage, and as applicable, a
willing plan sponsor of a group health plan, from offering a separate policy, certificate or contract
of insurance or a separate group health plan or benefit package option, to any individual who
objects to coverage or payments for some or all contraceptive services based on sincerely held
moral convictions. Kelley 0016
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(III) Definition. For the purposes of this note, reference to “contraceptive” services, benefits, or
coverage includes contraceptive or sterilization items, procedures, or services, or related patient
education or counseling, to the extent specified for purposes of these Guidelines.

See Federal Register Notice: Religious Exemptions and Accommodations for Coverage of Certain
Preventive Services under the Affordable Care Act (PDF - 488 kb).

HRSA, in concert with an external review committee, will review, and continually update, the Women’s

Preventive Services' Guidelines.

 *** General Notice

On July 29, 2019, in a case in the Northern District of Texas, DeOtte v. Azar, No. 4:18-CV-00825-O,
2019 WL 3786545 (N.D. Tex. July 29, 2019) the court determined that the “Contraceptive Mandate,
codified at 42 U.S.C. § 300gg–13(a)(4), 45 C.F.R. § 147.130(a)(1)(iv), 29 C.F.R. § 2590.715–2713(a)(1)
(iv), and 26 C.F.R. § 54.9815–2713(a)(1)(iv), violates the Religious Freedom Restoration Act” with
respect to individuals and entities with religious objections to contraceptive coverage and thus
enjoined enforcement of those provisions against such individuals and entities.
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Women’s Preventive Services Guidelines

Guideline Development

The HRSA-supported Women’s Preventive Services Guidelines were originally established in 2011
based on recommendations from a Department of Health and Human Services' commissioned
study by the Institute of Medicine  (IOM), now known as the National Academy of Medicine
(NAM). Since then, there have been advancements in science and gaps identified in the existing
guidelines, including a greater emphasis on practice-based clinical considerations.  To address
these, the Health Resources and Services Administration (HRSA) awarded a five-year cooperative
agreement in March 2016 to convene a coalition of clinician, academic, and consumer-focused
health professional organizations and conduct a scientifically rigorous review to develop
recommendations for updated Women’s Preventive Services Guidelines in accordance with the
model created by the NAM Clinical Practice Guidelines We Can Trust. The American College of
Obstetricians and Gynecologists was awarded the cooperative agreement and formed an expert
panel called the Women’s Preventive Services Initiative.

The purpose of the Women’s Preventive Services Guidelines is to improve women’s health across
the lifespan by identifying preventive services and screenings to be used in clinical practice. The
Women’s Preventive Services Initiative will review the recommendations biennially, or upon the
availability of new evidence.  Topics for future consideration can also be submitted on a rolling
basis at the Women’s Preventive Services Initiative website .

Under section 2713 of the Public Health Services Act, non-grandfathered group health plans and
issuers of non-grandfathered group and individual health insurance coverage are required to
cover specified preventive services without a copayment, coinsurance, deductible, or other cost
sharing, including preventive care and screenings for women as provided for in comprehensive
guidelines supported by HRSA for this purpose.

Updated HRSA-Supported Women's Preventive Services
Guidelines

HRSA is supporting the Women's Preventive Services Initiative clinical recommendations listed
below for preventive services that address health needs specific to women and fill gaps in existing
guidelines.*

Screening for Anxiety

The Women’s Preventive Services Initiative recommends screening for anxiety in adolescent and
adult women, including those who are pregnant or postpartum. Optimal screening intervals are
unknown and clinical judgement should be used to determine screening frequency. Given the high
prevalence of anxiety disorders, lack of recognition in clinical practice, and multiple problems
associated with untreated anxiety, clinicians should consider screening women who have not been
recently screened.

Breast Cancer Screening for Average-Risk Women

The Women's Preventive Services Initiative recommends that average-risk women initiate
mammography screening no earlier than age 40 and no later than age 50. Screening

Learn More

Women’s Preventive Services
Initiative report 

2011 IOM Report Clinical
Preventive Services for
Women: Closing the Gaps 

2016 Guidelines

US Preventive Services Task
Force 

Bright Futures 

Advisory Committee on
Immunization Practices 

For Further
Information

Contact
wellwomancare@hrsa.gov.

Get reimbursed for COVID-19 testing and treatment of uninsured individuals.     Learn more »

Health Resources & Services Administration Explore
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mammography should occur at least biennially and as frequently as annually.  Screening should
continue through at least age 74 and age alone should not be the basis to discontinue screening.

These screening recommendations are for women at average risk of breast cancer. Women at
increased risk should also undergo periodic mammography screening, however,
recommendations for additional services are beyond the scope of this recommendation.

Breastfeeding Services and Supplies

The Women's Preventive Services Initiative recommends comprehensive lactation support services
(including counseling, education, and breastfeeding equipment and supplies) during the antenatal,
perinatal, and the postpartum period to ensure the successful initiation and maintenance of
breastfeeding.

Screening for Cervical Cancer

The Women's Preventive Services Initiative recommends cervical cancer screening for average-risk
women aged 21 to 65 years. For women aged 21 to 29 years, the Women's Preventive Services
Initiative recommends cervical cancer screening using cervical cytology (Pap test) every 3 years. 
Cotesting with cytology and human papillomavirus testing is not recommended for women
younger than 30 years. Women aged 30 to 65 years should be screened with cytology and human
papillomavirus testing every 5 years or cytology alone every 3 years. Women who are at average
risk should not be screened more than once every 3 years.

Contraception**, ***

The Women's Preventive Services Initiative recommends that adolescent and adult women have
access to the full range of female-controlled contraceptives to prevent unintended pregnancy and
improve birth outcomes.  Contraceptive care should include contraceptive counseling, initiation of
contraceptive use, and follow-up care (e.g., management, and evaluation as well as changes to and
removal or discontinuation of the contraceptive method). The Women’s Preventive Services
Initiative recommends that the full range of female-controlled U.S. Food and Drug Administration-
approved contraceptive methods, effective family planning practices, and sterilization procedures
be available as part of contraceptive care.

The full range of contraceptive methods for women currently identified by the U.S. Food and Drug
Administration include: (1) sterilization surgery for women, (2) surgical sterilization via implant for
women, (3) implantable rods, (4) copper intrauterine devices, (5) intrauterine devices with
progestin (all durations and doses), (6) the shot or injection, (7) oral contraceptives (combined pill),
8) oral contraceptives (progestin only, and), (9) oral contraceptives (extended or continuous use),
(10) the contraceptive patch, (11) vaginal contraceptive rings, (12) diaphragms, (13) contraceptive
sponges, (14) cervical caps, (15) female condoms, (16) spermicides, and (17) emergency
contraception (levonorgestrel), and (18) emergency contraception (ulipristal acetate), and
additional methods as identified by the FDA.  Additionally, instruction in fertility awareness-based
methods, including the lactation amenorrhea method, although less effective, should be provided
for women desiring an alternative method.

Screening for Gestational Diabetes Mellitus

The Women's Preventive Services Initiative recommends screening pregnant women for
gestational diabetes mellitus after 24 weeks of gestation (preferably between 24 and 28 weeks of
gestation) in order to prevent adverse birth outcomes. Screening with a 50-g oral glucose
challenge test (followed by a 3-hour 100- g oral glucose tolerance test if results on the initial oral
glucose challenge test are abnormal) is preferred because of its high sensitivity and specificity.

The Women's Preventive Services Initiative suggests that women with risk factors for diabetes
mellitus be screened for preexisting diabetes before 24 weeks of gestation—ideally at the first
prenatal visit, based on current clinical best practices.

Screening for Human Immunodeficiency Virus Infection

The Women's Preventive Services Initiative recommends prevention education and risk
assessment for human immunodeficiency virus (HIV) infection in adolescents and women at least
annually throughout the lifespan.  All women should be tested for HIV at least once during their
lifetime. Additional screening should be based on risk, and screening annually or more often may Kelley 0020

APP 330

Case 4:20-cv-00283-O   Document 65   Filed 01/28/22    Page 334 of 458   PageID 1397Case 4:20-cv-00283-O   Document 65   Filed 01/28/22    Page 334 of 458   PageID 1397

https://www.hrsa.gov/womens-guidelines-2019#guidelines%20concerning
https://www.hrsa.gov/womens-guidelines-2019#general%20notices


be appropriate for adolescents and women with an increased risk of HIV infection.

Screening for HIV is recommended for all pregnant women upon initiation of prenatal care with
retesting during pregnancy based on risk factors.  Rapid HIV testing is recommended for pregnant
women who present in active labor with an undocumented HIV status. Screening during
pregnancy enables prevention of vertical transmission.

Screening for Interpersonal and Domestic Violence

The Women's Preventive Services Initiative recommends screening adolescents and women for
interpersonal and domestic violence at least annually, and, when needed, providing or referring
for initial intervention services. Interpersonal and domestic violence includes physical violence,
sexual violence, stalking and psychological aggression (including coercion), reproductive coercion,
neglect, and the threat of violence, abuse, or both. Intervention services include, but are not
limited to, counseling, education, harm reduction strategies, and referral to appropriate
supportive services.

Counseling for Sexually Transmitted Infections

The Women's Preventive Services Initiative recommends directed behavioral counseling by a
health care provider or other appropriately trained individual for sexually active adolescent and
adult women at an increased risk for sexually transmitted infections (STIs).

The Women's Preventive Services Initiative recommends that health care providers use a woman's
sexual history and risk factors to help identify those at an increased risk of STIs. Risk factors may
include age younger than 25, a recent history of an STI, a new sex partner, multiple partners, a
partner with concurrent partners, a partner with an STI, and a lack of or inconsistent condom use.
For adolescents and women not identified as high risk, counseling to reduce the risk of STIs should
be considered, as determined by clinical judgement.

Well-Woman Preventive Visits

The Women's Preventive Services Initiative recommends that women receive at least one
preventive care visit per year beginning in adolescence and continuing across the lifespan to
ensure that the recommended preventive services, including preconception, and many services
necessary for prenatal and interconception care are obtained.  The primary purpose of these visits
should be the delivery and coordination of recommended preventive services as determined by
age and risk factors.

Screening for Urinary Incontinence

The Women's Preventive Services Initiative recommends screening women for urinary
incontinence annually. Screening should ideally assess whether women experience urinary
incontinence and whether it impacts their activities and quality of life. The Women’s Preventive
Services Initiative recommends referring women for further evaluation and treatment if indicated.

The Women's Preventive Services Initiative recommends screening women for urinary
incontinence as a preventive service. Factors associated with an increased risk for urinary
incontinence include increasing parity, advancing age, and obesity; however, these factors should
not be used to limit screening.

Several screening tools demonstrate fair to high accuracy in identifying urinary incontinence in
women. Although minimum screening intervals are unknown, given the prevalence of urinary
incontinence, the fact that many women do not volunteer symptoms, and the multiple, frequently-
changing risk factors associated with incontinence, it is reasonable to conduct annually.

Screening for Diabetes Mellitus after Pregnancy

The Women's Preventive Services Initiative recommends women with a history of gestational
diabetes mellitus (GDM) who are not currently pregnant and who have not previously been
diagnosed with type 2 diabetes mellitus should be screened for diabetes mellitus. Initial testing
should ideally occur within the first year postpartum and can be conducted as early as 4–6 weeks
postpartum.

Women with a negative initial postpartum screening test result should be rescreened at least
every 3 years for a minimum of 10 years after pregnancy. For women with a positive postpartum Kelley 0021
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screening test result, testing to confirm the diagnosis of diabetes is indicated regardless of the
initial test (eg, oral glucose tolerance test, fasting plasma glucose, or hemoglobin A1c). Repeat
testing is indicated in women who were screened with hemoglobin A1c in the first 6 months
postpartum regardless of the result.

Implementation Considerations

While not included as part of the HRSA-supported guidelines, the Women's Preventive Services
Initiative also developed implementation considerations, available at
http://www.womenspreventivehealth.org/ , which provide additional clarity on implementation of
the guidelines into clinical practice.  The implementation considerations are separate from the
clinical recommendations, are informational, and are not part of the formal action by the
Administrator under Section 2713.

* Non-grandfathered plans and coverage (generally, plans or policies created or sold after March
23, 2010, or older plans or policies that have been changed in certain ways since that date) are
required to provide coverage without cost sharing consistent with these guidelines beginning with
the first plan year (in the individual market policy year) that begins on or after December 20, 2017.
Before that time, non-grandfathered plans are generally required to provide coverage without cost
sharing consistent with the 2011 guidelines.

**(I)(a) Objecting entities—religious beliefs.

(1) These Guidelines do not provide for or support the requirement of coverage or payments for
contraceptive services with respect to a group health plan established or maintained by an
objecting organization, or health insurance coverage offered or arranged by an objecting
organization, and thus the Health Resources and Service Administration exempts from any
Guidelines requirements issued under 45 CFR 147.130(a)(1)(iv) that relate to the provision of
contraceptive services:
(i) A group health plan and health insurance coverage provided in connection with a group health
plan to the extent the non-governmental plan sponsor objects as specified in paragraph (I)(a)(2) of
this note. Such non-governmental plan sponsors include, but are not limited to, the following
entities:
(A) A church, an integrated auxiliary of a church, a convention or association of churches, or a
religious order;
(B) A nonprofit organization;
(C) A closely held for-profit entity;
(D) A for-profit entity that is not closely held; or
(E) Any other non-governmental employer;
(ii) An institution of higher education as defined in 20 U.S.C. 1002 in its arrangement of student
health insurance coverage, to the extent that institution objects as specified in paragraph (I)(a)(2)
of this note. In the case of student health insurance coverage, section (I) of this note is applicable
in a manner comparable to its applicability to group health insurance coverage provided in
connection with a group health plan established or maintained by a plan sponsor that is an
employer, and references to “plan participants and beneficiaries” will be interpreted as references
to student enrollees and their covered dependents; and
(iii) A health insurance issuer offering group or individual insurance coverage to the extent the
issuer objects as specified in paragraph (I)(a)(2) of this note. Where a health insurance issuer
providing group health insurance coverage is exempt under this paragraph (I)(a)(1)(iii), the plan
remains subject to any requirement to provide coverage for contraceptive services under these
Guidelines unless it is also exempt from that requirement.

(2) The exemption of this paragraph (I)(a) will apply to the extent that an entity described in
paragraph (I)(a)(1) of this note objects to its establishing, maintaining, providing, offering, or
arranging (as applicable) coverage, payments, or a plan that provides coverage or payments for
some or all contraceptive services, based on its sincerely held religious beliefs.
(b) Objecting individuals—religious beliefs. These Guidelines do not provide for or support the
requirement of coverage or payments for contraceptive services with respect to individuals who
object as specified in this paragraph (I)(b), and nothing in 45 CFR 147.130(a)(1)(iv), 26 CFR 54.9815–
2713(a) (1)(iv), or 29 CFR 2590.715-2713(a)(1)(iv) may be construed to prevent a willing health
insurance issuer offering group or individual health insurance coverage, and as applicable, a
willing plan sponsor of a group health plan, from offering a separate benefit package option, or a
separate policy, certificate or contract of insurance, to any individual who objects to coverage or Kelley 0022
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payments for some or all contraceptive services based on sincerely held religious beliefs.

(II)(a) Objecting entities—moral convictions.

(1) These Guidelines do not provide for or support the requirement of coverage or payments for
contraceptive services with respect to a group health plan established or maintained by an
objecting organization, or health insurance coverage offered or arranged by an objecting
organization, and thus the Health Resources and Service Administration exempts from any
Guidelines requirements issued under 45 CFR 147.130(a)(1)(iv) that relate to the provision of
contraceptive services:
(i) A group health plan and health insurance coverage provided in connection with a group health
plan to the extent one of the following non-governmental plan sponsors object as specified in
paragraph (II)(a)(2) of this note:
(A) A nonprofit organization; or
(B) A for-profit entity that has no publicly traded ownership interests (for this purpose, a publicly
traded ownership interest is any class of common equity securities required to be registered
under section 12 of the Securities Exchange Act of 1934);
(ii) An institution of higher education as defined in 20 U.S.C. 1002 in its arrangement of student
health insurance coverage, to the extent that institution objects as specified in paragraph (II)(a)(2)
of this note. In the case of student health insurance coverage, section (I) of this note is applicable
in a manner comparable to its applicability to group health insurance coverage provided in
connection with a group health plan established or maintained by a plan sponsor that is an
employer, and references to “plan participants and beneficiaries” will be interpreted as references
to student enrollees and their covered dependents; and
(iii) A health insurance issuer offering group or individual insurance coverage to the extent the
issuer objects as specified in paragraph (II)(a)(2) of this note. Where a health insurance issuer
providing group health insurance coverage is exempt under this paragraph (II)(a)(1)(iii), the group
health plan established or maintained by the plan sponsor with which the health insurance issuer
contracts remains subject to any requirement to provide coverage for contraceptive services under
these Guidelines unless it is also exempt from that requirement.

(2) The exemption of this paragraph (II)(a) will apply to the extent that an entity described in
paragraph (II)(a)(1) of this note objects to its establishing, maintaining, providing, offering, or
arranging (as applicable) coverage or payments for some or all contraceptive services, or for a
plan, issuer, or third party administrator that provides or arranges such coverage or payments,
based on its sincerely held moral convictions.
(b) Objecting individuals—moral convictions. These Guidelines do not provide for or support the
requirement of coverage or payments for contraceptive services with respect to individuals who
object as specified in this paragraph (II)(b), and nothing in § 147.130(a)(1)(iv), 26 CFR 54.9815–
2713(a) (1)(iv), or 29 CFR 2590.715-2713(a)(1)(iv) may be construed to prevent a willing health
insurance issuer offering group or individual health insurance coverage, and as applicable, a
willing plan sponsor of a group health plan, from offering a separate policy, certificate or contract
of insurance or a separate group health plan or benefit package option, to any individual who
objects to coverage or payments for some or all contraceptive services based on sincerely held
moral convictions.

(III) Definition. For the purposes of this note, reference to “contraceptive” services, benefits, or
coverage includes contraceptive or sterilization items, procedures, or services, or related patient
education or counseling, to the extent specified for purposes of these Guidelines.

See Federal Register Notice: Religious Exemptions and Accommodations for Coverage of Certain
Preventive Services under the Affordable Care Act (PDF - 488 kb). 

***General Notice

On July 29, 2019, in a case in the Northern District of Texas, DeOtte v. Azar, No. 4:18-CV-00825-O,
2019 WL 3786545 (N.D. Tex. July 29, 2019) the court determined that the “Contraceptive Mandate,
codified at 42 U.S.C. § 300gg–13(a)(4), 45 C.F.R. § 147.130(a)(1)(iv), 29 C.F.R. § 2590.715–2713(a)(1)
(iv), and 26 C.F.R. § 54.9815– 2713(a)(1)(iv), violates the Religious Freedom Restoration Act” with
respect to individuals and entities with religious objections to contraceptive coverage and thus
enjoined enforcement of those provisions against such individuals and entities.

Date Last Reviewed:  October 2020

Kelley 0023
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U N I T E D  S T A T E S  D I S T R I C T  C O U R T  
F O R  T H E  N O R T H E R N  D I S T R I C T  O F  T E X A S  

F O R T  W O R T H  D I V I S I O N  
 

  
John Kelley, et al. 

Plaintiffs, 

v. 

Alex M. Azar II, et al., 

Defendants. 

 
 
 

 
Case No. 4:20-cv-00283-O 

 

 
PLAINTIFF JOEL STARNES’S ANSWERS TO FIRST SET OF 

INTERROGATORIES 

1. Federal law requires all private health insurance to cover The U.S. Preventive 

Services Task Force to cover “evidence-based items or services that have in effect a 

rating of ‘A’ or ‘B’ in the current recommendations of the United States Preventive 

Services Task Force,” and to cover these items or services without any cost-sharing 

requirements such as deductibles or co-pays. See 42 U.S.C. § 300gg-13(a)(1). It also 

requires private insurers to cover “immunizations that have in effect a recommenda-

tion from the Advisory Committee on Immunization Practices (ACIP) of the Centers 

for Disease Control and Prevention with respect to the individual involved,” and to 

do so without any cost-sharing requirements such as deductibles or co-pays. See 42 

U.S.C. § 300gg-13(a)(2). It requires private insurers to cover “with respect to infants, 

children, and adolescents, evidence-informed preventive care and screenings provided 

for in the comprehensive guidelines supported by the Health Resources and Services 

Administration,” and to cover this preventive care and screenings without any cost-

sharing requirements such as deductibles or co-pays. See 42 U.S.C. § 300gg-13(a)(3). 

And it compels coverage “with respect to women, [of] such additional preventive care 
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and screenings not described in [42 U.S.C. § 300gg-13(a)(1)] as provided for in com-

prehensive guidelines supported by the Health Resources and Services Administration 

for purposes of this paragraph,” and it forbids any cost-sharing requirements such as 

deductibles or co-pays with respect to this required coverage. See 42 U.S.C. § 300gg-

13(a)(4).  

The U.S. Preventive Services Task Force has assigned “A” or “B” ratings to nu-

merous forms of preventive-care coverage that neither I nor my family wants or needs, 

because neither I nor my wife and children engage in the behaviors or lifestyle choices 

that makes this preventive treatment necessary. This unneeded and unwanted preven-

tive-care coverage includes:  

behavior interventions and pharmacotherapy for smoking and tobacco 
use 
 
behavior interventions to address obesity and weight loss 
 
behavior counseling to reduce unhealthy alcohol use 
 
behavior counseling to promote healthful diet and physical activity 
 
screening for chlamydia 
 
screening for gonorrhea 
 
screening for hepatitis B 
 
screening for hepatitis C 
 
screening for HIV 

 
screening for lung cancer (smokers) 
 
screening and behavior interventions for childhood obesity 
 
coverage of preexposure prophylaxis (PrEP) drugs 
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behavioral counseling for sexually active adolescents and adults who are 
at increased risk for sexually transmitted infections 
 
screening for syphilis 

 
screening for unhealthy drug use 

A copy of the U.S. Preventive Services Task Force ratings is attached to these answers 

as Exhibit A. 

The Advisory Committee on Immunization Practices (ACIP) guidelines require 

coverage of the human papillomavirus (HPV) vaccine, which we do not need because 

neither we nor our children engage in the behaviors that necessitate a vaccine for this 

sexually transmitted disease. A copy of the ACIP vaccine recommendations and guide-

lines is attached to these answers at Exhibit B. 

The Health Resources and Services Administration’s preventive-care guidelines 

with respect to infants, children, and adolescents require coverage of screenings for 

HIV, Hepatitis C, and sexually transmitted infections, which we do not need because 

neither we nor our children engage in the behaviors that makes this preventive treat-

ment necessary. A copy of the Bright Futures Periodicity Schedule, which HRSA has 

accepted as its guidelines for purposes of 42 U.S.C. § 300gg-13(a)(3), is attached to 

these answers as Exhibit C. 

The Health Resources and Services Administration’s preventive-care guidelines 

with respect to women require coverage of contraception, contraceptive counseling, 

HIV screening, HPV screening, behavioral counseling for sexually transmitted infec-

tions, and screening for interpersonal and domestic violence, which we do not need 

because neither we nor our children engage in the behaviors that makes this preven-

tive treatment necessary. A copy of HRSA’s women’s preventive services guidelines is 

attached to these answers as Exhibit D. 
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2. The defendants’ enforcement of 42 U.S.C. § 300gg-13 makes it impossible 

for me to purchase health insurance that excludes this unwanted and unneeded pre-

ventive-care coverage. It also makes it impossible for me to purchase health insurance 

unless I pay for preventive-care coverage that violates my religious beliefs or that fa-

cilitates or accommodates behavior that violates my religious beliefs.  

3. Same answer as to Interrogatory No. 1.  

4. (a) In January 1, 2000, I was enrolled in a health-insurance plan when I 

worked for Scott & White, a county hospital down in central Texas. It was an HMO 

plan but I don’t remember the carrier. I was on that plan for three years. After that, I 

was on a plan that I don’t remember. My family and I were covered by Blue Cross 

Blue Shield for many years, but I don’t remember the exact years. In 2016, I stopped 

purchasing health insurance and switched to Christian bill-sharing. I started with 

Medi-share but currently use Samaritan Ministries, which is not health insurance but 

bill sharing.  

(b) I can’t remember my individual monthly premium payments for any of the 

previous plans that I was on, and I do not have records that would refresh my recol-

lection. 

(c) I can’t remember my employer’s monthly premium payments for any of the 

previous plans that I was on, and I do not have records that would refresh my recol-

lection. 

(d) To the best of my knowledge, none of the health-insurance plans in which I 

have enrolled included coverage of PrEP drugs, because the mandate to cover PrEP 

drugs as preventive care did not take effect until 2021. 

(e) To the best of my knowledge, the health-insurance plans in which I have en-

rolled covered all the preventive care required by 42 U.S.C. § 300gg-13(a)(1)–(4) 

from the time those preventive-care mandates took effect, with no co-pays because 

no co-pays for mandated preventive care are allowed under federal law. 
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(f) To the best of my knowledge, the health-insurance plans in which I have en-

rolled covered all the preventive care required by 42 U.S.C. § 300gg-13(a)(1)–(4) 

from the time those preventive-care mandates took effect, with no co-pays because 

no co-pays for mandated preventive care are allowed under federal law. 

(g) To the best of my knowledge, the health-insurance plans in which I have en-

rolled covered all the preventive care required by 42 U.S.C. § 300gg-13(a)(1)–(4) 

from the time those preventive-care mandates took effect, with no co-pays because 

no co-pays for mandated preventive care are allowed under federal law. 

(h) To the best of my knowledge, the health-insurance plans in which I have en-

rolled covered all the preventive care required by 42 U.S.C. § 300gg-13(a)(1)–(4) 

from the time those preventive-care mandates took effect, with no co-pays because 

no co-pays for mandated preventive care are allowed under federal law. 

5. I did not make efforts between January 1, 2000, and the present to obtain 

health insurance that does not include coverage of PrEP drugs because they were not 

(to the best of my knowledge) covered by my health insurance and federal law (at the 

time) did not require them to be covered. 

6. See answer to Interrogatory No. 1. 

7. I did not make efforts between January 1, 2000, and the present to obtain 

health insurance that does not include coverage of the preventive care described in 

my answer to Interrogatory No. 1 because federal law compelled the coverage of this 

preventive care and it was not possible to obtain private health insurance that excludes 

this required coverage, either through my employers or through the exchanges. 

8. See answer to Interrogatory No. 1. 

9. I did not make efforts between January 1, 2000, and the present to obtain 

health insurance that does not include coverage of the preventive care described in 

my answer to Interrogatory No. 1 because federal law compelled the coverage of this 
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preventive care and it was not possible to obtain private health insurance that excludes 

this required coverage, either through my employers or through the exchanges. 

10. See answer to Interrogatory No. 1. 

11. I did not make efforts between January 1, 2000, and the present to obtain 

health insurance that does not include coverage of the preventive care described in 

my answer to Interrogatory No. 1 because federal law compelled the coverage of this 

preventive care and it was not possible to obtain private health insurance that excludes 

this required coverage, either through my employers or through the exchanges. 

12. See answer to Interrogatory No. 1. 

13. I did not make efforts between January 1, 2000, and the present to obtain 

health insurance that does not include coverage of the preventive care described in 

my answer to Interrogatory No. 1 because federal law compelled the coverage of this 

preventive care and it was not possible to obtain private health insurance that excludes 

this required coverage, either through my employers or through the exchanges. 

14. I am a Christian and accept the Bible as the authoritative and inerrant word 

of God. The Bible condemns sexual activity outside marriage between one man and 

one woman, including homosexual conduct, and this stance is consistent with millenia 

of Christian teaching. 

15. Mandating the coverage of PrEP drugs is something that facilitates and en-

courages homosexual behavior, intravenous drug use, and sexual activity outside of 

marriage between one man and one woman, and participating in a health-insurance 

plan that uses our premiums to pay for coverage of PrEP drugs makes me complicit 

in these behaviors. 
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H. Dustin Fillmore III 
Texas Bar No. 06996010 
Charles W. Fillmore 
Texas Bar No. 00785861 
The Fillmore Law Firm, L.L.P. 
1200 Summit Avenue, Suite 860 
Fort Worth, Texas 76102 
(817) 332-2351 (phone) 
(817) 870-1859 (fax) 
dusty@fillmorefirm.com 
chad@fillmorefirm.com   
 
Dated: May 23, 2021 

Respectfully submitted. 
 
 /s/ Jonathan F. Mitchell  
Jonathan F. Mitchell 
Texas Bar No. 24075463 
Mitchell Law PLLC 
111 Congress Avenue, Suite 400 
Austin, Texas 78701 

3940 (phone)-(512) 686  
3941 (fax)-(512) 686  

jonathan@mitchell.law 
 
 
 
 
Counsel for Plaintiffs 
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CERTIFICATE OF SERVICE 

I certify that on May 23, 2021, I served this document through e-mail upon:  

Christopher M. Lynch 
Jordan L. Von Bokern 
Trial Attorneys 
U.S. Department of Justice 
Civil Division 
1100 L Street, NW 
Washington, DC 20005 
(202) 353-4537 (phone) 
(202) 616-8460 (fax) 
christopher.m.lynch@usdoj.gov 
jordan.l.von.bokern2@usdoj.gov 
 
Brian W. Stoltz 
Assistant United States Attorney 
1100 Commerce Street, Third Floor 
Dallas, Texas 75242-1699  
(214) 659-8626 (phone)  
(214) 659-8807 (fax) 
brian.stoltz@usdoj.gov 
 
Counsel for the Defendants 

 /s/ Jonathan F. Mitchell  
Jonathan F. Mitchell 
Counsel for Plaintiffs 
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BRAIDWOOD ANSWERS TO SECOND SET OF INTERROGATORIES  Page 5 of 7 

company used to calculate the precise effect of the specified mandate on its premium. 

This is HIPAA privileged and proprietary information in the hands of a private third 

party. But Plaintiff believes Defendants may already have this information through, 

inter alia, the annual Medical Loss Ratio (MLR) reports insurers are required to file 

with the Centers for Medicare and Medicaid Services (CMS).   

 Third, the burden or expense of the proposed discovery far outweighs its likely 

benefit, given that Plaintiff will need to commence legal process to obtain cost and 

pricing information from its insurance carrier. This Interrogatory is not proportional 

to the needs of this case.  

 ANSWER: Notwithstanding these Objections, Plaintiff answers as follows. 

 In compliance with Fed. R. Civ. P 33(d), responsive business records in the 

corporation’s possession relevant to this Interrogatory were produced in our first 

production of documents on July 15, 2021.  

 
Respectfully submitted. 

 
H. Dustin Fillmore III    /s/ Jonathan F. Mitchell 
Texas Bar No. 06996010    Jonathan F. Mitchell 
Charles W. Fillmore    Texas Bar No. 24075463 
Texas Bar No. 00785861    Mitchell Law PLLC 
The Fillmore Law Firm, L.L.P.   111 Congress Avenue, Suite 400 
1200 Summit Avenue, Suite 860   Austin, Texas 78701 
Fort Worth, Texas 76102    (512) 686-3940 (phone) 
(817) 332-2351 (phone)    (512) 686-3941 (fax) 
(817) 870-1859 (fax)    jonathan@mitchell.law 
dusty@fillmorefirm.com 
chad@fillmorefirm.com 
 
Dated: September 27, 2021   Counsel for Plaintiffs 
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IN THE UNITED STATES DISTRICT COURT 
FOR THE NORTHERN DISTRICT OF TEXAS 

FORT WORTH DIVISION 
 

_____________________________________ 
 
 
JOHN KELLEY, et al., 
 

Plaintiffs, 
 
v. 
 
XAVIER BECERRA, et al., 
 

Defendants. 
 

 
 
 
 
 
Civil Action No. 4:20-CV-00283-O 
 
 
 
 
 

 
 

PLAINTIFF JOHN KELLEY’S RESPONSES TO  
DEFENDANTS’ SECOND SET OF INTERROGATORIES 

 
 

GENERAL OBJECTIONS 
 
 

1. Plaintiff objects to “instructions” that are not specifically authorized by 

Fed. Rule Civ. P. 26 and/or 33. 

2. Plaintiff objects to “definitions” that are not specifically authorized by 

Fed. R. Civ. P. 26 and/or 33. 

3. Plaintiff objects to interrogatories seeking information that is not within 

the permitted scope of discovery under Fed. R. Civ. P. 26(b)(1). This includes, inter 

alia, information regarding insurance cost available to defendants but not to Plaintiff.  
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ANSWERS AND SPECIFIC OBJECTIONS 
 

1. Identify ALL preventive services listed in item No. 1 on pages 2 
and 3 of YOUR INTERROGATORY RESPONSES to which YOU object on 

religious grounds. 
 
 ANSWER: Of the items listed in response to item No. 1 on pages 2 and 3 of my 

first Interrogatory responses, I object to the following on religious grounds:  

• Screening for chlamydia, gonorrhea, syphilis, hepatitis B, hepatitis C, human 

papillomavirus (HPV), and HIV.  

• Coverage of preexposure prophylaxis (PrEP) drugs. 

• “Behavioral counseling” for sexually active adolescents and adults.  

• Coverage of the human papillomavirus (HPV) vaccine.  

• Coverage of contraception. 

• Contraceptive “counseling”. 

• “Behavioral counseling” for sexually transmitted infections. 

2. Identify ALL ways in which insurance coverage without cost 

sharing of ANY of the preventive services identified in YOUR response to 

Interrogatory No. 1 above is objectionable based on YOUR religious beliefs. 

 OBJECTION: This question is unclear and confusing. Plaintiff believes it was 

previously answered in items 14 and 15 of the first set of interrogatories.  

 ANSWER: Notwithstanding its objection, Plaintiff answers as follows.  

 I am a Christian and accept the Bible as the authoritative and inerrant word 

of God. The Bible addresses sexual activity. Millenia of Christian teaching make it 

clear such activity outside of a marriage between one man and one woman is immoral 
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KELLEY ANSWERS TO SECOND SET OF INTERROGATORIES  Page 3 of 6 

and destructive. Mandating contraception coverage, PrEP drugs, and STD drugs and 

screenings facilitates and encourages behavior directly in conflict with well-known 

Biblical principles and participating in a health-insurance plan using our premiums 

to pay for these things its owners complicit in violating deeply held and long-standing 

religious rules, obligations, and beliefs. 

3. Identify ALL means that YOU contend are less restrictive than 

the inclusion of PREP DRUGS among the preventive services covered by 42 

U.S.C. § 300gg-13(a)(1) that YOU contend would be adequate to further the 

government’s interest in preventing the further transmission of the HIV 

virus. 

 OBJECTION: This contention Interrogatory improperly shifts the burden of 

proof of the least restrictive means test to the Plaintiff. The First Amendment to the 

United States Constitution and the Religious Freedom Restoration Act protect 

Plaintiff’s religious freedom. It is not incumbent upon citizens to provide the 

government with ways in which it may “adequately” encroach thereon. Therefore, 

this Interrogatory is not permissible discovery under Fed. R. Civ. P. 26(b). 

 Also, this contention Interrogatory assumes the federal government has a legal 

interest in “preventing the further transmission of the HIV virus.” However, it does 

not specify the Constitutional source of this interest. Absent this, Plaintiff cannot 

reasonably be expected to answer the question. Therefore, this Interrogatory is not 

permissible discovery under Fed. R. Civ. P. 26(b). 
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 ANSWER: Notwithstanding the above objections, Plaintiff answers as 

follows.  

 Plaintiff contends allowing the market to offer many different plans, without 

mandating everyone purchase coverages that many people do not want, need, or 

object to on religious and moral grounds, just like the market did prior to the 

enactment of the ACA, would protect religious freedom under the First Amendment, 

comply with RFRA, and be “adequate” to further whatever interest the government 

might have. 

 
 

Respectfully submitted. 
 
H. DUSTIN FILLMORE III    /s/ Jonathan F. Mitchell 
Texas Bar No. 06996010    JONATHAN F. MITCHELL 
CHARLES W. FILLMORE    Texas Bar No. 24075463 
Texas Bar No. 00785861    Mitchell Law PLLC 
The Fillmore Law Firm, L.L.P.   111 Congress Avenue, Suite 400 
1200 Summit Avenue, Suite 860   Austin, Texas 78701 
Fort Worth, Texas 76102    (512) 686-3940 (phone) 
(817) 332-2351 (phone)    (512) 686-3941 (fax) 
(817) 870-1859 (fax)    jonathan@mitchell.law 
dusty@fillmorefirm.com 
chad@fillmorefirm.com 
 
Dated: September 27, 2021   Counsel for Plaintiffs 
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VERIFICATION 

 
I declare under penalty of perjury that the answers to these interrogatories are true 

and correct. 

 
 

____________________________________ 
John Kelley 
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CERTIFICATE OF SERVICE 
 
I certify that on September 27, 2021, I served this document through e-mail upon: 
 
CHRISTOPHER M. LYNCH 
JORDAN L. VON BOKERN 
Trial Attorneys 
U.S. Department of Justice 
Civil Division 
1100 L Street, NW 
Washington, DC 20005 
(202) 353-4537 (phone) 
(202) 616-8460 (fax) 
christopher.m.lynch@usdoj.gov 
jordan.l.von.bokern2@usdoj.gov 
 
BRIAN W. STOLTZ 
Assistant United States Attorney 
1100 Commerce Street, Third Floor 
Dallas, Texas 75242-1699 
(214) 659-8626 (phone) 
(214) 659-8807 (fax) 
brian.stoltz@usdoj.gov 
 
Counsel for the Defendants 
 

 
 /s/ Jonathan F. Mitchell 
Jonathan F. Mitchell 
Counsel for Plaintiffs 
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IN THE UNITED STATES DISTRICT COURT 
FOR THE NORTHERN DISTRICT OF TEXAS 

FORT WORTH DIVISION 
 

_____________________________________ 
 
 
JOHN KELLEY, et al., 
 

Plaintiffs, 
 
v. 
 
XAVIER BECERRA, et al., 
 

Defendants. 
 

 
 
 
 
 
Civil Action No. 4:20-CV-00283-O 
 
 
 
 
 

 
 

PLAINTIFF KELLEY ORTHODONTICS’ RESPONSES TO  
DEFENDANTS’ SECOND SET OF INTERROGATORIES 

 
 

GENERAL OBJECTIONS 
 
 

1. Plaintiff objects to “instructions” that are not specifically authorized by 

Fed. Rule Civ. P. 26 and/or 33. 

2. Plaintiff objects to “definitions” that are not specifically authorized by 

Fed. R. Civ. P. 26 and/or 33. 

3. Plaintiff objects to interrogatories seeking information that is not within 

the permitted scope of discovery under Fed. R. Civ. P. 26(b)(1). This includes, inter 

alia, information regarding insurance cost available to defendants but not to Plaintiff.  
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ANSWERS AND SPECIFIC OBJECTIONS 
 

1. Identify ALL preventive services listed in item No. 1 on pages 2 
and 3 of YOUR INTERROGATORY RESPONSES to which YOU object on 

religious grounds. 
 
 ANSWER: Of the items listed in response to item No. 1 on pages 2 and 3 of my 

first Interrogatory responses, I object to the following on religious grounds:  

• Screening for chlamydia, gonorrhea, syphilis, hepatitis B, hepatitis C, human 

papillomavirus (HPV), and HIV.  

• Coverage of preexposure prophylaxis (PrEP) drugs. 

• “Behavioral counseling” for sexually active adolescents and adults.  

• Coverage of the human papillomavirus (HPV) vaccine.  

• Coverage of contraception. 

• Contraceptive “counseling”. 

• “Behavioral counseling” for sexually transmitted infections. 

2. Identify ALL ways in which insurance coverage without cost 

sharing of ANY of the preventive services identified in YOUR response to 

Interrogatory No. 1 above is objectionable based on YOUR religious beliefs. 

 OBJECTION: This question is unclear and confusing. Plaintiff believes it was 

previously answered in items 13 and 14 of the first set of interrogatories.  

 ANSWER: Notwithstanding its objection, Plaintiff answers as follows.  

Kelley Orthodontics is a professional association owned by John Kelley and is 

run in accordance with his beliefs as a Christian, including in accordance with the 

teachings of the Bible.  
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 The Bible addresses sexual activity. Millenia of Christian teaching make it 

clear such activity outside of a marriage between one man and one woman is immoral 

and destructive. Mandating contraception coverage, PrEP drugs, and STD drugs and 

screenings facilitates and encourages behavior directly in conflict with well-known 

Biblical principles. and participating in a health-insurance plan using our premiums 

to pay for these things its owners complicit in violating deeply held and long-standing 

religious rules, obligations, and beliefs. 

3. Identify ALL means that YOU contend are less restrictive than 

the inclusion of PREP DRUGS among the preventive services covered by 42 

U.S.C. § 300gg-13(a)(1) that YOU contend would be adequate to further the 

government’s interest in preventing the further transmission of the HIV 

virus. 

 OBJECTION: This contention Interrogatory improperly shifts the burden of 

proof of the least restrictive means test to the Plaintiff. The First Amendment to the 

United States Constitution and the Religious Freedom Restoration Act protect 

Plaintiff’s religious freedom. It is not incumbent upon citizens to provide the 

government with ways in which it may “adequately” encroach thereon. Therefore, 

this Interrogatory is not permissible discovery under Fed. R. Civ. P. 26(b). 

 Also, this contention Interrogatory assumes the federal government has a legal 

interest in “preventing the further transmission of the HIV virus.” However, it does 

not specify the Constitutional source of this interest. Absent this, Plaintiff cannot 
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reasonably be expected to answer the question. Therefore, this Interrogatory is not 

permissible discovery under Fed. R. Civ. P. 26(b). 

 ANSWER: Notwithstanding the above objections, Plaintiff answers as 

follows.  

 Plaintiff contends allowing the market to offer many different plans, without 

mandating everyone purchase coverages that many people do not want, need, or 

object to on religious and moral grounds, just like the market did prior to the 

enactment of the ACA, would protect religious freedom under the First Amendment, 

comply with RFRA, and be “adequate” to further whatever interest the government 

might have. 

 
 

Respectfully submitted. 
 
H. DUSTIN FILLMORE III    /s/ Jonathan F. Mitchell 
Texas Bar No. 06996010    JONATHAN F. MITCHELL 
CHARLES W. FILLMORE    Texas Bar No. 24075463 
Texas Bar No. 00785861    Mitchell Law PLLC 
The Fillmore Law Firm, L.L.P.   111 Congress Avenue, Suite 400 
1200 Summit Avenue, Suite 860   Austin, Texas 78701 
Fort Worth, Texas 76102    (512) 686-3940 (phone) 
(817) 332-2351 (phone)    (512) 686-3941 (fax) 
(817) 870-1859 (fax)    jonathan@mitchell.law 
dusty@fillmorefirm.com 
chad@fillmorefirm.com 
 
Dated: September 27, 2021   Counsel for Plaintiffs 
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VERIFICATION 

 
I declare under penalty of perjury that the answers to these interrogatories are true 

and correct. 

 
 

____________________________________ 
John Kelley 
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CERTIFICATE OF SERVICE 
 
I certify that on September 27, 2021, I served this document through e-mail upon: 
 
CHRISTOPHER M. LYNCH 
JORDAN L. VON BOKERN 
Trial Attorneys 
U.S. Department of Justice 
Civil Division 
1100 L Street, NW 
Washington, DC 20005 
(202) 353-4537 (phone) 
(202) 616-8460 (fax) 
christopher.m.lynch@usdoj.gov 
jordan.l.von.bokern2@usdoj.gov 
 
BRIAN W. STOLTZ 
Assistant United States Attorney 
1100 Commerce Street, Third Floor 
Dallas, Texas 75242-1699 
(214) 659-8626 (phone) 
(214) 659-8807 (fax) 
brian.stoltz@usdoj.gov 
 
Counsel for the Defendants 
 

 
 /s/ Jonathan F. Mitchell 
Jonathan F. Mitchell 
Counsel for Plaintiffs 
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IN THE UNITED STATES DISTRICT COURT 
FOR THE NORTHERN DISTRICT OF TEXAS 

FORT WORTH DIVISION 
_____________________________________ 

JOHN KELLEY, et al., 
 
 Plaintiffs, 
 
v. 
 
XAVIER BECERRA, et al., 
 
 Defendants. 

  
 
 
 
Civil Action No. 4:20-cv-00283-O 
 
 
 

DECLARATION OF DR. DEMETRE C. DASKALAKIS 

I, Demetre C. Daskalakis, M.D., M.P.H., pursuant to 28 U.S.C.§ 1746, and based upon 

my personal knowledge and information made known to me in the course of my employment, 

hereby make the following declaration with respect to the above-captioned matter: 

1. I currently serve as the Director of the Division of HIV Prevention (DHP), within 

the National Center for HIV, Viral Hepatitis, STD, and TB Prevention (NCHHSTP) at the 

Centers for Disease Control and Prevention (CDC). In my role I oversee the CDC’s domestic 

HIV prevention and research activities.  

2. I am recognized nationally and internationally as an expert in HIV prevention. I 

received my medical education from the NYU School of Medicine and completed my residency 

disease fellowships at the Brigham and Women’s and Massachusetts General Hospital combined 

program and received a Master of Public Health from the Harvard T.H. Chan School of Public 

Health.  
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3. HIV (human immunodeficiency virus) is a virus that attacks the body’s immune 

system and is most commonly (though not exclusively) transmitted through sex or sharing 

needles, syringes, or other drug injection equipment.1 There is currently no effective cure, 

meaning that once people get HIV, they have it for life.2 If HIV is not treated, it can progress to 

severe illness and death.3 Fortunately, with proper medical care, HIV can be controlled. People 

with HIV who receive effective HIV treatment can live long, healthy lives.4  

4. HIV continues to be a critical public health issue and disproportionally impacts 

certain populations, including Black/African American and Hispanic/Latino people, gay and 

bisexual men, and transgender women, among others.5  Since the first cases were reported in 

1981, more than 700,000 persons in the United States have died of AIDS—which is the most 

severe stage of HIV and when people have badly damaged immune systems, leaving them 

vulnerable to opportunistic illnesses and other complications.6,7 At the end of 2019, an estimated 

1,189,700 million people aged 13 and older in the United States had HIV and approximately 

37,000 people that year had been newly diagnosed with HIV in the United States.8  

5. Although treatable, HIV can still be fatal.  In 2019, there were 15,815 deaths from 

any cause among people with diagnosed HIV in the United States and dependent areas.9    

 
1 CDC HIV Transmission. https://www.cdc.gov/hiv/basics/transmission.html. 
2 CDC About HIV. https://www.cdc.gov/hiv/basics/whatishiv.html. 
3 CDC About HIV. https://www.cdc.gov/hiv/basics/whatishiv.html. 
4CDC About HIV.  https://www.cdc.gov/hiv/basics/whatishiv.html. 
5 CDC HIV Statistics. https://www.cdc.gov/hiv/statistics/overview/ataglance.html. 
6 CDC About HIV. https://www.cdc.gov/hiv/basics/whatishiv.html. 
7 After 40 Years of Progress, It Is Time to End the HIV Epidemic, HHS.gov. 
https://www.hhs.gov/blog/2021/06/07/after-40-years-progress-it-time-end-hiv-epidemic.html.   
8 CDC HIV Statistics. https://www.cdc.gov/hiv/statistics/overview/ataglance.html. 
9 CDC HIV Basic Statistics.  https://www.cdc.gov/hiv/basics/statistics.html. The 6 dependent 
areas are: American Samoa, Puerto Rico, Guam, Northern Mariana Islands, Republic of Palau, 
and the U.S. Virgin Islands. Id. 
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6. HIV infection is not limited to adults and adolescents; children also continue to be 

exposed and infected perinatally. From 2015 through 2018 in the United States and Puerto Rico, 

11,106 children were exposed but not perinatally infected with HIV, and 214 children were born 

with diagnosed, perinatally acquired HIV infection. At year-end 2019 in the United States and 6 

dependent areas, there were 12,355 persons living with diagnosed, perinatally acquired HIV 

infection.10  

7. PrEP is the use of antiretroviral medication to prevent the acquisition of HIV 

infection.11 PrEP is highly effective for preventing HIV when taken as prescribed. PrEP reduces 

the risk of getting HIV from sex by about 99%, and from injection drug use by at least 74%.12 

PrEP is recommended for people without HIV who are at risk of being exposed to HIV through 

sexual contact or injection drug use, such as partners of those who are HIV positive.13  For 

example, PrEP is recommended for HIV negative women seeking to conceive with a partner 

living with HIV as well as pregnant or breastfeeding women whose sexual partner has HIV.14 

There is an increased risk of HIV acquisition for women during periods of conception, 

pregnancy, and breastfeeding. PrEP can help prevent maternal HIV infection and therefore the 

risk of transmitting HIV to a child through childbirth or breast feeding.   

8. Because HIV is a contagious disease, the benefits of PrEP use are not limited to 

protecting those who take it; any individual who does not become infected also cannot transmit 

 
10 HIV Surveillance Report 2019 (cdc.gov) (published May 2021), pages 36, 39. 
11 CDC HIV Nexus Clinician Resources. 
https://www.cdc.gov/hiv/clinicians/prevention/prep.html. 
12 CDC HIV Risk and Prevention. https://www.cdc.gov/hiv/risk/prep/index.html.  
13 CDC HIV Nexus Clinician Resources. 
https://www.cdc.gov/hiv/clinicians/prevention/prep.html. 
14 U.S. Public Health Service Preexposure Prophylaxis for the Prevention of HIV Infection in the 
United States – 2021 Update. A Clinical Practice Guideline (pages 60-61). 
https://www.cdc.gov/hiv/pdf/risk/prep/cdc-hiv-prep-guidelines-2021.pdf. 
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the virus to others.  Thus, by reducing the likelihood that those taking it will be infected with 

HIV, PrEP also protects the broader public by reducing the likelihood that each person who takes 

it will infect others, slowing the spread of disease by a rate greater than the number of 

individuals who use it.  Expanding the use of PrEP, in addition to reaching national HIV testing 

and treatment targets set by the previous National HIV/AIDS Strategy, could have prevented an 

additional 17,000 infections by the 2020 target date.15, 16 

9. Three medications have been approved for use as PrEP by the FDA with many 

more at different stages of research and review.  

10. CDC PrEP guidelines recommend regular clinic visits and laboratory services, in 

addition to PrEP medications, to ensure best health outcomes for patients.17 CDC recommends 

PrEP as part of a comprehensive package of services that includes screening for HIV, sexually 

transmitted infections, viral hepatitis, and monitoring for the safe use of these medications.18  In 

June 2019, the United States Preventive Services Taskforce (USPSTF) gave PrEP a grade A 

designation which, in compliance with the Affordable Care Act (ACA), requires private 

insurance, ACA marketplace plans and Medicaid plans (where expanded) to cover the cost of the 

drug.19  On July 19, 2021, HHS issued a set of Frequently Asked Questions (FAQs), clarifying 

 
15As many as 185,000 new HIV infections in the U.S. could be prevented by expanding testing, 
treatment, PrEP, https://www.hiv.gov/blog/as-many-as-185000-new-hiv-infections-in-the-u-s-
could-be-prevented-by-expanding-testing-treatment-prep. 
16National HIV/AIDS Strategy: Updated to 2020 https://www.hiv.gov/sites/default/files/nhas-
2020-action-plan.pdf. 
17 U.S. Public Health Service Preexposure Prophylaxis for the Prevention of HIV Infection in the 
United States – 2021 Update. A Clinical Practice Guideline. 
https://www.cdc.gov/hiv/pdf/risk/prep/cdc-hiv-prep-guidelines-2021.pdf. 
18 CDC HIV Nexus Clinician Resources. 
https://www.cdc.gov/hiv/clinicians/prevention/prep.html. 
19 High Quality Care: Access and Delivery.  
https://www.cdc.gov/nchhstp/highqualitycare/preventiveservices/hivaids.html. 
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that these entities are also required to cover ancillary clinical services, including laboratory 

services, as recommended by the CDC PrEP guidelines, with enforcement starting 60 days after 

the publication of these FAQs.20  

11. For every HIV infection that is prevented, an estimated $510,000 is saved in the 

cost of providing lifetime HIV treatment, resulting in significant cost-savings for the health care 

system.21  

12. CDC research shows that successful expansion of PrEP access can be expected to 

prevent a substantial proportion of new HIV infections each year.22 However, before the 

requirement for most insurance plans to cover PrEP drugs took effect, less than 25% of the 

approximately 1 million Americans who may have clinical indications for PrEP were using this 

preventative medication.23  

13. One reason for this low uptake is likely the barrier posed by cost.  People taking 

PrEP must also pay for regular clinic visits and laboratory services, in addition to paying for 

costly PrEP medications, as per CDC guidelines.24    PrEP medications can be expensive: a 

prescription of PrEP can cost over $20,000 annually with doctor’s visits and lab tests costing 

hundreds more. There are also substantial racial and ethnic disparities in PrEP use in the United 

 
20 HHS Guidance. https://www.hhs.gov/guidance/sites/default/files/hhs-guidance-
documents/FAQs%20Part%2047.pdf. 
21 Bingham A, Shrestha RK, Khurana N, Jacobson E, Farnham PG. Estimated Lifetime HIV-
related Medical Costs in the United States. Sex Transm Dis. 2021 Jan 23. doi: 
10.1097/OLQ.0000000000001366. Online ahead of print. Updated to 2020 dollars. 
22 CDC NCHHSTP Newsroom. 
https://www.cdc.gov/nchhstp/newsroom/images/2016/CROI_Four_Scenarios_Graph.jpg. 
23 CDC Ending the HIV Epidemic in the U.S. (EHE). https://www.cdc.gov/endhiv/prevent.html. 
24 U.S. Public Health Service Preexposure Prophylaxis for the Prevention of HIV Infection in the 
United States – 2021 Update. A Clinical Practice Guideline. 
https://www.cdc.gov/hiv/pdf/risk/prep/cdc-hiv-prep-guidelines-2021.pdf. 
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States, although recent data indicate that this has partially improved.25  

14. In 2019, the federal government launched the Ending the HIV Epidemic in the 

U.S. initiative (EHE). The goal of the EHE is to reduce new HIV infections in the United States 

by 90 percent by the year 2030.26 The EHE focuses on four key strategies:  diagnose all people 

with HIV as early as possible, treat all people with HIV rapidly and effectively to reach sustained 

viral suppression, prevent new HIV transmissions by using proven interventions, and respond 

quickly to potential HIV outbreaks.27  Expanding PrEP uptake through the PrEP coverage 

requirement is crucial to this initiative; to end the HIV epidemic, PrEP access and uptake must 

be maximized, as a scientifically and clinically proven intervention.28 Therefore, barriers to PrEP 

access and uptake should be addressed, including cost-sharing hurdles for medications and 

associated services for those who need PrEP. 

15. PrEP is a highly effective means of preventing HIV infection and CDC is 

committed to increasing the use of PrEP. 

I declare under penalty of perjury under the laws of the United States of America that the 

foregoing is true and correct.  

Executed on January __, 2022.              _______________________________ 
      DR. DEMETRE C. DASKALAKIS 

Director, Division of HIV Prevention 
National Center for HIV, Viral Hepatitis, STD, and 
TB Prevention  
Centers for Disease Control and Prevention 

 
25 CDC NCHHSTP Atlas. https://gis.cdc.gov/grasp/nchhstpatlas/tables.html; Pitasi MA, Beer L, 
Cha S, et al. Vital Signs: HIV Infection, Diagnosis, Treatment, and Prevention Among Gay, 
Bisexual, and Other Men Who Have Sex with Men — United States, 2010–2019. MMWR Morb 
Mortal Wkly Rep 2021;70:1669–1675.  
26 CDC Ending the HIV Epidemic in the U.S. (EHE). 
https://www.cdc.gov/endhiv/overview.html. 
27 CDC Ending the HIV Epidemic in the U.S. (EHE). https://www.cdc.gov/endhiv/index.html. 
28 CDC Ending the HIV Epidemic in the U.S. (EHE). https://www.cdc.gov/endhiv/prevent.html. 

Demetre C. Daskalakis -S
Digitally signed by Demetre C. 
Daskalakis -S 
Date: 2022.01.27 08:18:05 
-05'00'
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IN THE UNITED STATES DISTRICT COURT 
FOR THE NORTHERN DISTRICT OF TEXAS 

FORT WORTH DIVISION 
_____________________________________ 

JOHN KELLEY, et al., 
 
 Plaintiffs, 
 
v. 
 
XAVIER BECERRA, et al., 
 
 Defendants. 

  
 
 
 
Civil Action No. 4:20-cv-00283-O 
 
 
 

DECLARATION OF CHRISTOPHER M. LYNCH 

I, Christopher M. Lynch, pursuant to 28 U.S.C.§ 1746, and based upon my personal 

knowledge and information made known to me in the course of my employment, hereby make 

the following declaration with respect to the above-captioned matter: 

1. I am a Trial Attorney with the Federal Programs Branch of the Civil Division of 

the United States Department of Justice and counsel for Defendants in this matter.   

2. Attached as Exhibit A is a true and correct copy (without attachments) of an email 

dated August 30, 2021, that I sent to Jonathan Mitchell and Gene Hamilton, counsel for 

Plaintiffs, serving requests for admission on Plaintiffs. 
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3. Attached as Exhibit B is a true and correct copy (without attachments) of an email 

dated September 30, 2121, that I received from Gene Hamilton, counsel for Plaintiffs, serving 

responses to the requests for admission I had served on Plaintiffs in my email dated August 30, 

2021. 

I declare under penalty of perjury under the laws of the United States of America that the 

foregoing is true and correct.  

Executed on January 26, 2022.               /s/ Christopher M. Lynch 
           CHRISTOPHER M. LYNCH 
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1

Lynch, Christopher M. (CIV)

From: Lynch, Christopher M. (CIV)
Sent: Monday, August 30, 2021 11:08 AM
To: Jonathan Mitchell
Cc: Gene P. Hamilton; Stoltz, Brian (USATXN); Von Bokern, Jordan L. (CIV)
Subject: RE: Kelley v Becerra, 4:20-cv-283-O (N.D. Tex.)
Attachments: 2021-08-30 1st RFAs Starnes.pdf; 2021-08-30 1st RFAs Braidwood.pdf; 2021-08-30 1st 

RFAs DRAFT Scheideman.pdf; 2021-08-30 1st RFAs John Kelley.pdf; 2021-08-30 1st 
RFAs Maxwell.pdf; 2021-08-30 1st RFAs Miller.pdf; 2021-08-30 1st RFAs Kelley 
Orthodontics.pdf

Jonathan, 
 
Attached please find service copies of Defendants’ First Sets of Requests for Admissions for 

1. John Kelley 
2. Joel Starnes 
3. Zach and Ashley Maxwell 
4. Kelley Orthodontics 
5. Braidwood Management 
6. Joel Miller 
7. Gregory Scheideman 

 
I have not included RFAs for the Riddles in reliance on your representation that you will be dismissing them. 
 
Best, 
Chris 
 

From: Lynch, Christopher M. (CIV)  
Sent: Friday, August 27, 2021 2:55 PM 
To: Jonathan Mitchell <jonathan@mitchell.law> 
Cc: Gene P. Hamilton <gene.hamilton@aflegal.org>; Stoltz, Brian (USATXN) <BStoltz@usa.doj.gov>; Von Bokern, Jordan 
L. (CIV) <Jordan.L.Von.Bokern2@usdoj.gov> 
Subject: Kelley v Becerra, 4:20‐cv‐283‐O (N.D. Tex.) 
 
Hi Jonathan, 
 
Attached please find service copies of the following discovery: 

1. Second Set of Requests for Production for Braidwood Management 
2. Second Sets of Interrogatories for: 

a. John Kelley 
b. Joel Starnes 
c. Zach and Ashley Maxwell 
d. Kelley Orthodontics 
e. Braidwood Management 

 
Also, I haven’t received a response to my August 5, 2021 email, in which I noted that the responses to the first set of 
requests for production for John Kelley and Kelley Orthodontics served on us were the same file and only purported to 
be on behalf of John Kelley.  If there is a different set of documents for Kelley Orthodontics, please provide it as soon as 
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2

possible.  Please also provide the verification for Plaintiff Miller’s first set of interrogatories as soon as possible, as I have 
not yet received that. 
 
Thanks in advance. 
 
Best, 
Chris 
 
Christopher M. Lynch 
Trial Attorney 
U.S. Department of Justice, Civil Division 
Federal Programs Branch 
1100 L Street NW, Room 11312 
Washington, DC 20005 
(202) 353-4537 (office) 
(202) 616-8470 (fax) 
Christopher.M.Lynch@usdoj.gov 
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1

Lynch, Christopher M. (CIV)

From: Gene Hamilton <gene.hamilton@aflegal.org>
Sent: Thursday, September 30, 2021 11:08 PM
To: Lynch, Christopher M. (CIV); Stoltz, Brian (USATXN); Von Bokern, Jordan L. (CIV)
Cc: Andrew Block; Reed Rubinstein; Jonathan Mitchell
Subject: [EXTERNAL] Re:
Attachments: Maxwell_RFAs.pdf; Scheideman_RFAs signed.pdf; Miller_RFAs.pdf; 

Starnes_RFAs_signed.pdf; Kelley_RFAs_Signed.pdf; Braidwood RFAs signed.pdf; Kelley 
Ortho_RFAs_Signed.pdf

Hello Chris, Brian, and Jordan, 
 
Please see the attached RFA responses. We do not have verified versions from the Maxwells or Miller, but will 
pass those along as soon as possible.  
 
Thank you, 
 
Gene Hamilton 
 
 
On Mon, Sep 27, 2021 at 10:20 PM Jonathan Mitchell <jonathan@mitchell.law> wrote: 
 
Chris: 
 
Our discovery answers for the second set of ROGs and RFPs are attached. 
 
 
—Jonathan 
 
 
----------------------------- 
Jonathan F. Mitchell 
Mitchell Law PLLC 
111 Congress Avenue, Suite 400 
Austin, Texas 78701 

3940-(512) 686  (phone) 
(fax) 3941-686) 512(  

jonathan@mitchell.law 
papers.ssrn.com/sol3/cf_dev/AbsByAuth.cfm?per_id=791842 
 

CONFIDENTIALITY NOTICE: 
This e-mail and any attachments are confidential and legally privileged. This information is intended only for the use of the individual or 
entity to whom it was sent as indicated above. If you are not the intended recipient, any disclosure, copying, distribution, or action 
taken in reliance on the contents of the information contained in this electronic mail message is strictly prohibited. If you have received 
this message in error, please delete it immediately, and call (512) 686-3940 to let me know that you received it. Thank you.  
 
PRIVILEGED AND CONFIDENTIAL — ATTORNEY–CLIENT COMMUNICATION / ATTORNEY WORK PRODUCT 
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maxwell answers to first set of interrogatories  Page 1 of 9 

U N I T E D  S T A T E S  D I S T R I C T  C O U R T  
F O R  T H E  N O R T H E R N  D I S T R I C T  O F  T E X A S  

F O R T  W O R T H  D I V I S I O N  
 

  
John Kelley, et al. 

Plaintiffs, 

v. 

Alex M. Azar II, et al., 

Defendants. 

 
 
 

 
Case No. 4:20-cv-00283-O 

 

 
PLAINTIFFS ZACH AND ASHLEY MAXWELL’S ANSWERS TO 

FIRST SET OF INTERROGATORIES 

1. Federal law requires all private health insurance to cover The U.S. Preven-

tive Services Task Force to cover “evidence-based items or services that have in effect 

a rating of ‘A’ or ‘B’ in the current recommendations of the United States Preventive 

Services Task Force,” and to cover these items or services without any cost-sharing 

requirements such as deductibles or co-pays. See 42 U.S.C. § 300gg-13(a)(1). It also 

requires private insurers to cover “immunizations that have in effect a recommenda-

tion from the Advisory Committee on Immunization Practices (ACIP) of the Centers 

for Disease Control and Prevention with respect to the individual involved,” and to 

do so without any cost-sharing requirements such as deductibles or co-pays. See 42 

U.S.C. § 300gg-13(a)(2). It requires private insurers to cover “with respect to infants, 

children, and adolescents, evidence-informed preventive care and screenings provided 

for in the comprehensive guidelines supported by the Health Resources and Services 

Administration,” and to cover this preventive care and screenings without any cost-

sharing requirements such as deductibles or co-pays. See 42 U.S.C. § 300gg-13(a)(3). 

And it compels coverage “with respect to women, [of] such additional preventive care 

and screenings not described in [42 U.S.C. § 300gg-13(a)(1)] as provided for in 
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maxwell answers to first set of interrogatories  Page 2 of 9 

comprehensive guidelines supported by the Health Resources and Services Admin-

istration for purposes of this paragraph,” and it forbids any cost-sharing requirements 

such as deductibles or co-pays with respect to this required coverage. See 42 U.S.C. 

§ 300gg-13(a)(4).  

The U.S. Preventive Services Task Force has assigned “A” or “B” ratings to nu-

merous forms of preventive-care coverage that we do not want or need, because nei-

ther we nor our children engage in the behaviors or lifestyle choices that makes this 

preventive treatment necessary. This unneeded and unwanted preventive-care cover-

age includes:  

behavior interventions and pharmacotherapy for smoking and tobacco 
use 
 
behavior interventions to address obesity and weight loss 
 
behavior counseling to reduce unhealthy alcohol use 
 
behavior counseling to promote healthful diet and physical activity 
 
screening for chlamydia 
 
screening for gonorrhea 
 
screening for hepatitis B 
 
screening for hepatitis C 
 
screening for HIV 

 
screening for lung cancer (smokers) 
 
screening and behavior interventions for childhood obesity 
 
coverage of preexposure prophylaxis (PrEP) drugs 
 
behavioral counseling for sexually active adolescents and adults who are 
at increased risk for sexually transmitted infections 
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maxwell answers to first set of interrogatories  Page 3 of 9 

screening for syphilis 
 

screening for unhealthy drug use 

A copy of the U.S. Preventive Services Task Force ratings is attached to these answers 

as Exhibit A.  

The Advisory Committee on Immunization Practices (ACIP) guidelines require 

coverage of the human papillomavirus (HPV) vaccine, which we do not need because 

neither we nor our children engage in the behaviors that necessitate a vaccine for this 

sexually transmitted disease. A copy of the ACIP vaccine recommendations and guide-

lines is attached to these answers at Exhibit B. 

The Health Resources and Services Administration’s preventive-care guidelines 

with respect to infants, children, and adolescents require coverage of screenings for 

HIV, Hepatitis C, and sexually transmitted infections, which we do not need because 

neither we nor our children engage in the behaviors that makes this preventive treat-

ment necessary. A copy of the Bright Futures Periodicity Schedule, which HRSA has 

accepted as its guidelines for purposes of 42 U.S.C. § 300gg-13(a)(3), is attached to 

these answers as Exhibit C. 

The Health Resources and Services Administration’s preventive-care guidelines 

with respect to women require coverage of contraception, contraceptive counseling, 

HIV screening, HPV screening, behavioral counseling for sexually transmitted infec-

tions, and screening for interpersonal and domestic violence, which we do not need 

because neither we nor our children engage in the behaviors that makes this preventive 

treatment necessary. A copy of HRSA’s women’s preventive services guidelines is at-

tached to these answers as Exhibit D. 

2. The defendants’ enforcement of 42 U.S.C. § 300gg-13 makes it impossible 

for us to purchase health insurance that excludes this unwanted and unneeded pre-

ventive-care coverage. It also makes it impossible for us to purchase health insurance 
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unless we pay for preventive-care coverage that violates our religious beliefs or that 

facilitates or accommodates behavior that violates our religious beliefs.  

3. Same answer as to Interrogatory No. 1.  

4. (a) The first time Zach enrolled in a health-insurance plan was when he 

worked for Texans for Greg Abbott in 2014. He believes that the insurance carrier 

was United but he is not certain. After that job, Zach worked on a few other cam-

paigns but those jobs did not provide health insurance.  

Zach next enrolled in a health-insurance plan when he went to work for Senator 

Lois Kolkhorst in the Texas Senate. That started in December of 2014 and lasted 

through June of 2015. The insurance carrier was UnitedHealthcare. After Zach left 

Senator Kolkhorst’s office, he went to work on another campaign but that job did not 

provide health insurance.  

The next time Zach enrolled in a health-insurance plan was when he worked as a 

deputy chief for Representative Matt Shaheen in the Texas House of Representatives. 

That job started in April of 2016, and he left in January of 2017 to work for Repre-

sentative Mike Lang. Zach stayed with Representative Lang’s office through Septem-

ber of 2017. During that time working in the Texas House of Representatives, his 

insurance carrier was UnitedHealthcare. 

When Zach left Representative Lang’s office in September 2017, he went to work 

for Empower Texans, where Aetna was his health-insurance carrier. That job lasted 

until January of 2019. Zach then went back to work for Representative Lang in Jan-

uary of 2019, and re-enrolled in the UnitedHealthcare plan. Zach left Representative 

Lang’s office agains in January 2021 to start his own business, and the Maxwells are 

currently shopping for health insurance. They intend to purchase health insurance but 

have not done so yet. 

Ashley had health insurance from 2012 to 2016, but she does not remember the 

carrier. It was from a former marriage and her ex-husband worked in the oil business. 
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maxwell answers to first set of interrogatories  Page 5 of 9 

Ashley believes that they had several different insurers and may have had breaks in 

coverage. But she does recall the details and does not have records of this past cover-

age. 

(b) Zach’s individual monthly premium for UnitedHealthcare was $596.92 dur-

ing his most recent job with the Texas House of Representatives. See Exhibit E. Zach 

does not have records showing his monthly health-insurance premiums from his pre-

vious jobs, and he does not recall how much those monthly premiums were.  

(c) Zach’s employer’s portion of the monthly for UnitedHealthcare was 

$1,219.52 during his most recent job with the Texas House of Representatives. See 

Exhibit E. Zach does not have records showing his monthly health-insurance premi-

ums from his previous jobs, and he does not recall how much those monthly premi-

ums were. 

(d) To the best of our knowledge, none of the health-insurance plans in which 

we have enrolled included coverage of PrEP drugs, because the mandate to cover 

PrEP drugs as preventive care did not take effect until 2021. 

(e) To the best of our knowledge, the health-insurance plans in which we have 

enrolled covered all the preventive care required by 42 U.S.C. § 300gg-13(a)(1)–(4) 

from the time those preventive-care mandates took effect, with no co-pays because no 

co-pays for mandated preventive care are allowed under federal law.  

(f) To the best of our knowledge, the health-insurance plans in which we have 

enrolled covered all the preventive care required by 42 U.S.C. § 300gg-13(a)(1)–(4) 

from the time those preventive-care mandates took effect, with no co-pays because no 

co-pays for mandated preventive care are allowed under federal law. 

(g) To the best of our knowledge, the health-insurance plans in which we have 

enrolled covered all the preventive care required by 42 U.S.C. § 300gg-13(a)(1)–(4) 

from the time those preventive-care mandates took effect, with no co-pays because no 

co-pays for mandated preventive care are allowed under federal law. 
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maxwell answers to first set of interrogatories  Page 6 of 9 

(h) To the best of our knowledge, the health-insurance plans in which we have 

enrolled covered all the preventive care required by 42 U.S.C. § 300gg-13(a)(1)–(4) 

from the time those preventive-care mandates took effect, with no co-pays because no 

co-pays for mandated preventive care are allowed under federal law. 

5. We did not make efforts between January 1, 2000, and the present to obtain 

health insurance that does not include coverage of PrEP drugs because they were not 

(to the best of our knowledge) covered by our health insurance and federal law (at 

the time) did not require them to be covered.  

6. See answer to Interrogatory No. 1. 

7. We did not make efforts between January 1, 2000, and the present to obtain 

health insurance that does not include coverage of the preventive care described in 

our answer to Interrogatory No. 1 because federal law compelled the coverage of this 

preventive care and it was not possible to obtain private health insurance that excludes 

this required coverage, either through our employers or through the exchanges.  

8. See answer to Interrogatory No. 1. 

9. We did not make efforts between January 1, 2000, and the present to obtain 

health insurance that does not include coverage of the preventive care described in 

our answer to Interrogatory No. 1 because federal law compelled the coverage of this 

preventive care and it was not possible to obtain private health insurance that excludes 

this required coverage, either through our employers or through the exchanges. 

10. See answer to Interrogatory No. 1. 

11. We did not make efforts between January 1, 2000, and the present to obtain 

health insurance that does not include coverage of the preventive care described in 

our answer to Interrogatory No. 1 because federal law compelled the coverage of this 

preventive care and it was not possible to obtain private health insurance that excludes 

this required coverage, either through our employers or through the exchanges. 

12. See answer to Interrogatory No. 1. 
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13. We did not make efforts between January 1, 2000, and the present to obtain 

health insurance that does not include coverage of the preventive care described in 

our answer to Interrogatory No. 1 because federal law compelled the coverage of this 

preventive care and it was not possible to obtain private health insurance that excludes 

this required coverage, either through our employers or through the exchanges. 

14. We are Christians and we accept the Bible as the authoritative and inerrant 

word of God. The Bible condemns sexual activity outside marriage between one man 

and one woman, including homosexual conduct, and this stance is consistent with 

millenia of Christian teaching.  

15. Mandating the coverage of PrEP drugs is something that facilitates and en-

courages homosexual behavior, intravenous drug use, and sexual activity outside of 

marriage between one man and one woman, and participating in a health-insurance 

plan that uses our premiums to pay for coverage of PrEP drugs makes us complicit in 

these behaviors. 

 
 
 
H. Dustin Fillmore III 
Texas Bar No. 06996010 
Charles W. Fillmore 
Texas Bar No. 00785861 
The Fillmore Law Firm, L.L.P. 
1200 Summit Avenue, Suite 860 
Fort Worth, Texas 76102 
(817) 332-2351 (phone) 
(817) 870-1859 (fax) 
dusty@fillmorefirm.com 
chad@fillmorefirm.com   
 
Dated: June 6, 2021 

Respectfully submitted. 
 
 /s/ Jonathan F. Mitchell  
Jonathan F. Mitchell 
Texas Bar No. 24075463 
Mitchell Law PLLC 
111 Congress Avenue, Suite 400 
Austin, Texas 78701 

0 (phone)394-(512) 686  
3941 (fax)-(512) 686  

jonathan@mitchell.law 
 
 
 
 
Counsel for Plaintiffs 
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VERIFICATION 

We declare under penalty of perjury that the answers to these interrogatories are 

true and correct. 

 

___________________________  ____________________________ 
Zach Maxwell    Ashley Maxwell 
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CERTIFICATE OF SERVICE 

I certify that on June 6, 2021, I served this document through e-mail upon:  

Christopher M. Lynch 
Jordan L. Von Bokern 
Trial Attorneys 
U.S. Department of Justice 
Civil Division 
1100 L Street, NW 
Washington, DC 20005 
(202) 353-4537 (phone) 
(202) 616-8460 (fax) 
christopher.m.lynch@usdoj.gov 
jordan.l.von.bokern2@usdoj.gov 
 
Brian W. Stoltz 
Assistant United States Attorney 
1100 Commerce Street, Third Floor 
Dallas, Texas 75242-1699  
(214) 659-8626 (phone)  
(214) 659-8807 (fax) 
brian.stoltz@usdoj.gov 
 
Counsel for the Defendants 

 /s/ Jonathan F. Mitchell  
Jonathan F. Mitchell 
Counsel for Plaintiffs 
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U N I T E D  S T A T E S  D I S T R I C T  C O U R T  
F O R  T H E  N O R T H E R N  D I S T R I C T  O F  T E X A S  

F O R T  W O R T H  D I V I S I O N  
 

  
John Kelley, et al. 

Plaintiffs, 

v. 

Xavier Becerra, et al., 

Defendants. 

 
 
 

 
Case No. 4:20-cv-00283-O 

 

 
PLAINTIFF KELLEY ORTHODONTICS ANSWERS TO FIRST 

SET OF INTERROGATORIES 

1.  Federal law requires all private health insurance to cover “evidence-based items 

or services that have in effect a rating of ‘A’ or ‘B’ in the current recommendations of 

the United States Preventive Services Task Force,” and to cover these items or services 

without any cost-sharing requirements such as deductibles or co-pays. See 42 U.S.C. 

§ 300gg-13(a)(1). It also requires private insurers to cover “immunizations that have 

in effect a recommendation from the Advisory Committee on Immunization Practices 

(ACIP) of the Centers for Disease Control and Prevention with respect to the indi-

vidual involved,” and to do so without any cost-sharing requirements such as deduct-

ibles or co-pays. See 42 U.S.C. § 300gg-13(a)(2). It requires private insurers to cover 

“with respect to infants, children, and adolescents, evidence-informed preventive care 

and screenings provided for in the comprehensive guidelines supported by the Health 

Resources and Services Administration,” and to cover this preventive care and screen-

ings without any cost-sharing requirements such as deductibles or co-pays. See 42 

U.S.C. § 300gg-13(a)(3). And it compels coverage “with respect to women, [of] such 

additional preventive care and screenings not described in [42 U.S.C. § 300gg-
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13(a)(1)] as provided for in comprehensive guidelines supported by the Health Re-

sources and Services Administration for purposes of this paragraph,” and it forbids any 

cost-sharing requirements such as deductibles or co-pays with respect to this required 

coverage. See 42 U.S.C. § 300gg-13(a)(4).  

The U.S. Preventive Services Task Force has assigned “A” or “B” ratings to numer-

ous forms of preventive-care coverage that I do not want or need to cover in our em-

ployees’ benefits plan. This unneeded and unwanted preventive-care coverage includes:  

behavior interventions and pharmacotherapy for smoking and tobacco 
use 
 
behavior interventions to address obesity and weight loss 
 
behavior counseling to reduce unhealthy alcohol use 
 
behavior counseling to promote healthful diet and physical activity 
 
behavior counseling for treating depression 
 
screening for depression 
 
screening for chlamydia 
 
screening for gonorrhea 
 
screening for hepatitis B 
 
screening for hepatitis C 
 
screening for HIV 
 
screening for intimate partner violence 
 
screening for lung cancer (smokers) 
 
screening and behavior interventions for childhood obesity 
 
coverage of preexposure prophylaxis (PrEP) drugs 
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behavioral counseling for sexually active adolescents and adults who are 
at increased risk for sexually transmitted infections 
 
screening for syphilis 
 
screening for unhealthy alcohol use 

 
screening for unhealthy drug use 

A copy of the U.S. Preventive Services Task Force ratings is attached to these answers 

as Exhibit A.  

The Advisory Committee on Immunization Practices (ACIP) guidelines require 

coverage of the human papillomavirus (HPV) vaccine, which I do not want or need 

to cover in our employees’ benefits plan. A copy of the ACIP vaccine recommenda-

tions and guidelines is attached to these answers at Exhibit B. 

The Health Resources and Services Administration’s preventive-care guidelines 

with respect to infants, children, and adolescents require coverage of screenings for 

HIV, Hepatitis C, and sexually transmitted infections, which I do not want or need 

to cover in our employees’ benefits plan. A copy of the Bright Futures Periodicity 

Schedule, which HRSA has accepted as its guidelines for purposes of 42 U.S.C. 

§ 300gg-13(a)(3), is attached to these answers as Exhibit C. 

The Health Resources and Services Administration’s preventive-care guidelines 

with respect to women require coverage of contraception and contraceptive counseling, 

HIV screening and counseling, HPV DNA testing, behavioral counseling for sexually 

transmitted infections, and screening for interpersonal and domestic violence, which I 

do not want or need to cover in our employees’ benefits plan. A copy of HRSA’s 

women’s preventive services guidelines is attached to these answers as Exhibit D. 

The Obama Administration’s Department of Health and Human Services esti-

mated that the preventive-care mandates in the Affordable Care Act would increase 

premiums. See Interim Final Rules for Group Health Plans and Health Insurance Issuers 

Relating to Coverage of Preventive Services Under the Patient Protection and Affordable 
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Care Act, 75 Fed. Reg. 41726, 41738 (July 19, 2010) (“The Departments estimate 

that premiums will increase by approximately 1.5 percent on average for enrollees in 

non-grandfathered plans.”). In addition, the health-economics literature indicates that 

preventive-care coverage mandates increase health insurance claims and premiums, de-

spite occasional claims that mandating coverage of preventive services will yield savings 

to offset the costs of those services. See Joshua T. Cohen, Peter J. Neumann, and Mil-

ton C. Weinstein, Does Preventive Care Save Money? Health Economics and the Pres-

idential Candidates, 358 New Eng. J. Med. 661, 662–63 (2008) (“Although some 

preventive measures do save money, the vast majority reviewed in the health economics 

literature do not.”), available at https://doi.org/10.1056/NEJMp0708558; see also 

Aaron E. Carroll, Preventive Care Saves Money? Sorry, It’s Too Good to Be True, New 

York Times (Jan. 29, 2018) (“Contrary to conventional wisdom, it tends to cost 

money”), available at https://nyti.ms/3fXE0UD (last visited on July 16, 2021). 

2.  The defendants’ enforcement of 42 U.S.C. § 300gg-13 makes it impossible for 

my business to purchase health insurance for myself, my family, and my employees 

that excludes this unwanted or unneeded preventive-care coverage. It forces my busi-

ness to pay higher premiums for health insurance on account of these preventive-care 

mandates. Finally, the defendants’ enforcement of 42 U.S.C. § 300gg-13 makes it 

impossible for me to purchase health insurance unless I pay for preventive-care cover-

age that violates my religious beliefs or that facilitates or accommodates behavior that 

violates my religious beliefs. 

3.  (a) I provided health-insurance coverage for my employees through Principal 

Life Insurance from May 21, 2002, through November 24, 2010. I provided health-

insurance coverage for my employees through Humana from December 20, 2010 

(date of first premium), through October 27, 2014 (date of last premium). I provided 

health-insurance coverage for my employees through Blue Cross Blue Shield from 

October 30, 2014 (date of first premium) through October 30, 2016 (date of last 
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premium). I have ceased providing health-care coverage for my employees effective 

October 30, 2016. I stopped providing health insurance for several reasons: the pre-

miums had become too expensive; my company was being forced to pay for coverage 

that I found objectionable; and several of my employees asked me to drop coverage 

because they were unable to enroll in their husbands’ much better plans as long as I 

was offering coverage to them as part of their job. 

(b) My company no longer has that information. 

(c) My company no longer has that information.  

(d) To the best of my knowledge, none of the health-insurance plans that I pro-

vided for my employees included coverage of PrEP drugs, because the mandate to 

cover PrEP drugs as preventive care did not take effect until 2021. But my company 

no longer has information about what our past health-insurance plans covered. 

(e) To the best of my knowledge, the health-insurance plans that I provided for 

my employees covered all the preventive care required by 42 U.S.C. § 300gg-

13(a)(1)–(4) from the time those preventive-care mandates took effect, with no co-

pays because no co-pays for mandated preventive care are allowed under federal law. 

But my company no longer has information about what our past health-insurance 

plans covered. 

(f) To the best of my knowledge, the health-insurance plans that I provided for 

my employees covered all the preventive care required by 42 U.S.C. § 300gg-

13(a)(1)–(4) from the time those preventive-care mandates took effect, with no co-

pays because no co-pays for mandated preventive care are allowed under federal law. 

But my company no longer has information about what our past health-insurance 

plans covered. 

(g) To the best of my knowledge, the health-insurance plans that I provided for 

my employees covered all the preventive care required by 42 U.S.C. § 300gg-

13(a)(1)–(4) from the time those preventive-care mandates took effect, with no co-
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pays because no co-pays for mandated preventive care are allowed under federal law. 

But my company no longer has information about what our past health-insurance 

plans covered. 

(h) To the best of my knowledge, the health-insurance plans that I provided for 

my employees covered all the preventive care required by 42 U.S.C. § 300gg-

13(a)(1)–(4) from the time those preventive-care mandates took effect, with no co-

pays because no co-pays for mandated preventive care are allowed under federal law. 

But my company no longer has information about what our past health-insurance 

plans covered. 

4.  I did not make efforts between January 1, 2000, and the present to obtain 

health insurance that does not include coverage of PrEP drugs because they were not 

(to the best of my knowledge) covered by my health insurance and federal law (at the 

time) did not require them to be covered. Now I use Medi-share to provide health 

care to my employees, which doesn’t cover PrEP drugs at all. 

5.  See answer to Interrogatory No. 1. 

6.  I shopped every year for insurance policies that did not cover the unneeded 

and unwanted preventive care described in Interrogatory No. 1, but these efforts be-

came futile once federal law compelled the coverage of this preventive care and it was 

not possible to obtain private health insurance that excludes this required coverage. 

7.  See answer to Interrogatory No. 1. 

8.  I shopped every year for insurance policies that did not cover the unneeded 

and unwanted preventive care described in Interrogatory No. 1, but these efforts be-

came futile once federal law compelled the coverage of this preventive care and it was 

not possible to obtain private health insurance that excludes this required coverage. 

9.  See answer to Interrogatory No. 1. 
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10.  I shopped every year for insurance policies that did not cover the unneeded 

and unwanted preventive care described in Interrogatory No. 1, but these efforts be-

came futile once federal law compelled the coverage of this preventive care and it was 

not possible to obtain private health insurance that excludes this required coverage. 

11.  See answer to Interrogatory No. 1. 

12.  I shopped every year for insurance policies that did not cover the unneeded 

and unwanted preventive care described in Interrogatory No. 1, but these efforts be-

came futile once federal law compelled the coverage of this preventive care and it was 

not possible to obtain private health insurance that excludes this required coverage. 

13.  I am a Christian and accept the Bible as the authoritative and inerrant word 

of God. The Bible condemns sexual activity outside marriage between one man and 

one woman, including homosexual conduct, and this stance is consistent with millenia 

of Christian teaching. 

14.  Mandating the coverage of PrEP drugs is something that facilitates and en-

courages homosexual behavior, intravenous drug use, and sexual activity outside of 

marriage between one man and one woman, and participating in a health-insurance 

plan that uses premiums to pay for coverage of PrEP drugs would make me complicit 

in these behaviors. 

 
 
 
H. Dustin Fillmore III 
Texas Bar No. 06996010 
Charles W. Fillmore 
Texas Bar No. 00785861 
The Fillmore Law Firm, L.L.P. 
1200 Summit Avenue, Suite 860 
Fort Worth, Texas 76102 
(817) 332-2351 (phone) 
(817) 870-1859 (fax) 
dusty@fillmorefirm.com 
chad@fillmorefirm.com   

Respectfully submitted. 
 
 /s/ Jonathan F. Mitchell  
Jonathan F. Mitchell 
Texas Bar No. 24075463 
Mitchell Law PLLC 
111 Congress Avenue, Suite 400 
Austin, Texas 78701 

)0 (phone394-(512) 686  
3941 (fax)-(512) 686  

jonathan@mitchell.law 
 
Counsel for Plaintiffs  
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VERIFICATION 

I declare under penalty of perjury that the answers to these interrogatories are 

true and correct. 

 

      ____________________________________ 
      John Kelley 
  

John M Kelley Jr. (Jul 16, 2021 14:21 CDT)
John M Kelley Jr.
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CERTIFICATE OF SERVICE 

I certify that on July 16, 2021, I served this document through e-mail upon:  

Christopher M. Lynch 
Jordan L. Von Bokern 
Trial Attorneys 
U.S. Department of Justice 
Civil Division 
1100 L Street, NW 
Washington, DC 20005 
(202) 353-4537 (phone) 
(202) 616-8460 (fax) 
christopher.m.lynch@usdoj.gov 
jordan.l.von.bokern2@usdoj.gov 
 
Brian W. Stoltz 
Assistant United States Attorney 
1100 Commerce Street, Third Floor 
Dallas, Texas 75242-1699  
(214) 659-8626 (phone)  
(214) 659-8807 (fax) 
brian.stoltz@usdoj.gov 
 
Counsel for the Defendants 

 /s/ Jonathan F. Mitchell  
Jonathan F. Mitchell 
Counsel for Plaintiffs 
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Topic Description Grade

Release Date of

Current

Recommendation

Abdominal Aortic

Aneurysm: Screening:

men aged 65 to 75

years who have ever

smoked

The USPSTF recommends 1-time screening for abdominal aortic

aneurysm (AAA) with ultrasonography in men aged 65 to 75 years

who have ever smoked.

B December 2019 *

Abnormal Blood

Glucose and Type 2

Diabetes Mellitus:

Screening: adults aged

40 to 70 years who are

overweight or obese

The USPSTF recommends screening for abnormal blood glucose

as part of cardiovascular risk assessment in adults aged 40 to 70

years who are overweight or obese. Clinicians should offer or refer

patients with abnormal blood glucose to intensive behavioral

counseling interventions to promote a healthful diet and physical

activity.

B October 2015 *

Aspirin Use to Prevent

Cardiovascular Disease

and Colorectal Cancer:

Preventive Medication:

adults aged 50 to 59

years with a 10% or

greater 10-year cvd risk

The USPSTF recommends initiating low-dose aspirin use for the

primary prevention of cardiovascular disease (CVD) and colorectal

cancer (CRC) in adults aged 50 to 59 years who have a 10% or

greater 10-year CVD risk, are not at increased risk for bleeding,

have a life expectancy of at least 10 years, and are willing to take

low-dose aspirin daily for at least 10 years.

B April 2016 *

Asymptomatic

Bacteriuria in Adults:

Screening: pregnant

persons

The USPSTF recommends screening for asymptomatic bacteriuria

using urine culture in pregnant persons.
B September 2019 *

BRCA-Related Cancer:

Risk Assessment,

Genetic Counseling,

and Genetic Testing:

women with a personal

or family history of

breast, ovarian, tubal,

or peritoneal cancer or

an ancestry associated

with brca1/2 gene

mutation

The USPSTF recommends that primary care clinicians assess

women with a personal or family history of breast, ovarian, tubal,

or peritoneal cancer or who have an ancestry associated with

breast cancer susceptibility 1 and 2 (BRCA1/2) gene mutations with

an appropriate brief familial risk assessment tool. Women with a

positive result on the risk assessment tool should receive genetic

counseling and, if indicated after counseling, genetic testing.

B August 2019 *

Breast Cancer:

Medication Use to

Reduce Risk: women at

increased risk for

breast cancer aged 35

The USPSTF recommends that clinicians offer to prescribe risk-

reducing medications, such as tamoxifen, raloxifene, or aromatase

inhibitors, to women who are at increased risk for breast cancer

and at low risk for adverse medication effects.

B September 2019 *
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years or older

Breast Cancer:

Screening: women

aged 50 to 74 years

The USPSTF recommends biennial screening mammography for
women aged 50 to 74 years. 

B January 2016 *

Breastfeeding: Primary

Care Interventions:

pregnant women, new

mothers, and their

children

The USPSTF recommends providing interventions during

pregnancy and after birth to support breastfeeding.
B October 2016 *

Cervical Cancer:

Screening: women

aged 21 to 65 years

The USPSTF recommends screening for cervical cancer every 3

years with cervical cytology alone in women aged 21 to 29 years.

For women aged 30 to 65 years, the USPSTF recommends

screening every 3 years with cervical cytology alone, every 5 years

with high-risk human papillomavirus (hrHPV) testing alone, or

every 5 years with hrHPV testing in combination with cytology

(cotesting). See the Clinical Considerations section for the relative

benefits and harms of alternative screening strategies for women

21 years or older.

A August 2018 *

Screening for

Colorectal Cancer:

adults aged 50 to 75

years

The USPSTF recommends screening for colorectal cancer in all

adults aged 50 to 75 years. See the "Practice Considerations"

section and Table 1 for details about screening strategies.

A May 2021 *

Screening for

Colorectal Cancer:

adults aged 45 to 49

years

The USPSTF recommends screening for colorectal cancer in

adults aged 45 to 49 years. See the "Practice Considerations"

section and Table 1 for details about screening strategies.

B May 2021 *

Dental Caries in

Children from Birth

Through Age 5 Years:

Screening: children

from birth through age

5 years

The USPSTF recommends that primary care clinicians prescribe

oral fluoride supplementation starting at age 6 months for

children whose water supply is deficient in fluoride.

B May 2014 *

Dental Caries in

Children from Birth

Through Age 5 Years:

Screening: children

from birth through age

5 years

The USPSTF recommends that primary care clinicians apply

fluoride varnish to the primary teeth of all infants and children

starting at the age of primary tooth eruption.

B May 2014 *

Depression in Adults:

Screening: general

adult population,
including pregnant

The USPSTF recommends screening for depression in the general

adult population, including pregnant and postpartum women.

Screening should be implemented with adequate systems in B January 2016 *

†
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and postpartum

women

place to ensure accurate diagnosis, effective treatment, and

appropriate follow-up.

Depression in Children

and Adolescents:

Screening: adolescents

aged 12 to 18 years

The USPSTF recommends screening for major depressive disorder

(MDD) in adolescents aged 12 to 18 years. Screening should be

implemented with adequate systems in place to ensure accurate

diagnosis, effective treatment, and appropriate follow-up.

B February 2016 *

Falls Prevention in

Community-Dwelling

Older Adults:

Interventions: adults 65

years or older

The USPSTF recommends exercise interventions to prevent falls in

community-dwelling adults 65 years or older who are at increased

risk for falls.

B April 2018 *

Folic Acid for the

Prevention of Neural

Tube Defects:

Preventive Medication:

women who are

planning or capable of

pregnancy

The USPSTF recommends that all women who are planning or

capable of pregnancy take a daily supplement containing 0.4 to

0.8 mg (400 to 800 µg) of folic acid.

A January 2017 *

Gestational Diabetes

Mellitus, Screening:

asymptomatic

pregnant women, after

24 weeks of gestation

The USPSTF recommends screening for gestational diabetes

mellitus (GDM) in asymptomatic pregnant women after 24 weeks

of gestation.

B January 2014

Chlamydia and

Gonorrhea: Screening:

sexually active women

The USPSTF recommends screening for chlamydia in sexually

active women age 24 years and younger and in older women who

are at increased risk for infection.

B September 2014 *

Chlamydia and

Gonorrhea: Screening:

sexually active women

The USPSTF recommends screening for gonorrhea in sexually

active women age 24 years and younger and in older women who

are at increased risk for infection.

B September 2014 *

Healthy Diet and

Physical Activity for

Cardiovascular Disease

Prevention in Adults

With Cardiovascular

Risk Factors: Behavioral

Counseling

Interventions: adults

with cardiovascular

disease risk factors

The USPSTF recommends offering or referring adults with

cardiovascular disease risk factors to behavioral counseling

interventions to promote a healthy diet and physical activity.

B November 2020 *

Screening for Hepatitis

B Virus Infection in The USPSTF recommends screening for hepatitis B virus (HBV)Kelley Orthodontics 0003
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Adolescents and

Adults: adolescents

and adults at increased

risk for infection

infection in adolescents and adults at increased risk for infection.
See the Practice Considerations section for a description of

adolescents and adults at increased risk for infection.

B December 2020 *

Hepatitis B Virus

Infection in Pregnant

Women: Screening:

pregnant women

The USPSTF recommends screening for hepatitis B virus (HBV)

infection in pregnant women at their first prenatal visit
A July 2019 *

Hepatitis C Virus

Infection in

Adolescents and

Adults: Screening:

adults aged 18 to 79

years

The USPSTF recommends screening for hepatitis C virus (HCV)

infection in adults aged 18 to 79 years.
B March 2020 *

Human

Immunodeficiency

Virus (HIV) Infection:

Screening: pregnant

persons

The USPSTF recommends that clinicians screen for HIV infection

in all pregnant persons, including those who present in labor or at

delivery whose HIV status is unknown.

A June 2019 *

Human

Immunodeficiency

Virus (HIV) Infection:

Screening: adolescents

and adults aged 15 to

65 years

The USPSTF recommends that clinicians screen for HIV infection

in adolescents and adults aged 15 to 65 years. Younger

adolescents and older adults who are at increased risk of infection

should also be screened. See the Clinical Considerations section

for more information about assessment of risk, screening

intervals, and rescreening in pregnancy.

A June 2019 *

Screening for

Hypertension in Adults:

adults 18 years or older

without known

hypertension

The USPSTF recommends screening for hypertension in adults 18

years or older with office blood pressure measurement (OBPM).

The USPSTF recommends obtaining blood pressure

measurements outside of the clinical setting for diagnostic

confirmation before starting treatment.

A April 2021 *

Intimate Partner

Violence, Elder Abuse,

and Abuse of

Vulnerable Adults:

Screening: women of

reproductive age

The USPSTF recommends that clinicians screen for intimate

partner violence (IPV) in women of reproductive age and provide

or refer women who screen positive to ongoing support services.

See the Clinical Considerations section for more information on

effective ongoing support services for IPV and for information on

IPV in men.

B October 2018 *

Latent Tuberculosis

Infection: Screening:

asymptomatic adults

at increased risk for

infection

The USPSTF recommends screening for latent tuberculosis

infection (LTBI) in populations at increased risk.
B September 2016 *

Low-Dose Aspirin Use
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https://www.uspreventiveservicestaskforce.org/uspstf/recommendation/hepatitis-b-virus-infection-screening
https://www.uspreventiveservicestaskforce.org/uspstf/recommendation/hepatitis-b-virus-infection-in-pregnant-women-screening
https://www.uspreventiveservicestaskforce.org/uspstf/recommendation/hepatitis-c-screening
https://www.uspreventiveservicestaskforce.org/uspstf/recommendation/human-immunodeficiency-virus-hiv-infection-screening
https://www.uspreventiveservicestaskforce.org/uspstf/recommendation/human-immunodeficiency-virus-hiv-infection-screening
https://www.uspreventiveservicestaskforce.org/uspstf/recommendation/hypertension-in-adults-screening
https://www.uspreventiveservicestaskforce.org/uspstf/recommendation/intimate-partner-violence-and-abuse-of-elderly-and-vulnerable-adults-screening
https://www.uspreventiveservicestaskforce.org/uspstf/recommendation/latent-tuberculosis-infection-screening
https://www.uspreventiveservicestaskforce.org/uspstf/recommendation/low-dose-aspirin-use-for-the-prevention-of-morbidity-and-mortality-from-preeclampsia-preventive-medication


for the Prevention of

Morbidity and Mortality

From Preeclampsia:

Preventive Medication :

pregnant women who

are at high risk for

preeclampsia

The USPSTF recommends the use of low-dose aspirin (81 mg/d) as

preventive medication after 12 weeks of gestation in women who

are at high risk for preeclampsia.

B September 2014

Lung Cancer:

Screening: adults aged

50 to 80 years who

have a 20 pack-year

smoking history and

currently smoke or

have quit within the

past 15 years

The USPSTF recommends annual screening for lung cancer with

low-dose computed tomography (LDCT) in adults aged 50 to 80

years who have a 20 pack-year smoking history and currently

smoke or have quit within the past 15 years. Screening should be

discontinued once a person has not smoked for 15 years or

develops a health problem that substantially limits life expectancy

or the ability or willingness to have curative lung surgery.

B March 2021 *

Obesity in Children and

Adolescents:

Screening: children

and adolescents 6

years and older

The USPSTF recommends that clinicians screen for obesity in

children and adolescents 6 years and older and offer or refer them

to comprehensive, intensive behavioral interventions to promote

improvements in weight status.

B June 2017 *

Ocular Prophylaxis for

Gonococcal

Ophthalmia

Neonatorum:

Preventive Medication:

newborns

The USPSTF recommends prophylactic ocular topical medication

for all newborns to prevent gonococcal ophthalmia neonatorum.
A January 2019 *

Osteoporosis to

Prevent Fractures:

Screening:

postmenopausal

women younger than

65 years at increased

risk of osteoporosis

The USPSTF recommends screening for osteoporosis with bone

measurement testing to prevent osteoporotic fractures in

postmenopausal women younger than 65 years who are at

increased risk of osteoporosis, as determined by a formal clinical

risk assessment tool. See the Clinical Considerations section for

information on risk assessment.

B June 2018 *

Osteoporosis to

Prevent Fractures:

Screening: women 65

years and older

The USPSTF recommends screening for osteoporosis with bone

measurement testing to prevent osteoporotic fractures in women

65 years and older.

B June 2018 *

Perinatal Depression:

Preventive

Interventions:

pregnant and

postpartum persons

The USPSTF recommends that clinicians provide or refer pregnant

and postpartum persons who are at increased risk of perinatal

depression to counseling interventions.
B February 2019
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https://www.uspreventiveservicestaskforce.org/uspstf/recommendation/low-dose-aspirin-use-for-the-prevention-of-morbidity-and-mortality-from-preeclampsia-preventive-medication
https://www.uspreventiveservicestaskforce.org/uspstf/recommendation/lung-cancer-screening
https://www.uspreventiveservicestaskforce.org/uspstf/recommendation/obesity-in-children-and-adolescents-screening
https://www.uspreventiveservicestaskforce.org/uspstf/recommendation/ocular-prophylaxis-for-gonococcal-ophthalmia-neonatorum-preventive-medication
https://www.uspreventiveservicestaskforce.org/uspstf/recommendation/osteoporosis-screening
https://www.uspreventiveservicestaskforce.org/uspstf/recommendation/osteoporosis-screening
https://www.uspreventiveservicestaskforce.org/uspstf/recommendation/perinatal-depression-preventive-interventions


Preeclampsia:

Screening: pregnant

woman

The USPSTF recommends screening for preeclampsia in pregnant

women with blood pressure measurements throughout

pregnancy.

B April 2017 *

Prevention of Human

Immunodeficiency

Virus (HIV) Infection:

Preexposure

Prophylaxis: persons at

high risk of hiv

acquisition

The USPSTF recommends that clinicians offer preexposure

prophylaxis (PrEP) with effective antiretroviral therapy to persons

who are at high risk of HIV acquisition. See the Clinical

Considerations section for information about identification of

persons at high risk and selection of effective antiretroviral

therapy.

A June 2019

Prevention and

Cessation of Tobacco

Use in Children and

Adolescents: Primary

Care Interventions:

school-aged children

and adolescents who

have not started to use

tobacco

The USPSTF recommends that primary care clinicians provide

interventions, including education or brief counseling, to prevent

initiation of tobacco use among school-aged children and

adolescents.

B April 2020 *

Rh(D) Incompatibility:

Screening:

unsensitized rh(d)-

negative pregnant

women

The USPSTF recommends repeated Rh(D) antibody testing for all

unsensitized Rh(D)-negative women at 24 to 28 weeks' gestation,

unless the biological father is known to be Rh(D)-negative.

B February 2004 *

Rh(D) Incompatibility:

Screening: pregnant

women, during the

first pregnancy-related

care visit

The USPSTF strongly recommends Rh(D) blood typing and

antibody testing for all pregnant women during their first visit for

pregnancy-related care.

A February 2004 *

Sexually Transmitted

Infections: Behavioral

Counseling: sexually

active adolescents and

adults at increased risk

The USPSTF recommends behavioral counseling for all sexually

active adolescents and for adults who are at increased risk for

sexually transmitted infections (STIs). See the Practice

Considerations section for more information on populations at

increased risk for acquiring STIs.

B August 2020 *

Skin Cancer

Prevention: Behavioral

Counseling: young

adults, adolescents,

children, and parents

of young children

The USPSTF recommends counseling young adults, adolescents,

children, and parents of young children about minimizing

exposure to ultraviolet (UV) radiation for persons aged 6 months

to 24 years with fair skin types to reduce their risk of skin cancer.

B March 2018 *

Statin Use for the

Primary Prevention of

The USPSTF recommends that adults without a history of

cardiovascular disease (CVD) (ie, symptomatic coronary arteryKelley Orthodontics 0006
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https://www.uspreventiveservicestaskforce.org/uspstf/recommendation/preeclampsia-screening
https://www.uspreventiveservicestaskforce.org/uspstf/recommendation/prevention-of-human-immunodeficiency-virus-hiv-infection-pre-exposure-prophylaxis
https://www.uspreventiveservicestaskforce.org/uspstf/recommendation/tobacco-and-nicotine-use-prevention-in-children-and-adolescents-primary-care-interventions
https://www.uspreventiveservicestaskforce.org/uspstf/recommendation/rh-d-incompatibility-screening
https://www.uspreventiveservicestaskforce.org/uspstf/recommendation/rh-d-incompatibility-screening
https://www.uspreventiveservicestaskforce.org/uspstf/recommendation/sexually-transmitted-infections-behavioral-counseling
https://www.uspreventiveservicestaskforce.org/uspstf/recommendation/skin-cancer-counseling
https://www.uspreventiveservicestaskforce.org/uspstf/recommendation/statin-use-in-adults-preventive-medication


Cardiovascular Disease

in Adults: Preventive

Medication: adults

aged 40 to 75 years

with no history of cvd, 1

or more cvd risk

factors, and a

calculated 10-year cvd

event risk of 10% or

greater

disease or ischemic stroke) use a low- to moderate-dose statin for

the prevention of CVD events and mortality when all of the

following criteria are met: 1) they are aged 40 to 75 years; 2) they

have 1 or more CVD risk factors (ie, dyslipidemia, diabetes,

hypertension, or smoking); and 3) they have a calculated 10-year

risk of a cardiovascular event of 10% or greater. Identification of

dyslipidemia and calculation of 10-year CVD event risk requires

universal lipids screening in adults aged 40 to 75 years. See the

"Clinical Considerations" section for more information on lipids

screening and the assessment of cardiovascular risk.

B November 2016 *

Syphilis Infection in

Nonpregnant Adults

and Adolescents:

Screening :

asymptomatic,

nonpregnant adults

and adolescents who

are at increased risk for

syphilis infection

The USPSTF recommends screening for syphilis infection in

persons who are at increased risk for infection.
A June 2016 *

Syphilis Infection in

Pregnant Women:

Screening: pregnant

women

The USPSTF recommends early screening for syphilis infection in

all pregnant women.
A September 2018 *

Interventions for

Tobacco Smoking

Cessation in Adults,

Including Pregnant

Persons: pregnant

persons

The USPSTF recommends that clinicians ask all pregnant persons

about tobacco use, advise them to stop using tobacco, and

provide behavioral interventions for cessation to pregnant persons

who use tobacco.

A January 2021 *

Interventions for

Tobacco Smoking

Cessation in Adults,

Including Pregnant

Persons: nonpregnant

adults

The USPSTF recommends that clinicians ask all adults about

tobacco use, advise them to stop using tobacco, and provide

behavioral interventions and US Food and Drug Administration

(FDA)--approved pharmacotherapy for cessation to nonpregnant

adults who use tobacco.

A January 2021 *

Unhealthy Alcohol Use

in Adolescents and

Adults: Screening and

Behavioral Counseling

Interventions: adults 18

years or older,

including pregnant

women

The USPSTF recommends screening for unhealthy alcohol use in

primary care settings in adults 18 years or older, including

pregnant women, and providing persons engaged in risky or

hazardous drinking with brief behavioral counseling interventions

to reduce unhealthy alcohol use.

B November 2018 *
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https://www.uspreventiveservicestaskforce.org/uspstf/recommendation/statin-use-in-adults-preventive-medication
https://www.uspreventiveservicestaskforce.org/uspstf/recommendation/syphilis-infection-in-nonpregnant-adults-and-adolescents
https://www.uspreventiveservicestaskforce.org/uspstf/recommendation/syphilis-infection-in-pregnancy-screening
https://www.uspreventiveservicestaskforce.org/uspstf/recommendation/tobacco-use-in-adults-and-pregnant-women-counseling-and-interventions
https://www.uspreventiveservicestaskforce.org/uspstf/recommendation/tobacco-use-in-adults-and-pregnant-women-counseling-and-interventions
https://www.uspreventiveservicestaskforce.org/uspstf/recommendation/unhealthy-alcohol-use-in-adolescents-and-adults-screening-and-behavioral-counseling-interventions


Unhealthy Drug Use:

Screening: adults age

18 years or older

The USPSTF recommends screening by asking questions about

unhealthy drug use in adults age 18 years or older. Screening

should be implemented when services for accurate diagnosis,

effective treatment, and appropriate care can be offered or

referred. (Screening refers to asking questions about unhealthy

drug use, not testing biological specimens.)

B June 2020

Vision in Children Ages

6 Months to 5 Years:

Screening: children

aged 3 to 5 years

The USPSTF recommends vision screening at least once in all

children aged 3 to 5 years to detect amblyopia or its risk factors.
B September 2017 *

Weight Loss to Prevent

Obesity-Related

Morbidity and Mortality

in Adults: Behavioral

Interventions: adults

The USPSTF recommends that clinicians offer or refer adults with

a body mass index (BMI) of 30 or higher (calculated as weight in

kilograms divided by height in meters squared) to intensive,

multicomponent behavioral interventions.

B September 2018 *

Pages: 1

†The Department of Health and Human Services, under the standards set out in revised Section 2713(a)(5) of the Public

Health Service Act and Section 9(h)(v)(229) of the 2015 Consolidated Appropriations Act, utilizes the 2002 recommendation

on breast cancer screening of the U.S. Preventive Services Task Force. To see the USPSTF 2016 recommendation on breast

cancer screening, go to http://www.uspreventiveservicestaskforce.org/uspstf/recommendation/breast-cancer-screening1.

*Previous recommendation was an “A” or “B.”
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https://www.uspreventiveservicestaskforce.org/uspstf/recommendation/drug-use-illicit-screening
https://www.uspreventiveservicestaskforce.org/uspstf/recommendation/vision-in-children-ages-6-months-to-5-years-screening
https://www.uspreventiveservicestaskforce.org/uspstf/recommendation/obesity-in-adults-interventions
https://www.uspreventiveservicestaskforce.org/uspstf/recommendation/breast-cancer-screening-2002
https://www.uspreventiveservicestaskforce.org/uspstf/recommendation/breast-cancer-screening1
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Vaccine Recommendations and Guidelines of the ACIP

ACIP Vaccine Recommendations and Guidelines
Advisory Committee on Immunization Practices (ACIP)

Vaccine-Speci!c ACIP Recommendations

Anthrax

BCG

Cholera

COVID-19  UPDATED April 2021 UPDATED April 2021

DTaP-IPV-Hib-HepB

DTaP/Tdap/Td

Ebola NEW Jan 2021NEW Jan 2021

Hepatitis A UPDATED Jul 2020UPDATED Jul 2020

Hepatitis B

Hib

HPV

In"uenza UPDATED Aug 2020UPDATED Aug 2020

Japanese Encephalitis

Measles, Mumps and Rubella

MMRV

Meningococcal UPDATED Sep 2020UPDATED Sep 2020

Pneumococcal

Polio

Rabies

Rotavirus

Smallpox (Vaccinia)

Typhoid

Varicella (Chickenpox)

Yellow Fever

Zoster (Shingles)

COVID-19 Vaccination
Provider Requirements
and Support

Vaccination providers
participating in the COVID-19
Vaccination Program must
adhere to CDC requirements and
ACIP recommendations related
to COVID-19 vaccination. This
includes vaccination
prioritization, administration
fees, and clinical guidance. Find
additional information about
these and other requirements
and resources on enrollment,
ordering, reporting,
reimbursement, and data in
support of COVID-19 vaccination.
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https://www.cdc.gov/
https://www.cdc.gov/vaccines/hcp/acip-recs/index.html
https://www.cdc.gov/vaccines/hcp/acip-recs/vacc-specific/anthrax.html
https://www.cdc.gov/vaccines/hcp/acip-recs/vacc-specific/bcg.html
https://www.cdc.gov/vaccines/hcp/acip-recs/vacc-specific/cholera.html
https://www.cdc.gov/vaccines/hcp/acip-recs/vacc-specific/covid-19.html
https://www.cdc.gov/vaccines/hcp/acip-recs/vacc-specific/dtap-ipv-hib-hepb.html
https://www.cdc.gov/vaccines/hcp/acip-recs/vacc-specific/dtap.html
https://www.cdc.gov/vaccines/hcp/acip-recs/vacc-specific/ebola.html
https://www.cdc.gov/vaccines/hcp/acip-recs/vacc-specific/hepa.html
https://www.cdc.gov/vaccines/hcp/acip-recs/vacc-specific/hepb.html
https://www.cdc.gov/vaccines/hcp/acip-recs/vacc-specific/hib.html
https://www.cdc.gov/vaccines/hcp/acip-recs/vacc-specific/hpv.html
https://www.cdc.gov/vaccines/hcp/acip-recs/vacc-specific/flu.html
https://www.cdc.gov/vaccines/hcp/acip-recs/vacc-specific/je.html
https://www.cdc.gov/vaccines/hcp/acip-recs/vacc-specific/mmr.html
https://www.cdc.gov/vaccines/hcp/acip-recs/vacc-specific/mmrv.html
https://www.cdc.gov/vaccines/hcp/acip-recs/vacc-specific/mening.html
https://www.cdc.gov/vaccines/hcp/acip-recs/vacc-specific/pneumo.html
https://www.cdc.gov/vaccines/hcp/acip-recs/vacc-specific/polio.html
https://www.cdc.gov/vaccines/hcp/acip-recs/vacc-specific/rabies.html
https://www.cdc.gov/vaccines/hcp/acip-recs/vacc-specific/rotavirus.html
https://www.cdc.gov/vaccines/hcp/acip-recs/vacc-specific/smallpox.html
https://www.cdc.gov/vaccines/hcp/acip-recs/vacc-specific/typhoid.html
https://www.cdc.gov/vaccines/hcp/acip-recs/vacc-specific/varicella.html
https://www.cdc.gov/vaccines/hcp/acip-recs/vacc-specific/yf.html
https://www.cdc.gov/vaccines/hcp/acip-recs/vacc-specific/shingles.html
https://www.cdc.gov/vaccines/covid-19/vaccination-provider-support.html


ACIP Abbreviations

These abbreviations provide a uniform approach to vaccine references used in ACIP Recommendations that are
published in the MMWR, the Pink Book, and the AAP Red Book; and in the U.S. immunization schedules for children,
adolescents, and adults.

Comprehensive ACIP Recommendations and Guidelines

General Best Practice Guidelines on Immunization

Immunization of Health-Care Personnel
See also: In"uenza Vaccination of Health-Care Personnel

NOTE:NOTE: Web version indicates the reports above are “archived” only because they were published in MMWR before
January 2013. The recommendations listed above ARE CURRENT.

See also:
Guidance for vaccine recommendations for pregnant and breastfeeding women

Vaccine guidelines for emergency situationsemergency situations

Archived comprehensive ACIP recommendations

Page last reviewed: July 16, 2013
Content source: National Center for Immunization and Respiratory Diseases
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https://www.cdc.gov/vaccines/hcp/acip-recs/vac-abbrev.html
https://www.cdc.gov/vaccines/hcp/acip-recs/general-recs/index.html
https://www.cdc.gov/mmwr/preview/mmwrhtml/rr6007a1.htm
https://www.cdc.gov/mmwr/preview/mmwrhtml/rr5502a1.htm
https://www.cdc.gov/vaccines/acip/committee/guidance/rec-vac-preg.html
https://www.cdc.gov/vaccines/hcp/acip-recs/recs-emergency.html
https://www.cdc.gov/vaccines/hcp/acip-recs/recs-archived.html
https://www.cdc.gov/ncird/index.html
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Home > Women’s Preventive Services Guidelines

Women’s Preventive Services Guidelines

In 2018, the HRSA-supported Women’s Preventive Services Initiative released the Well Woman
Chart , a resource that includes age-based preventive service recommendations for women from
adolescence to maturity. The chart does not include updates to the HRSA-supported
comprehensive guidelines, but provides additional clarity for patients and providers, with the goal
of improving women’s health across the life span.

Affordable Care Act Expands Prevention Coverage for
Women’s Health and Well-Being

The Affordable Care Act – the health insurance reform legislation passed by Congress and signed
into law by President Obama on March 23, 2010 – helps make prevention affordable and
accessible for all Americans by requiring health plans to cover preventive services and by
eliminating cost sharing for those services. Preventive services that have strong scientific evidence
of their health benefits must be covered and plans can no longer charge a patient a copayment,
coinsurance or deductible for these services when they are delivered by a network provider.

Women's Preventive Services Guidelines Supported by the Health
Resources and Services Administration

Under the Affordable Care Act, women’s preventive health care – such as mammograms,
screenings for cervical cancer, prenatal care, and other services – generally must be covered with
no cost sharing. However, the law recognizes and HHS understands the need to take into account
the unique health needs of women throughout their lifespan.

The HRSA-supported health plan coverage guidelines, developed by the Institute of Medicine
(IOM), will help ensure that women receive a comprehensive set of preventive services without
having to pay a co-payment, co-insurance or a deductible. HHS commissioned an IOM study to
review what preventive services are necessary for women’s health and well-being and therefore
should be considered in the development of comprehensive guidelines for preventive services for
women. HRSA is supporting the IOM’s recommendations on preventive services that address
health needs specific to women and fill gaps in existing guidelines.

Health Resources and Services Administration Women's Preventive Services
Guidelines

Learn More

Women’s Preventive Services
Initiative report 

2011 IOM Report Clinical
Preventive Services for
Women: Closing the Gaps 

2016 Guidelines

US Preventive Services Task
Force 

Bright Futures 

Advisory Committee on
Immunization Practices 

For Further
Information

Contact
wellwomancare@hrsa.gov.

Get reimbursed for COVID-19 testing and treatment of uninsured individuals.     Learn more »

On December 17, 2019, HRSA updated the HRSA-supported Women's Preventive
Services Guidelines. Read the most current version.

Non-grandfathered plans and coverage (generally, plans or policies created or sold
after March 23, 2010, or older plans or policies that have been changed in certain
ways since that date) are required to provide coverage without cost sharing
consistent with these guidelines beginning with the first plan year (in the individual
market policy year) that begins on or after December 17, 2020. Before that time,
non-grandfathered plans are generally required to provide coverage without cost
sharing consistent with the previously issued guidelines.

!

Health Resources & Services Administration Explore
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Non-grandfathered plans (plans or policies created or sold after March 23, 2010, or older plans or
policies that have been changed in certain ways since that date) generally are required to provide
coverage without cost sharing consistent with these guidelines in the first plan year (in the
individual market, policy year) that begins on or after August 1, 2012.

Type of Preventive ServiceType of Preventive Service HHS Guideline for HealthHHS Guideline for Health
Insurance CoverageInsurance Coverage

FrequencyFrequency

Well-woman visits.Well-woman visits. Well-woman preventive care
visit annually for adult
women to obtain the
recommended preventive
services that are age and
developmentally
appropriate, including
preconception care and
many services necessary for
prenatal care. This well-
woman visit should, where
appropriate, include other
preventive services listed in
this set of guidelines, as well
as others referenced in
section 2713.

Annual, although HHS
recognizes that several visits
may be needed to obtain all
necessary recommended
preventive services,
depending on a woman’s
health status, health needs,
and other risk factors.* (see
note)

Screening for gestationalScreening for gestational
diabetes.diabetes.

Screening for gestational
diabetes.

In pregnant women between
24 and 28 weeks of gestation
and at the first prenatal visit
for pregnant women
identified to be at high risk
for diabetes.  

Human papillomavirusHuman papillomavirus
testing.testing.

High-risk human
papillomavirus DNA testing
in women with normal
cytology results.

Screening should begin at 30
years of age and should
occur no more frequently
than every 3 years.

Counseling for sexuallyCounseling for sexually
transmitted infections.transmitted infections.

Counseling on sexually
transmitted infections for all
sexually active women.

Annual.

Counseling and screeningCounseling and screening
for human immune-for human immune-
deficiency virus.deficiency virus.

Counseling and screening for
human immune-deficiency
virus infection for all sexually
active women.

Annual.

Contraceptive methodsContraceptive methods
and counseling. and counseling. ** ** , , ******
(see note)(see note)

All Food and Drug
Administration approved
contraceptive methods,
sterilization procedures, and
patient education and
counseling for all women
with reproductive capacity.

As prescribed.

Breastfeeding support,Breastfeeding support,
supplies, and counseling.supplies, and counseling.

Comprehensive lactation
support and counseling, by a
trained provider during
pregnancy and/or in the
postpartum period, and
costs for renting
breastfeeding equipment.

In conjunction with each
birth.
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Screening and counselingScreening and counseling
for interpersonal andfor interpersonal and
domestic violence.domestic violence.

Screening and counseling for
interpersonal and domestic
violence.

Annual.

Screening for anxiety.Screening for anxiety. Screening for anxiety in
adolescent and adult
women, including those who
are pregnant or postpartum.
Optimal screening intervals
are unknown and clinical
judgement should be used
to determine screening
frequency.

As prescribed.

Screening for breastScreening for breast
cancer.cancer.

Screening for breast cancer
by mammography in
average-risk women no
earlier than age 40 and no
later than age 50. Screening
should continue through at
least age 74 and age alone
should not be the basis to
discontinue screening.

Screening mammography
should occur at least
biennially and as frequently
as annually.

Screening for diabetesScreening for diabetes
mellitus after pregnancy.mellitus after pregnancy.

Screening for diabetes
mellitus in women with a
history of gestational
diabetes mellitus (GDM) who
are not currently pregnant
and who have not previously
been diagnosed with type 2
diabetes mellitus .

Initial testing should ideally
occur within the first year
postpartum and can be
conducted as early as 4–6
weeks postpartum.

Screening for urinaryScreening for urinary
incontinence.incontinence.

Screening for urinary
incontinence.

Annual.

 * Refer to guidance issued by the Center for Consumer Information and Insurance Oversight
entitled Affordable Care Act Implementation FAQs, Set 12, Q10.  

**(I)(a) Objecting entities—religious beliefs.

(1) These Guidelines do not provide for or support the requirement of coverage or payments for
contraceptive services with respect to a group health plan established or maintained by an
objecting organization, or health insurance coverage offered or arranged by an objecting
organization, and thus the Health Resources and Service Administration exempts from any
Guidelines requirements issued under 45 CFR 147.130(a)(1)(iv) that relate to the provision of
contraceptive services:
(i) A group health plan and health insurance coverage provided in connection with a group health
plan to the extent the non-governmental plan sponsor objects as specified in paragraph (I)(a)(2) of
this note. Such non-governmental plan sponsors include, but are not limited to, the following
entities:
(A) A church, an integrated auxiliary of a church, a convention or association of churches, or a
religious order;
(B) A nonprofit organization;
(C) A closely held for-profit entity;
(D) A for-profit entity that is not closely held; or
(E) Any other non-governmental employer;
(ii) An institution of higher education as defined in 20 U.S.C. 1002 in its arrangement of student
health insurance coverage, to the extent that institution objects as specified in paragraph (I)(a)(2)
of this note. In the case of student health insurance coverage, section (I) of this note is applicable
in a manner comparable to its applicability to group health insurance coverage provided in
connection with a group health plan established or maintained by a plan sponsor that is an
employer, and references to “plan participants and beneficiaries” will be interpreted as references
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to student enrollees and their covered dependents; and
(iii) A health insurance issuer offering group or individual insurance coverage to the extent the
issuer objects as specified in paragraph (I)(a)(2) of this note. Where a health insurance issuer
providing group health insurance coverage is exempt under this paragraph (I)(a)(1)(iii), the plan
remains subject to any requirement to provide coverage for contraceptive services under these
Guidelines unless it is also exempt from that requirement.

(2) The exemption of this paragraph (I)(a) will apply to the extent that an entity described in
paragraph (I)(a)(1) of this note objects to its establishing, maintaining, providing, offering, or
arranging (as applicable) coverage, payments, or a plan that provides coverage or payments for
some or all contraceptive services, based on its sincerely held religious beliefs.
(b) Objecting individuals—religious beliefs. These Guidelines do not provide for or support the
requirement of coverage or payments for contraceptive services with respect to individuals who
object as specified in this paragraph (I)(b), and nothing in 45 CFR 147.130(a)(1)(iv), 26 CFR 54.9815–
2713(a) (1)(iv), or 29 CFR 2590.715-2713(a)(1)(iv) may be construed to prevent a willing health
insurance issuer offering group or individual health insurance coverage, and as applicable, a
willing plan sponsor of a group health plan, from offering a separate benefit package option, or a
separate policy, certificate or contract of insurance, to any individual who objects to coverage or
payments for some or all contraceptive services based on sincerely held religious beliefs.

(II)(a) Objecting entities—moral convictions.

(1) These Guidelines do not provide for or support the requirement of coverage or payments for
contraceptive services with respect to a group health plan established or maintained by an
objecting organization, or health insurance coverage offered or arranged by an objecting
organization, and thus the Health Resources and Service Administration exempts from any
Guidelines requirements issued under 45 CFR 147.130(a)(1)(iv) that relate to the provision of
contraceptive services:
(i) A group health plan and health insurance coverage provided in connection with a group health
plan to the extent one of the following non-governmental plan sponsors object as specified in
paragraph (II)(a)(2) of this note:
(A) A nonprofit organization; or
(B) A for-profit entity that has no publicly traded ownership interests (for this purpose, a publicly
traded ownership interest is any class of common equity securities required to be registered
under section 12 of the Securities Exchange Act of 1934);
(ii) An institution of higher education as defined in 20 U.S.C. 1002 in its arrangement of student
health insurance coverage, to the extent that institution objects as specified in paragraph (II)(a)(2)
of this note. In the case of student health insurance coverage, section (I) of this note is applicable
in a manner comparable to its applicability to group health insurance coverage provided in
connection with a group health plan established or maintained by a plan sponsor that is an
employer, and references to “plan participants and beneficiaries” will be interpreted as references
to student enrollees and their covered dependents; and
(iii) A health insurance issuer offering group or individual insurance coverage to the extent the
issuer objects as specified in paragraph (II)(a)(2) of this note. Where a health insurance issuer
providing group health insurance coverage is exempt under this paragraph (II)(a)(1)(iii), the group
health plan established or maintained by the plan sponsor with which the health insurance issuer
contracts remains subject to any requirement to provide coverage for contraceptive services under
these Guidelines unless it is also exempt from that requirement.

(2) The exemption of this paragraph (II)(a) will apply to the extent that an entity described in
paragraph (II)(a)(1) of this note objects to its establishing, maintaining, providing, offering, or
arranging (as applicable) coverage or payments for some or all contraceptive services, or for a
plan, issuer, or third party administrator that provides or arranges such coverage or payments,
based on its sincerely held moral convictions.
(b) Objecting individuals—moral convictions. These Guidelines do not provide for or support the
requirement of coverage or payments for contraceptive services with respect to individuals who
object as specified in this paragraph (II)(b), and nothing in § 147.130(a)(1)(iv), 26 CFR 54.9815–
2713(a) (1)(iv), or 29 CFR 2590.715-2713(a)(1)(iv) may be construed to prevent a willing health
insurance issuer offering group or individual health insurance coverage, and as applicable, a
willing plan sponsor of a group health plan, from offering a separate policy, certificate or contract
of insurance or a separate group health plan or benefit package option, to any individual who
objects to coverage or payments for some or all contraceptive services based on sincerely held
moral convictions. Kelley Orthodontics 0016
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(III) Definition. For the purposes of this note, reference to “contraceptive” services, benefits, or
coverage includes contraceptive or sterilization items, procedures, or services, or related patient
education or counseling, to the extent specified for purposes of these Guidelines.

See Federal Register Notice: Religious Exemptions and Accommodations for Coverage of Certain
Preventive Services under the Affordable Care Act (PDF - 488 kb).

HRSA, in concert with an external review committee, will review, and continually update, the Women’s

Preventive Services' Guidelines.

 *** General Notice

On July 29, 2019, in a case in the Northern District of Texas, DeOtte v. Azar, No. 4:18-CV-00825-O,
2019 WL 3786545 (N.D. Tex. July 29, 2019) the court determined that the “Contraceptive Mandate,
codified at 42 U.S.C. § 300gg–13(a)(4), 45 C.F.R. § 147.130(a)(1)(iv), 29 C.F.R. § 2590.715–2713(a)(1)
(iv), and 26 C.F.R. § 54.9815–2713(a)(1)(iv), violates the Religious Freedom Restoration Act” with
respect to individuals and entities with religious objections to contraceptive coverage and thus
enjoined enforcement of those provisions against such individuals and entities.

Date Last Reviewed:  October 2020
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Home > Women’s Preventive Services Guidelines > Women’s Preventive Services Guidelines

Women’s Preventive Services Guidelines

Guideline Development

The HRSA-supported Women’s Preventive Services Guidelines were originally established in 2011
based on recommendations from a Department of Health and Human Services' commissioned
study by the Institute of Medicine  (IOM), now known as the National Academy of Medicine
(NAM). Since then, there have been advancements in science and gaps identified in the existing
guidelines, including a greater emphasis on practice-based clinical considerations.  To address
these, the Health Resources and Services Administration (HRSA) awarded a five-year cooperative
agreement in March 2016 to convene a coalition of clinician, academic, and consumer-focused
health professional organizations and conduct a scientifically rigorous review to develop
recommendations for updated Women’s Preventive Services Guidelines in accordance with the
model created by the NAM Clinical Practice Guidelines We Can Trust. The American College of
Obstetricians and Gynecologists was awarded the cooperative agreement and formed an expert
panel called the Women’s Preventive Services Initiative.

The purpose of the Women’s Preventive Services Guidelines is to improve women’s health across
the lifespan by identifying preventive services and screenings to be used in clinical practice. The
Women’s Preventive Services Initiative will review the recommendations biennially, or upon the
availability of new evidence.  Topics for future consideration can also be submitted on a rolling
basis at the Women’s Preventive Services Initiative website .

Under section 2713 of the Public Health Services Act, non-grandfathered group health plans and
issuers of non-grandfathered group and individual health insurance coverage are required to
cover specified preventive services without a copayment, coinsurance, deductible, or other cost
sharing, including preventive care and screenings for women as provided for in comprehensive
guidelines supported by HRSA for this purpose.

Updated HRSA-Supported Women's Preventive Services
Guidelines

HRSA is supporting the Women's Preventive Services Initiative clinical recommendations listed
below for preventive services that address health needs specific to women and fill gaps in existing
guidelines.*

Screening for Anxiety

The Women’s Preventive Services Initiative recommends screening for anxiety in adolescent and
adult women, including those who are pregnant or postpartum. Optimal screening intervals are
unknown and clinical judgement should be used to determine screening frequency. Given the high
prevalence of anxiety disorders, lack of recognition in clinical practice, and multiple problems
associated with untreated anxiety, clinicians should consider screening women who have not been
recently screened.

Breast Cancer Screening for Average-Risk Women

The Women's Preventive Services Initiative recommends that average-risk women initiate
mammography screening no earlier than age 40 and no later than age 50. Screening

Learn More

Women’s Preventive Services
Initiative report 

2011 IOM Report Clinical
Preventive Services for
Women: Closing the Gaps 

2016 Guidelines

US Preventive Services Task
Force 

Bright Futures 

Advisory Committee on
Immunization Practices 

For Further
Information

Contact
wellwomancare@hrsa.gov.

Get reimbursed for COVID-19 testing and treatment of uninsured individuals.     Learn more »

Health Resources & Services Administration Explore
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mammography should occur at least biennially and as frequently as annually.  Screening should
continue through at least age 74 and age alone should not be the basis to discontinue screening.

These screening recommendations are for women at average risk of breast cancer. Women at
increased risk should also undergo periodic mammography screening, however,
recommendations for additional services are beyond the scope of this recommendation.

Breastfeeding Services and Supplies

The Women's Preventive Services Initiative recommends comprehensive lactation support services
(including counseling, education, and breastfeeding equipment and supplies) during the antenatal,
perinatal, and the postpartum period to ensure the successful initiation and maintenance of
breastfeeding.

Screening for Cervical Cancer

The Women's Preventive Services Initiative recommends cervical cancer screening for average-risk
women aged 21 to 65 years. For women aged 21 to 29 years, the Women's Preventive Services
Initiative recommends cervical cancer screening using cervical cytology (Pap test) every 3 years. 
Cotesting with cytology and human papillomavirus testing is not recommended for women
younger than 30 years. Women aged 30 to 65 years should be screened with cytology and human
papillomavirus testing every 5 years or cytology alone every 3 years. Women who are at average
risk should not be screened more than once every 3 years.

Contraception**, ***

The Women's Preventive Services Initiative recommends that adolescent and adult women have
access to the full range of female-controlled contraceptives to prevent unintended pregnancy and
improve birth outcomes.  Contraceptive care should include contraceptive counseling, initiation of
contraceptive use, and follow-up care (e.g., management, and evaluation as well as changes to and
removal or discontinuation of the contraceptive method). The Women’s Preventive Services
Initiative recommends that the full range of female-controlled U.S. Food and Drug Administration-
approved contraceptive methods, effective family planning practices, and sterilization procedures
be available as part of contraceptive care.

The full range of contraceptive methods for women currently identified by the U.S. Food and Drug
Administration include: (1) sterilization surgery for women, (2) surgical sterilization via implant for
women, (3) implantable rods, (4) copper intrauterine devices, (5) intrauterine devices with
progestin (all durations and doses), (6) the shot or injection, (7) oral contraceptives (combined pill),
8) oral contraceptives (progestin only, and), (9) oral contraceptives (extended or continuous use),
(10) the contraceptive patch, (11) vaginal contraceptive rings, (12) diaphragms, (13) contraceptive
sponges, (14) cervical caps, (15) female condoms, (16) spermicides, and (17) emergency
contraception (levonorgestrel), and (18) emergency contraception (ulipristal acetate), and
additional methods as identified by the FDA.  Additionally, instruction in fertility awareness-based
methods, including the lactation amenorrhea method, although less effective, should be provided
for women desiring an alternative method.

Screening for Gestational Diabetes Mellitus

The Women's Preventive Services Initiative recommends screening pregnant women for
gestational diabetes mellitus after 24 weeks of gestation (preferably between 24 and 28 weeks of
gestation) in order to prevent adverse birth outcomes. Screening with a 50-g oral glucose
challenge test (followed by a 3-hour 100- g oral glucose tolerance test if results on the initial oral
glucose challenge test are abnormal) is preferred because of its high sensitivity and specificity.

The Women's Preventive Services Initiative suggests that women with risk factors for diabetes
mellitus be screened for preexisting diabetes before 24 weeks of gestation—ideally at the first
prenatal visit, based on current clinical best practices.

Screening for Human Immunodeficiency Virus Infection

The Women's Preventive Services Initiative recommends prevention education and risk
assessment for human immunodeficiency virus (HIV) infection in adolescents and women at least
annually throughout the lifespan.  All women should be tested for HIV at least once during their
lifetime. Additional screening should be based on risk, and screening annually or more often mayKelley Orthodontics 0020
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be appropriate for adolescents and women with an increased risk of HIV infection.

Screening for HIV is recommended for all pregnant women upon initiation of prenatal care with
retesting during pregnancy based on risk factors.  Rapid HIV testing is recommended for pregnant
women who present in active labor with an undocumented HIV status. Screening during
pregnancy enables prevention of vertical transmission.

Screening for Interpersonal and Domestic Violence

The Women's Preventive Services Initiative recommends screening adolescents and women for
interpersonal and domestic violence at least annually, and, when needed, providing or referring
for initial intervention services. Interpersonal and domestic violence includes physical violence,
sexual violence, stalking and psychological aggression (including coercion), reproductive coercion,
neglect, and the threat of violence, abuse, or both. Intervention services include, but are not
limited to, counseling, education, harm reduction strategies, and referral to appropriate
supportive services.

Counseling for Sexually Transmitted Infections

The Women's Preventive Services Initiative recommends directed behavioral counseling by a
health care provider or other appropriately trained individual for sexually active adolescent and
adult women at an increased risk for sexually transmitted infections (STIs).

The Women's Preventive Services Initiative recommends that health care providers use a woman's
sexual history and risk factors to help identify those at an increased risk of STIs. Risk factors may
include age younger than 25, a recent history of an STI, a new sex partner, multiple partners, a
partner with concurrent partners, a partner with an STI, and a lack of or inconsistent condom use.
For adolescents and women not identified as high risk, counseling to reduce the risk of STIs should
be considered, as determined by clinical judgement.

Well-Woman Preventive Visits

The Women's Preventive Services Initiative recommends that women receive at least one
preventive care visit per year beginning in adolescence and continuing across the lifespan to
ensure that the recommended preventive services, including preconception, and many services
necessary for prenatal and interconception care are obtained.  The primary purpose of these visits
should be the delivery and coordination of recommended preventive services as determined by
age and risk factors.

Screening for Urinary Incontinence

The Women's Preventive Services Initiative recommends screening women for urinary
incontinence annually. Screening should ideally assess whether women experience urinary
incontinence and whether it impacts their activities and quality of life. The Women’s Preventive
Services Initiative recommends referring women for further evaluation and treatment if indicated.

The Women's Preventive Services Initiative recommends screening women for urinary
incontinence as a preventive service. Factors associated with an increased risk for urinary
incontinence include increasing parity, advancing age, and obesity; however, these factors should
not be used to limit screening.

Several screening tools demonstrate fair to high accuracy in identifying urinary incontinence in
women. Although minimum screening intervals are unknown, given the prevalence of urinary
incontinence, the fact that many women do not volunteer symptoms, and the multiple, frequently-
changing risk factors associated with incontinence, it is reasonable to conduct annually.

Screening for Diabetes Mellitus after Pregnancy

The Women's Preventive Services Initiative recommends women with a history of gestational
diabetes mellitus (GDM) who are not currently pregnant and who have not previously been
diagnosed with type 2 diabetes mellitus should be screened for diabetes mellitus. Initial testing
should ideally occur within the first year postpartum and can be conducted as early as 4–6 weeks
postpartum.

Women with a negative initial postpartum screening test result should be rescreened at least
every 3 years for a minimum of 10 years after pregnancy. For women with a positive postpartumKelley Orthodontics 0021
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screening test result, testing to confirm the diagnosis of diabetes is indicated regardless of the
initial test (eg, oral glucose tolerance test, fasting plasma glucose, or hemoglobin A1c). Repeat
testing is indicated in women who were screened with hemoglobin A1c in the first 6 months
postpartum regardless of the result.

Implementation Considerations

While not included as part of the HRSA-supported guidelines, the Women's Preventive Services
Initiative also developed implementation considerations, available at
http://www.womenspreventivehealth.org/ , which provide additional clarity on implementation of
the guidelines into clinical practice.  The implementation considerations are separate from the
clinical recommendations, are informational, and are not part of the formal action by the
Administrator under Section 2713.

* Non-grandfathered plans and coverage (generally, plans or policies created or sold after March
23, 2010, or older plans or policies that have been changed in certain ways since that date) are
required to provide coverage without cost sharing consistent with these guidelines beginning with
the first plan year (in the individual market policy year) that begins on or after December 20, 2017.
Before that time, non-grandfathered plans are generally required to provide coverage without cost
sharing consistent with the 2011 guidelines.

**(I)(a) Objecting entities—religious beliefs.

(1) These Guidelines do not provide for or support the requirement of coverage or payments for
contraceptive services with respect to a group health plan established or maintained by an
objecting organization, or health insurance coverage offered or arranged by an objecting
organization, and thus the Health Resources and Service Administration exempts from any
Guidelines requirements issued under 45 CFR 147.130(a)(1)(iv) that relate to the provision of
contraceptive services:
(i) A group health plan and health insurance coverage provided in connection with a group health
plan to the extent the non-governmental plan sponsor objects as specified in paragraph (I)(a)(2) of
this note. Such non-governmental plan sponsors include, but are not limited to, the following
entities:
(A) A church, an integrated auxiliary of a church, a convention or association of churches, or a
religious order;
(B) A nonprofit organization;
(C) A closely held for-profit entity;
(D) A for-profit entity that is not closely held; or
(E) Any other non-governmental employer;
(ii) An institution of higher education as defined in 20 U.S.C. 1002 in its arrangement of student
health insurance coverage, to the extent that institution objects as specified in paragraph (I)(a)(2)
of this note. In the case of student health insurance coverage, section (I) of this note is applicable
in a manner comparable to its applicability to group health insurance coverage provided in
connection with a group health plan established or maintained by a plan sponsor that is an
employer, and references to “plan participants and beneficiaries” will be interpreted as references
to student enrollees and their covered dependents; and
(iii) A health insurance issuer offering group or individual insurance coverage to the extent the
issuer objects as specified in paragraph (I)(a)(2) of this note. Where a health insurance issuer
providing group health insurance coverage is exempt under this paragraph (I)(a)(1)(iii), the plan
remains subject to any requirement to provide coverage for contraceptive services under these
Guidelines unless it is also exempt from that requirement.

(2) The exemption of this paragraph (I)(a) will apply to the extent that an entity described in
paragraph (I)(a)(1) of this note objects to its establishing, maintaining, providing, offering, or
arranging (as applicable) coverage, payments, or a plan that provides coverage or payments for
some or all contraceptive services, based on its sincerely held religious beliefs.
(b) Objecting individuals—religious beliefs. These Guidelines do not provide for or support the
requirement of coverage or payments for contraceptive services with respect to individuals who
object as specified in this paragraph (I)(b), and nothing in 45 CFR 147.130(a)(1)(iv), 26 CFR 54.9815–
2713(a) (1)(iv), or 29 CFR 2590.715-2713(a)(1)(iv) may be construed to prevent a willing health
insurance issuer offering group or individual health insurance coverage, and as applicable, a
willing plan sponsor of a group health plan, from offering a separate benefit package option, or a
separate policy, certificate or contract of insurance, to any individual who objects to coverage or Kelley Orthodontics 0022
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payments for some or all contraceptive services based on sincerely held religious beliefs.

(II)(a) Objecting entities—moral convictions.

(1) These Guidelines do not provide for or support the requirement of coverage or payments for
contraceptive services with respect to a group health plan established or maintained by an
objecting organization, or health insurance coverage offered or arranged by an objecting
organization, and thus the Health Resources and Service Administration exempts from any
Guidelines requirements issued under 45 CFR 147.130(a)(1)(iv) that relate to the provision of
contraceptive services:
(i) A group health plan and health insurance coverage provided in connection with a group health
plan to the extent one of the following non-governmental plan sponsors object as specified in
paragraph (II)(a)(2) of this note:
(A) A nonprofit organization; or
(B) A for-profit entity that has no publicly traded ownership interests (for this purpose, a publicly
traded ownership interest is any class of common equity securities required to be registered
under section 12 of the Securities Exchange Act of 1934);
(ii) An institution of higher education as defined in 20 U.S.C. 1002 in its arrangement of student
health insurance coverage, to the extent that institution objects as specified in paragraph (II)(a)(2)
of this note. In the case of student health insurance coverage, section (I) of this note is applicable
in a manner comparable to its applicability to group health insurance coverage provided in
connection with a group health plan established or maintained by a plan sponsor that is an
employer, and references to “plan participants and beneficiaries” will be interpreted as references
to student enrollees and their covered dependents; and
(iii) A health insurance issuer offering group or individual insurance coverage to the extent the
issuer objects as specified in paragraph (II)(a)(2) of this note. Where a health insurance issuer
providing group health insurance coverage is exempt under this paragraph (II)(a)(1)(iii), the group
health plan established or maintained by the plan sponsor with which the health insurance issuer
contracts remains subject to any requirement to provide coverage for contraceptive services under
these Guidelines unless it is also exempt from that requirement.

(2) The exemption of this paragraph (II)(a) will apply to the extent that an entity described in
paragraph (II)(a)(1) of this note objects to its establishing, maintaining, providing, offering, or
arranging (as applicable) coverage or payments for some or all contraceptive services, or for a
plan, issuer, or third party administrator that provides or arranges such coverage or payments,
based on its sincerely held moral convictions.
(b) Objecting individuals—moral convictions. These Guidelines do not provide for or support the
requirement of coverage or payments for contraceptive services with respect to individuals who
object as specified in this paragraph (II)(b), and nothing in § 147.130(a)(1)(iv), 26 CFR 54.9815–
2713(a) (1)(iv), or 29 CFR 2590.715-2713(a)(1)(iv) may be construed to prevent a willing health
insurance issuer offering group or individual health insurance coverage, and as applicable, a
willing plan sponsor of a group health plan, from offering a separate policy, certificate or contract
of insurance or a separate group health plan or benefit package option, to any individual who
objects to coverage or payments for some or all contraceptive services based on sincerely held
moral convictions.

(III) Definition. For the purposes of this note, reference to “contraceptive” services, benefits, or
coverage includes contraceptive or sterilization items, procedures, or services, or related patient
education or counseling, to the extent specified for purposes of these Guidelines.

See Federal Register Notice: Religious Exemptions and Accommodations for Coverage of Certain
Preventive Services under the Affordable Care Act (PDF - 488 kb). 

***General Notice

On July 29, 2019, in a case in the Northern District of Texas, DeOtte v. Azar, No. 4:18-CV-00825-O,
2019 WL 3786545 (N.D. Tex. July 29, 2019) the court determined that the “Contraceptive Mandate,
codified at 42 U.S.C. § 300gg–13(a)(4), 45 C.F.R. § 147.130(a)(1)(iv), 29 C.F.R. § 2590.715–2713(a)(1)
(iv), and 26 C.F.R. § 54.9815– 2713(a)(1)(iv), violates the Religious Freedom Restoration Act” with
respect to individuals and entities with religious objections to contraceptive coverage and thus
enjoined enforcement of those provisions against such individuals and entities.

Date Last Reviewed:  October 2020
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IN THE UNITED STATES DISTRICT COURT 
FOR THE NORTHERN DISTRICT OF TEXAS 

FORT WORTH DIVISION 
_____________________________________ 

JOHN KELLEY, et al., 
 
 Plaintiffs, 
 
v. 
 
XAVIER BECERRA, et al., 
 
 Defendants. 

  
 
 
 
Civil Action No. 4:20-cv-00283-O 
 
 
 

DECLARATION OF LOURDES GRINDAL MILLER 
 

 I, LOURDES GRINDAL MILLER, pursuant to 28 U.S.C.§ 1746, and based upon my 

personal knowledge and information made known to me in the course of my employment, 

hereby make the following declaration with respect to the above-captioned matter: 

1. I currently serve as the Director of the Marketplace Plan Management Group in the 

Center for Consumer Information & Insurance Oversight, in the Centers for Medicare & 

Medicaid Services (“CMS”). 

2. Through the course of my employment, I am able to access data for qualified health plan 

(“QHP”) issuers in the Federally facilitated Exchanges (“FFEs”), including but not 

limited to QHP issuers’ drug formulary data. 

3. Pursuant to 45 CFR 156.122(d)(1), a health plan “must publish an up-to-date, accurate, 

and complete list of all covered drugs on its formulary drug list including any tiering 

structure that it has adopted and any restrictions on the manner in which a drug can be 
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obtained, in a manner that is easily accessible to plan enrollees, prospective enrollees, 

the State, the Exchange, [the U.S. Department of Health & Human Services], the 

U.S. Office of Personnel Management, and the general public.” Therefore, all QHP 

issuers in Texas in plan year 2019 had to make this information publicly available. 

Although CMS currently retains this data and QHP issuers are required to maintain 

records for 10 years pursuant to 45 CFR 156.705(c), QHP issuers are not required to 

publicly publish plan year 2019 formulary data past the end of plan year 2019. 

4. Through the course of my employment, I have reviewed and am familiar with this data. 

5. This data indicates that all QHP issuers in Texas in plan year 2019 covered both U.S. 

Food & Drug Administration (“FDA”) approved pre-exposure prophylaxis (“PrEP”) 

drugs approved at that time, Truvada and Descovy. 

I declare under penalty of perjury under the laws of the United States of America that the 

foregoing is true and correct.  

Executed on January 28, 2022.              _______________________________ 
      LOURDES GRINDAL MILLER 
      Director, Marketplace Plan Management Group 
      Center for Consumer Information &  

Insurance Oversight 
Centers for Medicare & Medicaid Services 

Lourdes Grindal 
Miller -S

Digitally signed by Lourdes 
Grindal Miller -S 
Date: 2022.01.28 15:34:02 
-05'00'
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CERTIFICATE OF SERVICE 
 

I hereby certify that on January 28, 2022, I electronically filed the foregoing document 

with the Clerk of the Court for the United States Court of for the Northern District of Texas by 

using the CM/ECF system. Counsel in the case are registered CM/ECF users and service will be 

accomplished by the CM/ECF system. 

By: /s/ Christopher M. Lynch 
     Christopher M. Lynch 
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