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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.

e [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;

e 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;

e 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

e 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.

M January 21, 2022

RS
Xavier Becerra Date

APP 002
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A & B Recommendations

A listing of all the Recommmendations with a grade of either A or B.

Topic

Description

Grade | Current

Release Date of

Recommendation

Abdominal Aortic
Aneurysm: Screening:

The USPSTF recommends 1-time screening for abdominal aortic

adults aged 50 to 59
years with a 10% or

greater 10-year cvd risk

men aged 65 to 75 aneurysm (AAA) with ultrasonography in men aged 65 to 75 years December 2019 *
years who have ever who have ever smoked.
smoked
Aspirin Use to Prevent o o
. ) The USPSTF recommends initiating low-dose aspirin use for the
Cardiovascular Disease ) ) ] )
primary prevention of cardiovascular disease (CVD) and colorectal
and Colorectal Cancer: )
) o cancer (CRC) in adults aged 50 to 59 years who have a 10% or greater )
Preventive Medication: April 2016 *

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.

Aspirin Use to Prevent
Preeclampsia and
Related Morbidity and
Mortality: Preventive
Medication: preghant
persons at high risk for

preeclampsia

The USPSTF recommends the use of low-dose aspirin (81 mg/day) as
preventive medication after 12 weeks of gestation in persons who are
at high risk for preeclampsia. See the Practice Considerations section

for information on high risk and aspirin dose.

September 2021 *

Asymptomatic
Bacteriuria in Adults:
Screening: pregnant
persons

The USPSTF recommends screening for asymptomatic bacteriuria

using urine culture in pregnant persons.

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 brcal/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 1and 2 (BRCAI1/2) 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.

August 2019 *

https://www.uspreventiveservicestaskforce.org/uspstf/recommendation-topics/uspstf-and-b-recommendations
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Breast Cancer:
Medication Use to The USPSTF recommends that clinicians offer to prescribe risk-
Reduce Risk: women at | reducing medications, such as tamoxifen, raloxifene, or aromatase
) ] o ) ) B September 2019 *
increased risk for breast | inhibitors, to women who are at increased risk for breast cancer and
cancer aged 35 years or | at low risk for adverse medication effects.
older
Breast Cancer: ) ) )
. The USPSTF recommends biennial screening mammography for
Screening: women B January 2016 *
women aged 50 to 74 years. t
aged 50 to 74 years
Breastfeeding: Primary
Care Interventions: o . .
The USPSTF recommends providing interventions during pregnancy
pregnant women, new . . B October 2016 *
) and after birth to support breastfeeding.
mothers, and their
children
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
Cervical Cancer: ] ] ) ) )
. every 3 years with cervical cytology alone, every 5 years with high-risk
Screening: women . . . . A August 2018 *
human papillomavirus (hrHPV) testing alone, or every 5 years with
aged 21to 65 years o S . .
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.
Chlamydia and
Gonorrhea: Screening: The USPSTF recommends screening for gonorrhea in all sexually
sexually active women, | active women 24 years or younger and in women 25 years or older B September 2021 *
including pregnant who are at increased risk for infection.
persons
Chlamydia and
Gonorrhea: Screening: The USPSTF recommmends screening for chlamydia in all sexually
sexually active women, | active women 24 years or younger and in women 25 years or older B September 2021 *
including pregnant who are at increased risk for infection.
persons
Colorectal Cancer: The USPSTF recommends screening for colorectal cancer in adults
Screening: adults aged | aged 45 to 49 years. See the "Practice Considerations" section and B May 2021 *
45 to 49 years Table 1 for details about screening strategies.
Colorectal Cancer: The USPSTF recommmends screening for colorectal cancer in all
Screening: adults aged | adults aged 50 to 75 years. See the "Practice Considerations" section | A May 2021 *
50 to 75 years and Table 1 for details about screening strategies.
Depression in Adults: The USPSTF recommends screening for depression in the general
Screening: general adult population, including pregnant and postpartum women.
adult population, Screening should be implemented with adequate systems in place B January 2016 *

including pregnant and

postpartum women

to ensure accurate diagnosis, effective treatment, and appropriate

follow-up.

https://www.uspreventiveservicestaskforce.org/uspstf/recommendation-topics/uspstf-and-b-recommendations
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Depression in Children | The USPSTF recommends screening for major depressive disorder
and Adolescents: (MDD) in adolescents aged 12 to 18 years. Screening should be

) ) ) ) B February 2016 *
Screening: adolescents | implemented with adequate systems in place to ensure accurate
aged 12 to 18 years diagnosis, effective treatment, and appropriate follow-up.
Falls Prevention in
Community-Dwelling The USPSTF recommends exercise interventions to prevent falls in
Older Adults: community-dwelling adults 65 years or older who are at increased B April 2018 *
Interventions: adults 65 | risk for falls.
years or older
Folic Acid for the
Prevention of Neural
Tube Defects: The USPSTF recommends that all women who are planning or
Preventive Medication: | capable of pregnancy take a daily supplement containing 0.4 to 0.8 A January 2017 *
women who are mg (400 to 800 ug) of folic acid.
planning or capable of
pregnancy
Gestational Diabetes:
Screening:
asymptomatic The USPSTF recommmends screening for gestational diabetes in
. . B August 2021 *
pregnant persons at 24 | asymptomatic pregnant persons at 24 weeks of gestation or after.
weeks of gestation or
after
Healthy Diet and
Physical Activity for
Cardiovascular Disease
Prevention in Adults . . .
) ) The USPSTF recommends offering or referring adults with
With Cardiovascular ] ) ) ) .
) ) cardiovascular disease risk factors to behavioral counseling B November 2020 *
Risk Factors: Behavioral | . . ) ) o
. interventions to promote a healthy diet and physical activity.
Counseling
Interventions: adults
with cardiovascular
disease risk factors
Healthy Weight and
Weight Gain In The USPSTF recommmends that clinicians offer pregnant persons
Pregnancy: Behavioral effective behavioral counseling interventions aimed at promoting 502
B Ma 1
Counseling healthy weight gain and preventing excess gestational weight gain Y
Interventions: pregnant | in pregnancy.
persons
Hepatitis B Virus
Infection in Adolescents | The USPSTF recommends screening for hepatitis B virus (HBV)
and Adults: Screening: | infection in adolescents and adults at increased risk for infection. See
. . . . o B December 2020 *

adolescents and adults | the Practice Considerations section for a description of adolescents
at increased risk for and adults at increased risk for infection.
infection

APP 006
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Hepatitis B Virus
Infection in Pregnant The USPSTF recommends screening for hepatitis B virus (HBV) A July 2019 *
u
Women: Screening: infection in pregnant women at their first prenatal visit Y
pregnant women
Hepatitis C Virus
Infection in Adolescents ) . .
] The USPSTF recommends screening for hepatitis C virus (HCV)
and Adults: Screening: . . B March 2020 *
infection in adults aged 18 to 79 years.
adults aged 18 to 79
years
Human The USPSTF recommmends that clinicians screen for HIV infection in
Immunodeficiency adolescents and adults aged 15 to 65 years. Younger adolescents and
Virus (HIV) Infection: older adults who are at increased risk of infection should also be A . 2019 *
une
Screening: adolescents | screened. See the Clinical Considerations section for more
and adults aged 15 to 65 | information about assessment of risk, screening intervals, and
years rescreening in pregnancy.
Human
Immunodeficiency The USPSTF recommmends that clinicians screen for HIV infection in
Virus (HIV) Infection: all pregnant persons, including those who present in labor or at A June 2019 *
Screening: pregnant delivery whose HIV status is unknown.
persons
o The USPSTF recommends screening for hypertension in adults 18
Hypertension in Adults: ) )
] years or older with office blood pressure measurement (OBPM). The
Screening: adults 18 o ]
) USPSTF recommends obtaining blood pressure measurements A April 2021 *
years or older without ] o . . ] . .
. outside of the clinical setting for diagnostic confirmation before
known hypertension )
starting treatment.
Intimate Partner o o
) The USPSTF recommmends that clinicians screen for intimate partner
Violence, Elder Abuse, ) . . .
violence (IPV) in women of reproductive age and provide or refer
and Abuse of . . )
women who screen positive to ongoing support services. See the B October 2018 *
Vulnerable Adults: o ) ) ) ) ) )
. Clinical Considerations section for more information on effective
Screening: women of . . . . .
) ongoing support services for IPV and for information on IPV in men.
reproductive age
Latent Tuberculosis
Infection: Screening: ) o )
] The USPSTF recommends screening for latent tuberculosis infection
asymptomatic adults at . . ) ) B September 2016 *
) ] (LTBI) in populations at increased risk.
increased risk for
infection
Lung Cancer: The USPSTF recommmends annual screening for lung cancer with
Screening: adults aged | low-dose computed tomography (LDCT) in adults aged 50 to 80
50 to 80 years who have | years who have a 20 pack-year smoking history and currently smoke
a 20 pack-year smoking | or have quit within the past 15 years. Screening should be B March 2021 *
history and currently discontinued once a person has not smoked for 15 years or develops
smoke or have quit a health problem that substantially limits life expectancy or the
within the past 15 years | ability or willingness to have curative lung surgery.

https://www.uspreventiveservicestaskforce.org/uspstf/recommendation-topics/uspstf-and-b-recommendations
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Obesity in Children and o o
) The USPSTF recommends that clinicians screen for obesity in
Adolescents: Screening: .
) children and adolescents 6 years and older and offer or refer them to

children and o ) ) ) ) B June 2017 *

comprehensive, intensive behavioral interventions to promote
adolescents 6 years and | . ) )

improvements in weight status.
older
Ocular Prophylaxis for
Gonococcal
Ophthalmia The USPSTF recommmends prophylactic ocular topical medication for

. A January 2019 *
Neonatorum: all newborns to prevent gonococcal ophthalmia neonatorum.
Preventive Medication:
newborns
Osteoporosis to Prevent | The USPSTF recommends screening for osteoporosis with bone
Fractures: Screening: measurement testing to prevent osteoporotic fractures in
postmenopausal postmenopausal women younger than 65 years who are at increased 5 . o018 *
une
women younger than risk of osteoporosis, as determined by a formal clinical risk
65 years at increased assessment tool. See the Clinical Considerations section for
risk of osteoporosis information on risk assessment.
Osteoporosis to Prevent . o
) The USPSTF recommends screening for osteoporosis with bone

Fractures: Screening: . . .

measurement testing to prevent osteoporotic fractures in women 65 | B June 2018 *
women 65 years and

years and older.
older
Perinatal Depression:
Preventive The USPSTF recommends that clinicians provide or refer pregnant
Interventions: pregnant | and postpartum persons who are at increased risk of perinatal B February 2019
and postpartum depression to counseling interventions.
persons
Prediabetes and Type 2
Diabetes: Screening: The USPSTF recommends screening for prediabetes and type 2
asymptomatic adults diabetes in adults aged 35 to 70 years who have overweight or

) o ) ) i B August 2021 *
aged 35 to 70 years who | obesity. Clinicians should offer or refer patients with prediabetes to
have overweight or effective preventive interventions.
obesity
Preeclampsia: ) o
. The USPSTF recommends screening for preeclampsia in pregnant )

Screening: pregnant ) B April 2017 *

women with blood pressure measurements throughout pregnancy.
woman
Prevention of Dental
Caries in Children . . .

The USPSTF recommends that primary care clinicians prescribe oral
Younger Than 5 Years: . . . .

fluoride supplementation starting at age 6 months for children B December 2021 *

Screening and
Interventions: children

younger than 5 years

whose water supply is deficient in fluoride.

https://www.uspreventiveservicestaskforce.org/uspstf/recommendation-topics/uspstf-and-b-recommendations
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Prevention of Dental
Caries in Children
Younger Than 5 Years:
Screening and
Interventions: children

younger than 5 years
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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.

ray

December 2021 *

Prevention of Human
Immunodeficiency

Virus (HIV) Infection:

The USPSTF recommends that clinicians offer preexposure

prophylaxis (PrEP) with effective antiretroviral therapy to persons

active adolescents and
adults at increased risk

section for more information on populations at increased risk for
acquiring STls.

Preexposure who are at high risk of HIV acquisition. See the Clinical June 2019
Prophylaxis: persons at | Considerations section for information about identification of
high risk of hiv persons at high risk and selection of effective antiretroviral therapy.
acquisition
Rh(D) Incompatibility:
Screening: preghant The USPSTF strongly recommends Rh(D) blood typing and antibody
women, during the first | testing for all pregnant women during their first visit for pregnancy- February 2004 *
pregnancy-related care | related care.
visit
Rh(D) Incompatibility: . )
Screening: unsensitized The US.D.STF recommends' repeated Rh(D) antibody testing for. all
) unsensitized Rh(D)-negative women at 24 to 28 weeks' gestation, February 2004 *
hid)-negative unless the biological father is known to be Rh(D)-negative.
pregnant women
Sexually Transmitted The USPSTF recommends behavioral counseling for all sexually
Infections: Behavioral active adolescents and for adults who are at increased risk for
Counseling: sexually sexually transmitted infections (STIs). See the Practice Considerations 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.

March 2018 *

Statin Use for the
Primary Prevention of
Cardiovascular Disease
in Adults: Preventive
Medication: adults aged

The USPSTF recommmends that adults without a history of
cardiovascular disease (CVD) (ie, symptomatic coronary artery
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

https://www.uspreventiveservicestaskforce.org/uspstf/recommendation-topics/uspstf-and-b-recommendations

40 to 75 years with no ) ) November 2016 *
. smoking); and 3) they have a calculated 10-year risk of a
history of cvd, 1 or more ) o o )
) cardiovascular event of 10% or greater. Identification of dyslipidemia
cvd risk factors, and a ) ) ) ) o
and calculation of 10-year CVD event risk requires universal lipids
calculated 10-year cvd o o
) screening in adults aged 40 to 75 years. See the "Clinical
event risk of 10% or
) Considerations" section for more information on lipids screening and
reater
d the assessment of cardiovascular risk.
AFF UUY
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(Screening refers to asking questions about unhealthy drug use, not

testing biological specimens.)
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Syphilis Infection in
Nonpregnant Adults
and Adolescents:
Screening: . A L
. The USPSTF recommends screening for syphilis infection in persons
asymptomatic, . . ) . A June 2016 *
who are at increased risk for infection.
nonpregnant adults
and adolescents who
are at increased risk for
syphilis infection
Syphilis Infection in
Pregnant Women: The USPSTF recommends early screening for syphilis infection in all
. A September 2018 *
Screening: pregnant pregnant women.
women
Tobacco Smoking The USPSTF recommends that clinicians ask all adults about tobacco
Cessation in Adults, use, advise them to stop using tobacco, and provide behavioral
Including Pregnant interventions and US Food and Drug Administration (FDA)-- A January 2021 *
Persons: Interventions: | approved pharmacotherapy for cessation to nonpregnant adults
nonpregnant adults who use tobacco.
Tobacco Smoking o
o The USPSTF recommends that clinicians ask all pregnant persons
Cessation in Adults, ) . )
; about tobacco use, advise them to stop using tobacco, and provide
Including Pregnant ) ) ) . A January 2021 *
i behavioral interventions for cessation to pregnant persons who use
Persons: Interventions:
tobacco.
pregnant persons
Tobacco Use in Children
and Adolescents:
Primary Care The USPSTF recommmends that primary care clinicians provide
Interventions: school- interventions, including education or brief counseling, to prevent ]
) o ) B April 2020 *
aged children and initiation of tobacco use among school-aged children and
adolescents who have adolescents.
not started to use
tobacco
Unhealthy Alcohol Use
in Adolescents and The USPSTF recommends screening for unhealthy alcohol use in
Adults: Screening and primary care settings in adults 18 years or older, including pregnant
Behavioral Counseling women, and providing persons engaged in risky or hazardous B November 2018 *
Interventions: adults 18 | drinking with brief behavioral counseling interventions to reduce
years or older, including | unhealthy alcohol use.
pregnant women
The USPSTF recommmends screening by asking questions about
unhealthy drug use in adults age 18 years or older. Screening should
Unhealthy Drug Use: ) ) ) ) ]
. be implemented when services for accurate diagnosis, effective
Screening: adults age 18 B June 2020

https://www.uspreventiveservicestaskforce.org/uspstf/recommendation-topics/uspstf-and-b-recommendations
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Vision in Children Ages
6 Months to 5 Years: The USPSTF recommmends vision screening at least once in all
. . . . L September 2017 *
Screening: children children aged 3 to 5 years to detect amblyopia or its risk factors.
aged 3to 5years
Weight Loss to Prevent o )
. The USPSTF recommmends that clinicians offer or refer adults with a
Obesity-Related ) ) ) )
o i body mass index (BMI) of 30 or higher (calculated as weight in
Morbidity and Mortality ) o ) ) ) ] September 2018 *
) ) kilograms divided by height in meters squared) to intensive,
in Adults: Behavioral ) . ) .
. multicomponent behavioral interventions.
Interventions: adults

1The 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 223 of the 2021 Consolidated Appropriations Act, utilizes the 2002 recommmendation on breast

cancer screening of the U.S. Preventive Services Task Force. To see the USPSTF 2016 recommmendation on breast cancer

screening, go to http://www.uspreventiveservicestaskforce.org/uspstf/frecommendation/breast-cancer-screeningl.

*Previous recommendation was an “A” or “B.”

https://www.uspreventiveservicestaskforce.org/uspstf/recommendation-topics/uspstf-and-b-recommendations
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C Centers for Disease
A Control and Prevention

ACIP Vaccine Recommendations and Guidelines

Advisory Committee on Immunization Practices (ACIP)

Vaccine-Specific ACIP Recommendations COVID-19 Vaccination
Provider Requirements
¢ Anthrax e Measles, Mumps and and Support
* BCG Rzl . /A
e Cholera * MMRV
« COVID-19 UPDATED April 2021 ° WamrgpeeEsE| LHEAD 2=
2020

e DTaP-IPV-Hib-HepB

e Pneumococcal
e DTaP/Tdap/Td

e Polio
e Ebola NEW Jan 2021 4
* Rabies : i
e Hepatitis A UPDATED Jul 2020 R i S
o Hepatitis B o e Vaccination providers participating
. Hib * Smallpox (Vaccinia) in the COVID-19 Vaccination
¢ Typhoid Program must adhere to CDC
* HPV requirements and ACIP

¢ Varicella (Chickenpox
( pox) recommendations related to

* Yellow Fever COVID-19 vaccination. This

e Zoster (Shingles) 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.

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

e General Best Practice Guidelines on Immunization

¢ Influenza UPDATED Aug 2020

Japanese Encephalitis

e Immunization of Health-Care Personnel
o See also: Influenza Vaccination of Health-Care Personnel

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.

e See also:
o Guidance for vaccine recommendations for pregnant and breastfeeding women

o Vaccine guidelines for emergency situations

12
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BILLING CODE 4165-15

DEPARTMENT OF HEALTH AND HUMAN SERVICES

Health Resources and Services Administration

Updates to the Bright Futures Periodicity Schedule

AGENCY: Health Resources and Services Administration (HRSA), Department of
Health and Human Services (HHS).

ACTION: Notice.

SUMMARY: Effective December 30, 2021, HRSA accepted recommended updates to
the Bright Futures Periodicity Schedule, a HRSA-supported guideline for infants,
children and adolescents for purposes of ensuring that non-grandfathered group and
individual health insurance issuers provide coverage without cost sharing under the
Public Health Service Act. The updates to the Bright Futures Periodicity Schedule are:
A new category for sudden cardiac arrest and sudden cardiac death risk assessment, a
new category for hepatitis B virus infection risk assessment, addition of suicide risk as an
element of universal depression screening for children ages 12-21, and updated category
title from “Psychosocial/Behavioral Assessment” to “Behavioral/Social/Emotional
Screening,” with no revision to the ages in which the screening occurs (newborn to 21
years). Finally, two clarifying references related to dental fluoride varnish and fluoride
supplementation have been added, with no associated recommended changes to clinical
practice or health insurance coverage. Please see https://mchb.hrsa.gov/maternal-child-
health-topics/child-health/bright-futures.html for additional information.

FOR FURTHER INFORMATION CONTACT: Savannah Kidd, M.S. MFT,

1
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HRSA/Maternal and Child Health Bureau by calling 301-287-2601 or by emailing at
SKidd@hrsa.gov.

SUPPLEMENTARY INFORMATION: The Bright Futures program has been funded
by HRSA since 1990. A primary focus of this program is for the funding recipient to
maintain and recommend updates to the Bright Futures Guidelines for Health
Supervision of Infants, Children and Adolescents, a set of materials and tools that provide
theory-based and evidence-driven guidance for all preventive care screenings and well-
child visits. One component of these tools is the Bright Futures Periodicity Schedule, a
chart that identifies the recommended screenings, assessments, physical examinations,
and procedures to be delivered within preventive checkups at each age milestone. Over
the program’s existence, the Bright Futures Periodicity Schedule has become the
accepted schedule within the United States for preventive health services through the
course of a child’s development.

Section 2713 of the Public Health Service Act (42 U.S.C. 300gg-13), added by
the Patient Protection and Affordable Care Act (Pub. L. 111-148), requires that non-
grandfathered group health plans and health insurance issuers offering group or
individual health insurance coverage provide coverage without cost-sharing for certain
preventive health services. Section 2713(a)(3) describes such services for infants,
children, and adolescents as “evidence-informed preventive care and screenings provided
for in the comprehensive guidelines supported by the Health Resources and Services
Administration.” HHS, along with the Departments of Treasury and Labor, issued an
Interim Final Rule on July 19, 2010 (75 FR 41726-41760) that identified two specific

resources as the comprehensive guidelines supported by HRSA for infants, children, and
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adolescents to be covered by insurance without cost sharing by non-grandfathered group
health plans and health insurance issuers: (1) The Bright Futures Periodicity Schedule
and (2) the Recommended Uniform Screening Panel of the Advisory Committee on
Heritable Disorders in Newborns and Children. The Interim Final Rule provided that a
future change to these comprehensive guidelines is considered to be issued for purposes
of Section 2713 on the date on which it is accepted by the HRSA Administrator or, if
applicable, adopted by the Secretary of HHS.

A public comment period was announced and occurred from September 13, 2021,
through October 13, 2021 (86 FR 50894, September 13, 2021)', to allow public comment
on the proposed recommended updates affecting clinical practice and health insurance
coverage requirements. A total of 27 respondents gave 57 comments during the public
comment period. The Bright Futures grantee, the American Academy of Pediatrics,
received and considered the public comments. The annual report (Tab A) provides a
description of the comments, including a detailed tabulation of each comment.

On December 30, 2021, the HRSA Administrator accepted the American
Academy of Pediatrics’ recommended several updates to the Bright Futures Periodicity
Schedule. The Bright Futures recommendations included recommended clinical practice
updates, along with revisions to the footnotes on the Bright Futures Periodicity Schedule
that do not require changes to clinical practice or health insurance coverage. The updates
to the Bright Futures Periodicity Schedule are: (1) A new category for sudden cardiac
arrest and sudden cardiac death risk assessment, (2) a new category for hepatitis B virus

infection risk assessment, (3) addition of suicide risk as an element of universal

1 See https://www.federalregister.gov/documents/2021/09/13/2021-19630/opportunity-for-comments-
on-proposed-updates-to-the-bright-futures-periodicity-schedule-as-part-of

3
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depression screening for children ages 12-21, and (4) updated category title from
“Psychosocial/Behavioral Assessment” to “Behavioral/Social/Emotional Screening,”
with no revision to the ages in which the screening occurs (newborn to 21 years).
Finally, two clarifying references related to dental fluoride varnish and fluoride
supplementation have been added with no associated recommended changes to clinical
practice. In light of these updates, all non-grandfathered group health plans and health
insurance issuers offering group or individual health insurance coverage must cover
without cost-sharing the services and screenings listed on the updated Bright Futures
Periodicity Schedule for plan years (in the individual market, policy years) that begin in
2023, which can be accessed at the following link: https://mchb.hrsa.gov/maternal-child-

health-topics/child-health/bright-futures.html

Diana Espinosa,

Acting Administrator.

[FR Doc. 2022-00461 Filed: 1/11/2022 8:45 am; Publication Date: 1/12/2022]
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Health & Services i i Explore
(https://www.hrsa.gov/)
Get reimbursed for COVID-19 testing and of Learn more » (/coviduninsuredclaim)

Federal Advisory Committees

Home (/) > Advisory Committees (/advisory-committees/index.htmi) > Advisory Committee on Heritable Disorders in Newborns and Children (/advisory-

html) > Rec

Advisory Committees on
Heritable Disorders in
Newborns and Children

Home (ladvisory-

committees/heritable-
disorders/index.html)

About (/advisory-

committees/heritable-
disorders/about/index.ht
mi)

Meetings (/advisory-

Uniform Screening Panel

Recommended Uniform Screening Panel

The RUSP is a list of disorders that the Secretary of the Department of Health and Human Services (HHS)
recommends for states to screen as part of their state universal newborn screening (NBS) programs.

Disorders on the RUSP are chosen based on evidence that supports the potential net benefit of
screening, the ability of states to screen for the disorder, and the availability of effective treatments. It is
recommended that every newborn be screened for all disorders on the RUSP.

Most states screen for the majority of disorders on the RUSP; newer conditions are still in process of
adoption. Some states also screen for additional disorders.

Although states ultimately determine what disorders their NBS program will screen for, the RUSP

disorders/meetings)

Reports (/advisory-
committees/heritable-
disorders/recommendati

ons-
reportsireports/index.ht
ml)

Letters (/advisory-
committees/heritable-
disorders/recommendati
ons-reports/index.htmi)

tablishes a list of disorders that have been supported by the Advisory Committee on

Heritable Disorders in Newborns and Children and recommended by the Secretary of HHS.

Conditions listed on the RUSP are part of the comprehensive preventive health guidelines supported by
HRSA for infants and children under section 2713 of the Public Health Service Act. Non-grandfathered
health plans are required to cover screenings included in the HRSA-supported comprehensive
guidelines without charging a co-payment, co-insurance, or deductible for plan years beginning on or
after the date that is one year from the Secretary’s adoption of the condition for screening.

How to Nominate a Condition (/advisory-committees/heritable-disorders/rusp/nominate.htmi)

Previously Nominated Conditions (/advisory-committees/herif usp/p

committees/heritable-
disorders/resources)

Recommended Uniform
Screening Panel (RUSP)
(/advisory-
committees/heritable-
ﬂisorderslrusplindex.htm

Nominate a Condi
(ladvisory-
committees/heritable-
disorders/rusp/nominate.
htmli)

Previously Nominated
Conditions (Jadvisory-
committees/heritable-
disorders/rusplprevious-
nominations.html)

Newborn

ions.html) (Recommended and Not Recommended for the RUSP)

Printer-Friendly Recommended Uniform Screening Panel (/sites/default/files/hrsa/advisory-
i s/rusp/rusp-uniform-screening-panel.pdf) (PDF - 95 KB)

12 ter
Recommended Uniform Screening Panel’

Core? Conditions®
(as of July 2018)

Core Condition Metabolic Disorder

Endocrine
Disorder

Hemoglobin
Organic Disorder
acid
condition

Fatty acid Amino
oxidation acid
disorders | disorders

Other
Disorder

Propionic acidemia (https://ghr.nim.nih.gov/condition/propionic-acidemia) X

Timeliness Goals
(ladvisory-

y 1ic acidemia yl-CoA mutase) X
(https://ghr.nim.nih.gov/condition/methylmalonic-acidemia#)

disorders/newborn-

screening-
timeliness.html)

Methylmalonic acidemia (cobalamin disorders) (https:/ghr.nim.nih.gov/condition/methylmalonic- X
acidemia)

Isovaleric acidemia (https://ghr.nIm.nih.gov/condition/isovaleric-acidemia) X

3-Methylcrotonyl-CoA carboxylase deficiency (https://ghr.nlm.nih.gov/condition/3-methylcrotonyl-coa- X
carboxylase-deficiency)

3-Hydroxy hygl
Ilyase-deficiency)

ic aciduria (https://ghr.nlm.nih.gov/condition/3-hydroxy-3-methylglutaryl-coa- X

Holocarboxylase synthase deficiency (https://ghr.nlm.nih.gov/condition/holocarboxylase-synthetase- X
deficiency)
iency) X

R-Ketothiolase deficiency (https://ghr.nim.nih.gov/c jolase-

Glutaric acidemia type | (https://ghr.nim.nih.gov/condition/glutaric-acidemia-type-i) X

Carnitine uptake defect/carnitine transport defect (https://ghr.nlm.nih.gov/condition/primary-carnitine- X
deficiency#)

Medium-chain acyl-CoA dehydrogenase deficiency (https://ghr.nim.nih.gov/condition/medium-chain- X
acyl-coa-dehydrogenase-deficiency)

Very long-chain acyl-CoA dehydrogenase deficiency (https://ghr.nim.nih.gov/condition/very-long-chain- X
acyl-coa-dehydrogenase-deficiency)

Long-chain L-3 hydroxyacyl-CoA dehydrogenase deficiency (https://ghr.nim.nih.gov/condition/long- X
chain-3-hydroxyacyl-coa-dehydrogenase-deficiency)

Trifunctional protein deficiency (https://ghr.nim.nih.gov/condition/mitochondrial-trifunctional-protein- X
deficiency#)

Argininosuccinic aciduria (https://ghr.nim.nih.gov/condition/argininosuccinic-aciduria) X

Citrullinemia, type | (https://ghr.nlm.nih.gov/condition/citrullinemia) X

Maple syrup urine disease (https://ghr.nim.nih.gov/condition/maple-syrup-urine-d X

Homocystinuria (https://ghr.nim.nih.gov/condition/homocystinuria) X

Classic phenylketonuria (https://ghr.nim.nih.gov/condition/phenylketonuria) X

yrosinemia, type | nlm.nih.gov/condition/tyrosinemia) X

Primary congenital hypothyroidism (https://ghr.nim.nih.gov/condition/congenital-hypothyroidism) X

Congenital adrenal hyperplasia (https://ghr.nlm.nih.gov/condition/21-hydroxylase-deficiency) X

5,5 disease (Sickle cell anemia) (https://ghr.nim.nih.gov/condition/sickle-cell-disease) X

S, Beta-thalassemia (https://ghr.nim.nih.gov/condition/beta-thalassemia) X

APP 022
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S,C disease (http: .nlm.nih.gov/condition/sickle-cell-d

Biotinidase deficiency (https://ghr.nlm.nih.gov/conditi idase-deficiency) X
Critical congenital heart disease (https://ghr.nim.nih.gov/condition/critical-congenital-heart-disease) X
Cystic fibrosis (https://ghr.nlm.nih.gov/condition/cystic-fibrosis) X
Classic galactosemia (https://ghr.nim.nih.gov/condition/galactosemia) X
Glycogen Storage Disease X
Type Il (Pompe) (https://ghr.nlm.nih.gov/condition/pompe-disease)

Hearing loss X
(https://www.cdc.gov/ncl i P tanding/understandingheari html)

Severe combined Immt iencies (https: .niaid.nih., i -ombined- X
immunodeficiency-scid)

Mucopolysaccharidosis Type 1 (https://ghr.nim.nih.gov/c icopolysaccharidosis-typ X
X-linked Adrenolet phy (https://ghr.nlm.nih.gov/condition/x-linked-adrenol phy) X
Spinal Muscular Atrophy due to homozygous deletion of exon 7 in SMN1 X

(https://ghr.nim.nih.gov/condition/spinal-muscular-atrophy)

1. Selection of conditions based upon “Newborn Screening: Towards a Uniform Screening Panel and
System.” Genetic Med. 2006; 8(5) Suppl: $12-5252" as authored by the American College of Medical
Genetics (ACMG) and commissioned by the Health Resources and Services Administration (HRSA).

2. Disorders that should be included in every Newborn Screening Program.

3. Nomenclature for Conditions based upon “Naming and Counting Disorders (Conditions) Included in
Newborn Screening Panels.” Pediatrics. 2006; 117 (5) Suppl: $308-5314.

ACHDNC Recommended Uniform Screening Panel’
Secondary? Conditions >

(as of July 2018)
Secondary Condition Metabolic Disorder
Other
Organic | Fatty acid Amino Disorder Disorder
acid oxidation acid
condition | disorders | disorders
Methylmalonic acidemia with homocystinuria X

(https://ghr.nlm.nih.gov/condition/methylmalonic-acidemia-
with-homocystinuria)

Malonic acidemia (https://ghr.nim.nih.gov/condition/malonyl- X
coa-decarboxylase-deficiency#)

Isobutyrylglycinuria X
(https://ghr.nim.nih.gov/condition/isobutyryl-coa-
dehydrogenase-deficiency)

2-Methylbutyrylglycinuria X
(https://ghr.nlm.nih.gov/condition/short-branched-chain-acyl-
coa-dehydrogenase-deficiency)

3-Methylglutaconic aciduria X
(https://ghr.nim.nih.gov/condition/3-methylglutaconyl-coa-
hydratase-deficiency)

2-Methyl-3-hydroxybutyric aciduria X
(https://ghr.nlm.nih.gov/condition/hsd10-disease#)

Short-chain acyl-CoA dehydrogenase deficiency X
(https://ghr.nim.nih.gov/condition/short-chain-acyl-coa-
dehydrogenase-deficiency)

dium/short-chain L-3-hy yI-CoA X
deficiency (https://ghr.nim.nih.gov/condition/3-hydroxyacyl-
coa-dehydrogenase-deficiency#)

Glutaric acidemia type Il X
(https://ghr.nim.nih.gov/c lutaric-acidemia-type-i

Medium-chain ketoacyl-CoA thiolase deficiency X
2,4 Dienoyl-CoA reductase deficiency X
Carnitine palmitoyltransferase type | deficiency X

(https://ghr.nim.nih.gov/condition/carnitine-
palmitoyltransferase-i-deficiency)

Carnitine palmitoyltransferase type Il deficiency X
(https://ghr.nim.nih.gov/condition/carnitine-
palmitoyltransferase-ii-deficiency)

Carnitine acylcarnitine translocase deficiency X
(https://ghr.nlm.nih.gov/condition/carnitine-acylcarnitine-
translocase-deficiency)

Argininemia (https://ghr.nlm.nih.gov/condition/arginase- X
deficiency#)
Citrullinemia, type Il X

(https://ghr.nim.nih.gov/condition/citrullinemia)

Hypermethioninemia X
(https://ghr.nlm.nih.gov/condition/hypermethioninemia)

Benign hyperphenylalaninemia X

https://www.hrsa.gov/advisory-committees/heritable-disorders/rusp/index.html
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Biopterin defect in cofactor biosynthesis X
(https://ghr.nim.nih.gov/condition/tetrahydrobiopterin-
deficiency#)
Biopterin defect in cofactor regeneration X
(https://ghr.nim.nih.gov/condition/tetrahydrobiopterin-
deficiency#)
Tyrosinemia, type Il X
(https://ghr.nim.nih.gov/condition/tyrosinemia)

X

Tyrosinemia, type Iil
(https://ghr.nim.nih.gov/condition/tyrosinemia)

Various other hemoglobinopathies

Galactoepimerase deficiency
(https: info.nih.go lactose-
epimerase-deficiency)

Galactokinase deficiency
(https:/ info.nih. i 242 tokinase-

deficiency)

T-cell related lymphocyte deficiencies

1. Selection of conditions based upon “Newborn Screening: Towards a Uniform Screening Panel and
System.” Genetic Med. 2006; &(5) Suppl: $12-5252" as authored by the American College of Medical
Genetics (ACMG) and commissioned by the Health Resources and Services Administration (HRSA).

2. Disorders that can be detected in the differential diagnosis of a core disorder.

3. Nomenclature for Conditions based upon “Naming and Counting Disorders (Conditions) Included in

Newborn Screening Panels.” Pediatrics. 2006; 117 (5) Suppl: $308-5314.

Persons using assistive technology may not be able to fully access information in this file. For

assistance, please email Alaina Harris (mailto:aharris@hrsa.gov).

Date Last Reviewed. February 2020

https://lwww.hrsa.gov/advisory-committees/heritable-disorders/rusp/index.html

Contact Viewers & Disclaimers
edom htmi) | EEO/No FEAR Act
(htps:/fwww hrsa.govfhr/no-fear-act/eeo.htmi)
Vulnerability Disclosure htmi) | U.S. Department of Health and Human Services (http://www.hhs gov/) | USAgov

g9

Language Assistance Available

Espafiol (/about/language-
assistance.html#spanish)

Tagalog (/about/language-

E58ch Y (/about/language-
assistance.html#chinese)

Pycoxuii (/about/language-
assistance html#russian)

assistance.t

Frangais (/about/language-
assistance.html#french)

Deutsch (/about/language-
assistance.htmi#german)

Polski (/about/language-
assistance.html#polish)

H 4 (/about/language-
assistance.html#japanese)

Tiéng Vigt (/about/language-
assistance.html#vietnamese)

about/language-/) k=
(assistance.html#arabic

Portugués (/about/language-
assistance.html#portuguese)

about/language-/)
(assistance. html#farsi

$H20f (fabout/language-
assistance.htmi#korean)
Kreydl Ayisyen
(/about/language-
assistance.htmi#hcreole)
Italiano (/about/language-
assistance.html#italian)

English (/about/language-
assistance.html#english)
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Get reimbursed for COVID-19 testing and treatment of uninsured individuals. Learn more »

HRSA e

Health Resources & Services Administration

Home > Women's Preventive Services Guidelines

Learn More
Women's Preventive Services Guidelines . HRSA/MCHE Preventive

Guidelines and Screening for

Affordable Care Act Expands Prevention Coverage for Women, Children, and Youth

' ' * Historical Fil
Women'’s Health and Well-Being Zéjsréc?d 'lés
¢ 2ZU19 Guiaelines

The Affordable Care Act (ACA) - the health insurance reform legislation passed by Congress and e 2016 Guidelines
signed into law by President Obama on March 23, 2010 - helps make prevention services
affordable and accessible for all Americans by requiring most health insurance plans to provide
coverage without cost sharing for certain recommended preventive 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 * Bright Futures
they are delivered by a network provider.

¢ |nstitute of Medicine: Clinical
Preventive Services for
Women (2011) &7

¢ Advisory Committee on
Under the ACA, most private health insurers must provide coverage of women's preventive Heritable Disorders in
health care - such as mammograms, screenings for cervical cancer, prenatal care, and other Newborns and Children
services -with no cost sharing. Under section 2713 of the Public Health Service Act, as modified

by the ACA, non-grandfathered group health plans and 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 For Further
screenings for women as provided for in comprehensive guidelines supported by HRSA for this :

Surpose. Information

The law recognizes and HHS understands the unique health needs of women across their Contact

lifespan. The purpose of WPSI is to improve women's health across the lifespan by identifying wellwomancare@hrsa.gov.

preventive services and screenings to be used in clinical practice and, when supported by HRSA,
incorporated in the Guidelines.

HRSA-Supported Women'’s Preventive Services Guidelines:
Background

The HRSA-supported Women's Preventive Services Guidelines (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 the establishment of the Guidelines, there have been advancements in science and gaps
identified in clinical practice. To address these, in 2016, the Health Resources and Services
Administration (HRSA) awarded a five-year cooperative agreement, the Women'’s Preventive
Services Initiative (WPSI), to the American College of Obstetricians and Gynecologists (ACOG) to
convene a coalition of clinician, academic, and consumer-focused health professional
organizations to conduct a scientifically rigorous review to develop recommendations for
updated Guidelines in accordance with the model created by the NAM Clinical Practice
Guidelines We Can Trust. The American College of Obstetricians and Gynecologists (ACOG)
formed an expert panel, also called the WPSI, for this purpose.

In March 2021, ACOG was awarded a subsequent cooperative agreement to review and
recommend updates to the Guidelines. Under ACOG, WPSI reviews existing Women's Preventive
Services Guidelines biennially, or upon the availability of new evidence, as well as new
preventive services topics. New topics for future consideration can be submitted on a rolling
basis at the Women's Preventive Services Initiative website &.
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HRSA supports the Guidelines listed below that address health needs specific to women. In
December 2021, HRSA approved a new guideline on obesity prevention for midlife women and
updates to five existing preventive services guidelines: Well-Women Preventive Visits,
Breastfeeding Services and Supplies, Counseling for Sexually Transmitted Infections (STIs),
Screening for Human Immunodeficiency Virus (HIV) Infection, and Contraception.*

New and Updated Guidelines

Type of Preventive | Current Guidelines = Updated Guidelines
Service ¥ Beginning With Plan Years
Starting in 2023 +

Obesity (NEW) WPS| recommends
Prevention in counseling midlife women
Midlife Women aged 40 to 60 years with

normal or overweight body
mass index (BMI) (18.5-29.9
kg/m2) to maintain weight or
limit weight gain to prevent
obesity. Counseling may
include individualized
discussion of healthy eating
and physical activity.

Breastfeeding WPSI recommends comprehensive WPSI recommends

Services and lactation support services (including comprehensive lactation

Supplies counseling, education, and support services (including
breastfeeding equipment and consultation; counseling;
supplies) during the antenatal, education by clinicians and
perinatal, and postpartum periods to | peer support services; and
ensure the successful initiation and breastfeeding equipment and
maintenance of breastfeeding. supplies) during the

antenatal, perinatal, and
postpartum periods to
optimize the successful
initiation and maintenance of
breastfeeding.

Breastfeeding equipment and
supplies include, but are not
limited to, double electric
breast pumps (including
pump parts and
maintenance) and breast milk
storage supplies. Access to
double electric pumps should
be a priority to optimize
breastfeeding and should not
be predicated on prior failure
of a manual pump.
Breastfeeding equipment
may also include equipment
and supplies as clinically
indicated to support dyads
with breastfeeding difficulties
and those who need
additional services.

Contraception *%*, WPSI recommends that adolescent WPSI recommends that
Fkk and adult women have access to the adolescent and adult women
full range of female-controlled have access to the full range
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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 condomes,
(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.

of contraceptives and
contraceptive care to prevent
unintended pregnancies and
improve birth outcomes.
Contraceptive care includes
screening, education,
counseling, and provision of
contraceptives (including in
the immediate postpartum
period). Contraceptive care
also includes follow-up care
(e.g., management,
evaluation and changes,
including the removal,
continuation, and
discontinuation of
contraceptives).

WPSI recommends that the
full range of U.S. Food and
Drug Administration (FDA)-
approved, -granted, or -
cleared contraceptives,
effective family planning
practices, and sterilization
procedures be available as
part of contraceptive care.

The full range of
contraceptives includes those
currently listed in the FDA's
Birth Control Guide****: (1)
sterilization surgery for
women, (2) implantable rods,
(3) copper intrauterine
devices, (4) intrauterine
devices with progestin (all
durations and doses), (5)
injectable contraceptives, (6)
oral contraceptives
(combined pill), 7) oral
contraceptives (progestin
only), (8) oral contraceptives
(extended or continuous use),
(9) the contraceptive patch,
(10) vaginal contraceptive
rings, (11) diaphragms, (12)
contraceptive sponges, (13)
cervical caps, (14) condoms,
(15) spermicides, (16)
emergency contraception
(levonorgestrel), and (17)
emergency contraception
(ulipristal acetate), and any
additional contraceptives
approved, granted, or cleared
by the FDA.
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Counseling for
Sexually
Transmitted
Infections (STIs)

WPSI 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 STIs.

WPSI recommends that health care
providers use a woman's sexual
history and risk factors to help
identify those at an increased risk of
STls. 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
judgment.

WPSI recommends directed
behavioral counseling by a
health care clinician or other
appropriately trained
individual for sexually active
adolescent and adult women
at an increased risk for STls.

WPSI recommends that
clinicians review a woman's
sexual history and risk factors
to help identify those at an
increased risk of STls. Risk
factors include, but are not
limited to, 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 STls should
be considered, as determined
by clinical judgment.
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Screening for
Human
Immunodeficiency
Virus Infection

(HIV)

WPSI recommends prevention
education and risk assessment for
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 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.

WPSI recommends all
adolescent and adult women,
ages 15 and older, receive a
screening test for HIV at least
once during their lifetime.
Earlier or additional
screening should be based
on risk, and rescreening
annually or more often may
be appropriate beginning at
age 13 for adolescent and
adult women with an
increased risk of HIV
infection.

WPSI recommends risk
assessment and prevention
education for HIV infection
beginning at age 13 and
continuing as determined by
risk.

A screening test for HIV is
recommended for all
pregnant women upon
initiation of prenatal care
with rescreening 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.

https://www.hrsa.gov/womens-guidelines/index.html
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Well-Woman WPSI recommends that women WPSI recommends that

Preventive Visits receive at least one preventive care women receive at least one

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.

preventive care visit per year
beginning in adolescence and
continuing across the
lifespan to ensure the
provision of all
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. These
services may be completed at
a single or as part of a series
of visits that take place over
time to obtain all necessary
services depending on a
woman'’s age, health status,
reproductive health needs,
pregnancy status, and risk
factors. Well-women visits
also include prepregnancy,
prenatal, postpartum and
interpregnancy visits.

Existing Guidelines

Type of Current Guidelines

Preventive

Service

s

Breast WPSI recommends that average-risk women initiate mammography
Cancer screening no earlier than age 40 and no later than age 50. Screening

Screening for
Average-Risk
Women

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.

Screening for
Anxiety

WPSI 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.

https://www.hrsa.gov/womens-guidelines/index.html
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Screening for

WPSI recommends cervical cancer screening for average-risk women aged

Cervical 21 to 65 years. For women aged 21 to 29 years, the Women's Preventive

Cancer 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.

Screening WPSI recommends screening adolescents and women for interpersonal

and and domestic violence, at least annually, and, when needed, providing or

Counseling referring for initial intervention services. Interpersonal and domestic

for violence includes physical violence, sexual violence, stalking and

Interpersonal | psychological aggression (including coercion), reproductive coercion,

and neglect, and the threat of violence, abuse, or both. Intervention services

Domestic include, but are not limited to, counseling, education, harm reduction

Violence strategies, and referral to appropriate supportive services.

Screening for
Diabetes
Mellitus after
Pregnancy

WPSI 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 (see Table 1).

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 screening test result,
testing to confirm the diagnosis of diabetes is indicated regardless of the
initial test (e.g., oral glucose tolerance test, fasting plasma glucose, or
hemoglobin A1c).

Repeat testing is indicated in women who were screened with hemoglobin
Alcin the first 6 months postpartum regardless of the result.

Screening for
Gestational
Diabetes
Mellitus

WPSI 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.

WPSI 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
Urinary
Incontinence

WPSI 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.

36 of 458 PagelD 1099

Implementation Considerations

While not included as part of the HRSA-supported guidelines, the Women's Preventive Services
Initiative, through ACOG, also developed implementation considerations, available at

the Women's Preventive Services Initiative website &), which provide additional clarity on
implementation of the guidelines into clinical practice. The implementation considerations are
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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 30, 2022. Before that time, non-grandfathered plans are generally required to
provide coverage without cost sharing consistent with the guidelines as previously updated in
2019.

** (1)(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
()(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;

(i) 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 (1)(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)(@)(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.

(I1)(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
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(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);

(i) 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 (l1)(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 (l1)(a)(2) of this note. Where a health insurance issuer
providing group health insurance coverage is exempt under this paragraph (l1)(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 (ll)(a) will apply to the extent that an entity described in
paragraph (l1)(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 (ll)(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.

(1) 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

OnJuly 29, 2019, the District Court for the Northern District of Texas issued an injunction
preventing the enforcement of “the Contraceptive Mandate, codified at 42 U.S.C. 8 300gg-13(a)
(4), 45 C.F.R. 8 147.130(a)(1)(iv), 29 C.F.R. § 2590.715-2713(a)(1)(iv), and 26 C.F.R. § 54.9815-
2713(a)(1)(iv), against any group health plan, and any health insurance coverage provided in
connection with a group health plan, that is sponsored by an Employer Class member[,]” to the
extent that such coverage conflicts with the Employer Class member’s sincerely held religious
objections to such coverage, in connection with DeOtte v. Azar, No. 4:18-CV-00825-0, 2019 WL
3786545 (N.D. Tex. July 29, 2019). The injunction also prevents the enforcement of “the
Contraceptive Mandate” to the extent it requires an “Individual Class member([] to provide
coverage or payments for contraceptive services” to which the individual objects based on
sincerely held religious beliefs, if a health insurance issuer and, if applicable, a sponsor of a
group health plan, is willing to offer the Individual Class member a separate policy or plan that
omits such contraceptive coverage. On December 17, 2021, the Fifth Circuit vacated the
injunction in DeOtte v. Nevada, No. 19-10754 (5th Cir. Dec. 17, 2021). However, as of the date of
this publication, the Fifth Circuit has yet to issue a mandate in connection with its order, and the
injunction remains in place.

**** EDA's Birth Control Guide
This refers to FDA's Birth Control Guide (PDF - 450 KB) as posted on December 22, 2021 with the
exception of sterilization surgery for men, which is beyond the scope of the WPSI.

Date Last Reviewed: January 2022
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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. Civil Action No. 4:20-CV-00283-0O

XAVIER BECERRA, et al.,

Defendants.

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

APP 037



Case 4:20-cv-00283-O Document 65 Filed 01/28/22 Page 42 of 458 PagelD 1105

(“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.

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

H Digitally signed by Julia
‘Ju“a M M. Lefevre -S

Date: 2022.01.26
Lefevre -S 16:28.26 0500

APP 039



Case 4:20-cv-00283-O Document 65 Filed 01/28/22 Page 44 of 458 PagelD 1107

Exhibit A
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HHS Transm ttal 96.14

Per sonnel Manual
| ssue Date: 6/5/96

Materid 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 Ingtruction 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 Ingructions (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)

Ingtruction 920-6, Removd, Reinstatement, and Guaranteed Placement in the SES (1/84)
Instruction 920-7, Reduction in Force in the SES (3/95)

Instruction 920-8, Furloughsin the SES (3/95)

Instruction 920-9, Controls on SES and Equivaent 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 Divisons (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 greeter part of the Department's personnd ingructions in the 920 series. Accordingly, with this
transmitta we are abolishing Al ten of these indructions and are replacing them with just two new ones.

The firgt, anew 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
Departmentd policies and requirements that are till gppropriate. The coverage of this Ingruction is primarily
the Senior Executive Service, but some provisions dso refer to equivaent executive postions.
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HHS Transm ttal 96.14

Per sonnel Manual
| ssue Date: 6/5/96

The second new ingtruction, 920-2, covers the topics of reduction in force and furlough in the SES. It updates
two ingructions issued a year ago, addressing the need for certain Departmentwide controls in the context of a
decentrdized program. Its exhibit is the format for recording competitive performance standing in the event of
areduction in force.

Fling Indructions

File new materid. Change Table of Contents (Ingtruction 002-1) for the Personnel Manud to reflect changes.
Post receipt of this Tranamittal to the HHS Check Ligt of Transmittals and fileit in sequentid order after the
Check Ligt.

John J. Cdlahan
Assistant Secretary for
Management and Budget
| NSTRUCTI ONS 920-1, 920-2
Distribution: M (PERS) : HRFC-001
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HHS Instruction 920-1 Page 1

Personnd Manua

HHS Transmittd: 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  Peformance Review Boards (PRBS)
70  Executive Resource Allocations
80  Program Information and Accountability

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

920-1-10 PURPOSE

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

920-1-20 COVERAGE

This Ingtruction applies primarily to the Senior Executive Service. However, in order to achieve a
comprehensive gpproach to managing executive resources, some provisons aso goply to Senior Leve
(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

5U.S.C. 3104 (employment of specialy qudified scientific and professional personnel)

5 U.S.C. Chapter 31, Subchapter 11 (the Senior Executive Service)

5 U.S.C. 3324 (appointments to positions classified above GS-15)

5 U.S.C. 3325 (appointments to scientific and professona positions)

5 U.S.C. Chapter 33, Subchapter VI (appointment, reassignment, transfer, and
development in the SES)

F. 5 U.S.C. Chapter 35, Subchapter V (remova, reinstatement, and guaranteed  placement in
the SES

G. 5 U.S.C. Chapter 43, Subchapter 11 (performance appraisal in the SES)

H. 5U.S.C. 4507 (awarding of ranksin the SES)

moow>»
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HHS Instruction 920-1 Page 2

Personnd Manua

HHS Transmittd: 96.14 (6/5/96)

(290-1-30 continued) .

NXXS<CAWDOUVOZEr A&

>
>

5 U.S.C. 5307 (limitations on certain payments)

5 U.S.C. Chapter 53, Subchapter VIII (pay for the SES)

42 U.S.C. 228 (Senior Biomedical Research Service)

5 CFR 213.3202(m) (appointment authority for placementsunder 5U.S.C.  3594(b))
5 CFR Part 214 (the Senior Executive Service)

5 CFR Part 317 (employment in the SES)

5 CFR Part 319(employment in senior level and scientific and professond positions)
5 CFR Part 359 (removd from SES; guaranteed placement in other personnd  systems.
5 CFR Part 412 (executive and management devel opment)

5 CFR Part 430, Subpart E (performance appraisal for the SES)

5 CFR Part 451 (incentive awards)

5 CFR Part 530, Subpart B (aggregate limitations on pay)

CFR Part 534, Subpart C (pay for senior level and scientific and professonal  postions)
5 CFR Part 534, Subpart D (pay and performance awards under the SES)

42 CFR Part 24 (SBRS)

HHS Personnd Ingtruction 351-1 (reduction in force)

HHS Personnd Instruction 412-1 (executive development)

HHS Personnd Ingtruction 430-6 (SES performance appraisa)

HHS Personnel Ingtruction 920-2 (RIF and furlough in the SES)

920-1-40 EXECUTIVE RESOURCE PLANNING

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

identification of *"key positions™ (positions critica 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 mesting
affirmative action plan requirements.

describes the process to be used for succession planning

describes planned monitoring and reporting activities in such areas as pay digtribution, executive
development and mohility, and executive workforce demographics

outlines intended redelegation of executive resource management authorities

for OPDIV S with multiple pay authorities -- describes how the various pay plans, together with
the use of specid pay authorities, alowances, and bonuses will be integrated (or complement each
other) in achieving misson objectives.
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HHS Instruction 920-1 Page 3

Personnd Manua

HHS Transmittd: 96.14 (6/5/96)

920-1-50 EXECUTIVE RESOURCE BOARDS (ERBS)

Each OPDIV mugt establish &t least one ERB (except that the Adminigtration on Aging isincluded in the
Office of the Secretary ERB). Each ERB must reflect diverse membership and must consst of three or
more SES or equivaent members.

Each OPDIV must establish an SES merit saffing system that meets the OPM requirementsin 5 CFR
317.501 and Departmenta policies. The ERB shdl conduct the merit staffing process for initid SES
career gppointment. 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 congsting of three or more SES or equivalent members.
The PRB is respongble for making recommendations on the performance of senior executivesin the
OPDIV in accordance with the requirementsin 5. CFR 430.307 and any Departmenta policies. The
OPDIV Head may assign other related duties to the PRB.

920-1-70 EXECUTIVE RESOURCE ALLOCATIONS

The Secretary retains authority to dlocate executive position authorizations (i.e., dots) anong the
OPDIVs. Each Department must make a biennia report to OPM requesting allocations for SES and
SES-equivdent (SL, ST) dots. The OHR will provide preparation ingructions to the OPDIVs for this
report and for other alocation reviews that might be required.

For limited gppointments (i.e,, limited term and limited emergency), the OPM provides HHS with dot
authority equa to two per cent of our overal SES dlocation. The OHR monitors the use of this poal.
Each OPDIV may make limited gppointments in a number equal to two percent of its own alocation, as
long as the appointee is currently a career or career-type employee outside the SES. If an OPDIV
needs additiond limited gppointment dots, it should request such from the ASMB.

920-1-80 PROGRAM INFORMATION AND ACCOUNTABILITY

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

By November 1 each year, the Head of each OPDIV will submit a salf-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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HHS Instruction 920-1 Page 4

Personnd Manua

HHS Transmittd: 96.14 (6/5/96)

(920-1-80 continued)

above). Changes from basdline data that have resulted from the exercise of delegated executive
resources management authorities (for such things as how long it takesto fill vacancies, changesin pay-
level dignment, executive development activities, demographic changes, and other measures devised by
the OPDIV) should be provided to illustrate progress. OPDIV ERBSs should oversee the devel opment
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 overal misson accomplishment.

ASMB will andyze the annua OPDIV reports and recommend to the Secretary's ERB whether
authorities delegated to each OPDIV should be continued, curtailed, or otherwise modified. ASMB will
aso identify, and disseminate to others, strategies found to be especialy successful.

Overdl guidance on program assessment may be found in Ingtruction 273-1. OHR will provide
guidance and technical assistance for the assessment of compliance and personnd process effectiveness.
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Personnd Manua

HHS Transmittd: 96.14 (6/5/96)

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:

dlocation of dl dots, for SES, SBRS, SL, and ST, among the OPDIVs

edtablishment of overdl bonus pools, within which individua bonus decisons will be made
gpprova of al noncareer executive personnd actions

nominations of executives for Presidentia rank awards

gpprova of the career gppointments of current or former noncareer appointees

gpprova of Assgtant Surgeon Genera appointments and promotions

gpprova of SBRS pay above Executive Leve I

concurrence with selections for key executive postions

concurrence with selections for executive resource board (ERB) membership

The following authorities are delegated to Heads of OPDIV's, with authority to redelegate:

establishment and abolishment of SES positions, administrative changes to position descriptions
recommend gpproval of salectee's manageria qudifications to the U.S. Office of Personnd
Management

SES career gppointments (with Secretaria concurrence for key positions)
reingatementsinto the SES

transfers and reassgnments

details to and from executive-level postions

recertification determinations

adverse actions

initia pay setting and pay adjustments

performance bonuses (within established pool amounts) and specid act cash awards
recruitment and relocation bonuses and retention allowances

sabbaticas and Intergovernmenta Personnd Act assgnments

dternative work schedules (and flexiplace arrangements)

overal management of position establishment and personnd actionsfor SL, ST, and SBRS
(Secretaria gpprova required for SBRS pay above Executive Leve 1)

approva of appointment of non-flag Commissioned Officersinto SES equivadent positions.

(continued on next page)
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HHS Instruction 920-1 Page A-2

Personnd Manud
HHS Transmittd: 96.14 (6/5/96)

These ddegations must be exercised in accordance with gpplicable laws, regulations, and policies of the
U.S. Office of Personnd Management and the Department. Any redd egations must be in writing.
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Personnd Manua

HHS Transmittd: 96.14 (6/5/96)

HHS PERSONNEL INSTRUCTION 920-2

Subject: SENIOR EXECUTIVE SERVICE: REDUCTION IN FORCE (Section I) and
FURLOUGH (Section I1)

PURP OSE

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

REFERENCES -

A. 5U.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 gppliesto dl SES career appointees. Non-career, limited term, and limited emergency
SES gppointees may be removed without regard to this Instruction.

POLICY

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

PLACEMENT PROCESS

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

If placement efforts within the OPDIV fall, the Assstant Secretary for Management and Budget

(ASMB) will conduct Department-wide placement efforts. SES dot alocations may be adjusted to
support placements across OPDIV lines.
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HHS Transmittd: 96.14 (6/5/96)

COMPETITIVE RIF PROCEDURES

If the placement of one or more executives in a vacant pogtion is not possble, 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 officid records reflecting individua
performance recognition. Point values will be assgned in accordance with the table in Exhibit 920-2-A.
Length of service, asindicated in the exhibit, is used for tie-bresking. Executives serving an SES
probationary period who have not received a performance rating will be accorded arating of "fully
satisfactory. "

ASMB will conduct the process of consolidation. SES employees will be identified for release from
their podtions on the basis of their CPS, beginning with those having the lowest numeric totd. ASMB, in
consultation with the OPDIV asto required qudifications, will " determine positions for which the
affected executive is qualified and which are encumbered by executives with lower CPS, If there are no
such pogtions, the executive has exhausted placement opportunities within the Department. If more than
one such position exigts, the determination as to which executive will be released from hisher 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 Federd civilian positions. However, gppointees who have completed theSES
probationary period must be retained over an appointee who has not if they both havethe same retention
dganding. If atie dill exigts, it will be broken on the basis of length of total Federd 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 comptitive 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 Personnd Management to place the executive in another Federd agency. If OPM is unable to
effect placement, the cognizant OPDIV will issue the necessary RIF notice.

PROCEDURAL REQUIREMENTS

Notice requirements, appedls, records, transfer of function entitlements, and placement rights are as
stated in 5 CFR 359, Subparts F and G.
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SECTION Il - FURLOUGH
COVERAGE
This section gppliesto 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 gppointees 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 respongbilities that apply to non-SES reductions in force will apply to the
furlough activity affecting any SES member.

SHORT FURLOUGHS

For furloughs of career gppointees of 30 calendar days or less (or for 22 work daysif 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 | of this Ingtruction.
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HHS Instruction 920-2-A Page A-1

Personnd Manud
HHS Trangmittal: 96.14 (6/5/96)

Format for Recording Competitive Performance Standing

Name:
Organization:
POINTS
|. Presdentiad Rank Award
points credited for 5-year period of award)
Didtinguished granted FY (60 points)
Meritorious, granted FY (40 points)

[1. 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 _~ Raing__ -
Fy _~ Ratng___ _
FY _~ Raing__ -

[11. Performance Rating
points credited for three most recent performance periods.

Fully Successful or higher = 4 points,
Minimdly Satisfactory = 1 point, Unsatisfactory = O points
FY _~~ Raing___ -
FYy _ Raing__ _
FY _~~ Raing___ -

TOTAL:

Service Length (for tie bresking only) Years MonthsDays

SES and equivaent* civilian Federd service:
Tota Federd service, including SES and equivaent:

Information recorded by: Date
* includes Executive Level, S, ST, SBRS, and "supergrade”
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THE SECRETARY OF HEALTH AND HUMAN SERVICES
WASHINGTON, D.C, 20201

ocT |1 2p0i

TO: Assistant Secretary for Administration and Management
SUBJECT: Delegation of Administrative Management and Human Resources Authorities

I hereby delegate to the Assistant Secretary for Administration and Management the administrative
management and human resources authorities of the Secretary, except those authorities specifically
reserved to or by the Secretary or otherwise delegated or assigned by the Secretary. These excepted
authorities are listed in the appendix to this delegation. The authorities hereby delegated inciude, but are

not limited to:
A. - The administrative management authorities for travel, facilities, facilities engineering
and construction, surplus property, acquisition, logistics, and grants administration.
B. The human resources authorities for all personnel administration, personnel

management, and Jabor management relations activities.

In addition, under 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 authority to make the final decision on all discrimination complaints, charges,
and claims. I also delegate to you as the Director of Equal Employment Opportunity all authority over
equal opportunity programs which I have, except authority to designate a Director of Equal Employment
Opportunity.

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

I hereby affirm and ratify any actions taken by you or your subordinates that involved the exercise of the
authorities delegated herein prior to the effective date of the delegation.

This delegation supersedes the January 11, 1999, delegation memorandum from the Secretary to the
Assistant Secretary for Management and Budget pertaining to administrative management and human
resources authorities. Redelegations based on the delegation memorandum superseded herein may
remain in effect until changed.

This delegation is effective on the date of signature.

Attachment.
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AUTHORITIES 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 the
advice and consent of the Senate

. Authority to suspend or separate an employee whether in a sensitive or nonsensitive position, on
grounds of disloyalty or subversion; restore to duty an a employee who has been suspended on
such grounds; or reemploy any person who has been separated form any Federal position on such
grounds ‘ '

. Authority to approve the selection of persons for all noncareer Senior Executive Service (SES)
and Schedule C positions '

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

. Authority to grant cash awards based on performance, special acts, inventions, and adopted
employee suggestions in amounts from $10,001 to $25,000 with prior approval of the U.S.
Office of Personnel Management

. Authority to recommend, in conjunction with the Director of the U.S. Office of Personnel
Management, the approval of an 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 Public 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
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. Authorities for the operation of the PHS Commissioned Corps are delegated to other officials

Equal Employment Opportunity Authorities

. 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 Department

. Authority to issue final agency decisions under the provisions of Title 29 Code of Federal -

Regulations, Section 1614.10, on complaints of discrimination filed by applicants for or
members of the Commissioned Corps of the U.S. Public Health Service
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MEMORANDUM
TO: Assistant Secretary for Administration , f S

| SUBJ ECT: Delegation of Adminlstrati've and Human- Resources Authorities

1 hereby delegate to the Ass1stant Secretary for Admlnlstratlon the administrative and human

© resources authorities of the 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 authorrtles hereby delegated include, but are not
limited to, the followmg ,

© A The administrative authorities for travel, facilities, facilities engineering and
SR constructlon surplus property, logistics, and 1nformat10n resources management.

_B. ,,_;The human resources authorities for all personnel administration, personnel

. management, and labor management relations act1v1t1es

- In addition, under the authonty vested in me as Secretary and in accordance with regulations of -
~ the Equal Employment Oppottunity 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 Opportumty, all authorrty over equal
opportunlty programs that have

I also designate the Assistant Secretary for Admlmstratlon as the Operatmg Division Head for

- the Ofﬁce of the Secretary

1 hereby afﬁrm and ratify any actrons taken by the As31stant Secretary for Admmlstratlon orhis -
- or her subordinates, that involved the exercise of the author1t1es delegated herem prror to the
effectlve date of this delegatlon - :

“This delegatlon 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 delegatlon ,
-_memorandum superseded herein may remain in effect unt11 changed '

Exerc1se of these author1t1es shall be in accordance w1th estabhshed pohcles procedures
- +guidelines, and regulatrons as prescrlbed by the. Secretary ThlS delegatron is effectlve on the ’
- date of s1gnature : \ o

i : ¥ thleen Sebehus
Attachment
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AUTHORITIES RESERVED TO AND BY THE SECRETARY

' Admmistratlve Management Authontles ‘
o Authonty to approve and issue regulatlons under certain provisions as defined in the
delegation of authorlty for regulations issued by the Secretary to Operating Division
Heads

e Authority to approve all reorgamzatrons that involve more than one Operating D1v1sron, a
. statutorily based orgamzatron or one that has a significant effect on the public - ‘

e . Authority to submit annual or other reports that the President or the Congress require
unless the law or delegation provide otherwise for their specific subrmss1on by the

Secretary
° Authorrty to exercise authorities delegated by the Presrdent

Human Resources Authontles
) Authority to nominate persons for appointment by the Presrdent or by the Presrdent w1th
-—the-advice and consent.of the Senate.- i - o

. 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 separated from
any Federal position on such grounds : :

. Authority to approve the selection of persons for all non-career Semor Executive Servwe
(SES) and Schedule C positions
e ’ Authorrty 10 approve the selection of persons as members of advisory committees or
. councils, except where the Secretary has specifically delegated such approval authority -
o Authonty to grant cash awards based on performance, special acts, inventions, and

adopted employee suggestions in amounts from $10,001 to 425,000 with prlor approval
of the U.S. Office of Personnel Management

Y Authority, to recommend, in conjunction with the Directq‘r' of the U.S. Office of Personnel
, Management, the approval of an additional cash award of up to $10,000 by th_e President
‘e Authority to nominaté individuals to the U.S. Office of Personnel Management for award

. of the rank of meritorious executive or distinguished executive -

e - Authority to grant the Secretary’s award for Distinguished Service, the Secretary’s
- Special Citation, the Distinguished Public 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 nommatrons for all non-HHS awards ofﬁcrally submltted by the .
Department v

e Authorities for thie operatron of the PHS Commrsswned Corps are delegated to other
officials ' o ,
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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,

; decrslon, dlsposmon, or adjustment agreement

Authority to des1gnate the Drrector of Equal Employment Opportumty for the

' Department '

Authority to issue final Agency deCISlOI‘lS under the prov1s1ons 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 of CC46.1.1.) .

Authority to issue ﬁnal Agency decisions on complamts 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

13,1998, Commissioned-Corps. officers are.no longer covered under the Federal anti-

dlscnmmatlon laws or EEOC regulatlons at29 C.F.R. § 1614 (see CC46.1.1).)
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