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UNITED STATES DISTRICT COURT
FOR THE NORTHERN DISTRICT OF TEXAS
FORT WORTH DIVISION

John Kelley; Joel Starnes; Gregory
Scheideman; Zach Maxwell; Ashley
Maxwell; Donovan Riddle; Karla
Riddle; Joel Miller; Kelley
Orthodontics; and Braidwood
Management Inc.,

Plaintifts,
V. Case No. 4:20-cv-00283-O

Alex M. Azar II, in his official capacity
as Secretary of Health and Human
Services; Steven T. Mnuchin, in his
official capacity as Secretary of the
Treasury; Eugene Scalia, in his official
capacity as Secretary of Labor; United
States of America,

Defendants.

FIRST AMENDED COMPLAINT

The Affordable Care Act empowers the U.S. Preventive Services Task Force, the
Advisory Committee on Immunization Practices, and the Health Resources and Ser-
vices Administration to unilaterally determine the “preventive care” that private health
insurance must cover. See 42 U.S.C. § 300gg-13. Since the Affordable Care Act’s en-
actment, these agencies have issued numerous pronouncements that force health-
insurance issuers and self-insured plans to cover certain forms of “preventive care”
without any cost-sharing arrangements such as deductibles and co-pays. In 2011, for
example, the Health Resources and Services Administration issued a highly contro-
versial pronouncement that compels private insurance to cover all forms of FDA-

approved contraceptive methods, including contraceptive methods that operate as
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abortifacients. A few months ago, the U.S. Preventive Services Task Force issued an
equally controversial decree that requires private insurance to cover pre-exposure
prophylaxis (PrEP) drugs such as Truvada and Descovy starting in 2021.

All of these agency-issued preventive-care mandates are unlawful, and some of
them violate the Religious Freedom Restoration Act as well. The Court should enjoin
the defendants from enforcing any of these agency-issued preventive-care mandates.

JURISDICTION AND VENUE

1. The Court has subject-matter jurisdiction under 28 U.S.C. § 1331 and 28
US.C. § 1343.

2. Venue is proper because a substantial part of the events giving rise to the
claims occurred in this judicial district. See 28 U.S.C. § 1391(b)(2).

PARTIES
Plaintift John Kelley resides in Tarrant County, Texas.
Plaintift Joel Starnes resides in Tarrant County, Texas.

Plaintift Gregory Scheideman resides in Tarrant County, Texas.

3

4

5

6. Plaintiff Zach Maxwell resides in Hood County, Texas.

7. Plaintiff Ashley Maxwell resides in Hood County, Texas.

8. Plaintiff Donovan Riddle resides in Hood County, Texas.

9. DPlaintift Karla Riddle resides in Hood County, Texas.

10. Plaintiff Joel Miller resides in Parker County, Texas.

11. Plaintiff Kelley Orthodontics (“Kelley Orthodontics”) is a professional as-
sociation located in Tarrant County, Texas.

12. Plaintiff Braidwood Management Inc. (“Braidwood”) is a for-profit, closely

held corporation incorporated under the laws of Texas.
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13. Defendant Alex M. Azar II is the U.S. Secretary of Health and Human Ser-
vices. His office is located at 200 Independence Avenue SW, Washington, D.C.
20201. Secretary Azar is sued in his official capacity.

14. Defendant Steven T. Mnuchin is the U.S. Secretary of the Treasury. His
office is located at 1500 Pennsylvania Avenue NW, Washington, D.C. 20220. Secre-
tary Mnuchin is sued in his official capacity.

15. Defendant Eugene Scalia is the U.S. Secretary of Labor. His office is located
at 200 Constitution Avenue NW, Washington, D.C. 20210. Secretary Scalia is sued
in his official capacity.

16. Defendant United States of America is the federal government of the United
States of America.

THE AFFORDABLE CARE ACT’S PREVENTIVE-CARE MANDATES

17. The Affordable Care Act requires group health plans and health-insurance
issuers to cover “evidence-based items or services that have in effect a rating of ‘A’ or
‘B’ in the current recommendations of the United States Preventive Services Task
Force,” and to cover these items or services without any cost-sharing requirements
such as deductibles or co-pays. See 42 U.S.C. § 300gg-13(a)(1) (attached as Exhibit
1).

18. A separate provision of the Affordable Care Act requires group health plans
and health-insurance issuers to cover “immunizations that have in effect a recommen-
dation from the Advisory Committee on Immunization Practices of the Centers for
Disease Control and Prevention with respect to the individual involved,” and to do

so without any cost-sharing requirements such as deductibles or co-pays. See42 U.S.C.

§ 300gg-13(a)(2) (attached as Exhibit 1).
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19. Another provision requires group health plans and health-insurance issuers
to cover “with respect to infants, children, and adolescents, evidence-informed pre-
ventive care and screenings provided for in the comprehensive guidelines supported
by the Health Resources and Services Administration,” and to cover this preventive
care and screenings without any cost-sharing requirements such as deductibles or co-
pays. See 42 U.S.C. § 300gg-13(a)(3) (attached as Exhibit 1).

20. And yet another provision requires group health plans and health-insurance
issuers to cover “with respect to women, such additional preventive care and screen-
ings not described in [42 U.S.C. § 300gg-13(a)(1)] as provided for in comprehensive
guidelines supported by the Health Resources and Services Administration for pur-
poses of this paragraph.” These “preventive care and screenings” for women must be
provided without any cost-sharing requirements such as deductibles or co-pays. See
42 US.C. § 300gg-13(a)(4) (attached as Exhibit 1).

THE HRSA’S CONTRACEPTIVE MANDATE

21. On August 1,2011—more than one year after the Affordable Care Act was
signed into law—the Health Resources and Services Administration issued guidelines
requiring that all FDA-approved contraceptive methods be covered as “preventive
care” under 42 U.S.C. § 300gg-13(a)(4). These HRSA guidelines of August 1, 2011,
did not go through notice-and-comment rulemaking procedures.

22. In response to the HRSA’s decree of August 1, 2011, the Secretary of
Health and Human Services, the Secretary of the Treasury, and the Secretary of Labor
issued notice-and-comment regulations to implement HRSA’s decision to require pri-
vate insurers to cover contraception. These rules are known as the “Contraceptive
Mandate,” and they are codified at 45 C.E.R. § 147.130(a)(1)(iv), 29 C.F.R.
§ 2590.715-2713(a)(1)(iv), and 26 C.F.R. § 54.9815-2713(a)(1)(iv) (attached as
Exhibits 2—4).
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23. On May4, 2017, President Trump issued an executive order instructing the
Secretary of the Treasury, the Secretary of Labor, and the Secretary of Health and
Human Services to amend the Contraceptive Mandate to address conscience-based
objections. See Executive Order 13798.

24. In response to this order, the Department of the Treasury, the Department
of Labor, and the Department of Health and Human Services issued a final rule on
November 15, 2018, that exempts any non-profit or for-profit employer from the
Contraceptive Mandate if it opposes the coverage of contraception for sincere reli-
gious reasons. See Religious Exemptions and Accommodations for Coverage of Cer-
tain Preventive Services Under the Affordable Care Act, 83 Fed. Reg. 57,536 (No-
vember 15, 2018).

25. The final rule also sought to accommodate individuals who object to con-
traceptive coverage in their health insurance for sincere religious reasons. See id. at
57,590 (creating a new provision in 45 C.E.R. § 147.132(b)). Under the original
Contraceptive Mandate, individual religious objectors were forced to choose between
purchasing health insurance that covers contraception or forgoing health insurance
entirely—unless they could obtain insurance through a grandfathered plan or a
church employer that was exempt from Contraceptive Mandate. The final rule en-
sured that individual religious objectors would have the option to purchase health
insurance that excludes contraception from any willing health insurance issuer.

26. The final rule was scheduled to take effect on January 14, 2019. On January
14, 2019, however, a federal district court in Pennsylvania issued a nationwide pre-
liminary injunction against its enforcement. See Pennsylvania v. Trump, 351 F. Supp.
3d 791 (E.D. Pa. 2019). The Third Circuit affirmed this nationwide preliminary in-
junction on July 12, 2019. See Pennsylvania v. President of the United States, 940 F.3d
543 (3d Cir. 2019). The Supreme Court granted certiorari and vacated the nation-

wide injunction in Little Sisters of the Poor Saints Peter and Paul Home v. Pennsylvanin,
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No. 19-431 (July 8, 2020), but the litigation over the Trump Administration’s rule
continues, and the plaintifts in Pennsylvania v. Trump have vowed to seek a new na-
tionwide injunction against the rule on remand.

27. In response to the nationwide injunction issued in Pennsylvania v. Trump,
a lawsuit was filed in the Northern District of Texas to enjoin federal officials from
enforcing the Obama-era contraceptive mandate against the religious objectors pro-
tected by the Trump Administration’s final rule of November 15, 2018. The district
court held that the protections conferred in the Trump Administration’s final rule
were compelled by the Religious Freedom Restoration Act, and permanently enjoined
federal officials from enforcing the Contraceptive Mandate against any religious ob-
jector protected by the final rule. See DeOtte v. Azar, 393 F. Supp. 3d 490 (N.D. Tex.
2019); see also Exhibit 5 (final judgment in DeOtte). As a result of DeOtte, the pro-
tections conferred by the Trump Administration’s final rule are in full force and effect
because they have been incorporated into the DeOtte injunction, even though the
final rule itself remains subject to litigation.

28. Despite the DeOtte injunction, few if any insurance companies are currently
offering health insurance that excludes coverage for contraception, and the continued
existence of the Contraceptive Mandate restricts the options available to those who
wish to purchase health insurance but who do not need or want contraceptive cover-
age.

THE U.S. PREVENTIVE SERVICES TASK FORCE’S PrEP MANDATE

29. On June 11,2019 —more than nine years after the Affordable Care Act was
signed into law—the U.S. Preventive Services Task Force recommended that health
insurance cover preexposure prophylaxis (PrEP) drugs without any cost-sharing ar-
rangements such as co-payments or deductibles. The U.S. Preventive Services Task

Force gave PrEP an “A” rating, which requires private insurance to cover PrEP drugs
g £, q p g
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without any cost-sharing arrangements under the terms of 42 US.C. § 300gg-
13(a)(1). See https:/ /bit.ly/2NyeXJM (last visited on July 20, 2020) (attached as
Exhibit 6).

30. The Task Force’s recommendation of June 11, 2019, did not go through
notice-and-comment procedures.

31. The Task Force’s recommendation does not compel immediate coverage of
PrEP drugs, because 42 U.S.C. § 300gg-13(b) requires the Secretary to “establish a
minimum interval” between the date of a Task Force recommendation and the plan
year for the compulsory coverage must take effect. See 42 U.S.C. § 300gg-13(b)(1).
This “minimum interval” may not be less than one year. See 42 US.C. § 300gg-
13(b)(2). As a result, compulsory coverage of PrEP drugs will not take effect until
2021.

ALLEGATIONS RELATED TO ARTICLE III STANDING
32. Each of the plaintiffs is suffering injury in fact on account of these coverage

mandates.

A. Plaintiffs John Kelley, Joel Starnes, Zach Maxwell, and Ashley
Maxwell

33. Plaintifts John Kelley, Joel Starnes, Zach Maxwell, and Ashley Maxwell are
responsible for providing health coverage for themselves and their respective families.

34. The preventive-care coverage mandates, however, make it impossible for
these plaintiffs to purchase health insurance unless they agree to pay for preventive-
care coverage that they do not want and do not need.

35. Mr. Kelley, Mr. Starnes, Mr. Maxwell, and Ms. Maxwell do not need or want
contraceptive coverage in their health insurance. They do not want or need free STD
testing covered by their health insurance because they are in monogamous relation-

ships with their respective spouses. And they do not want or need health insurance
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that covers Truvada or PrEP drugs because neither they nor any of their family mem-
bers are engaged in behavior that transmits HIV. The defendants’ enforcement of 42
U.S.C. § 300gg-13, however, makes it impossible for these plaintiffs to purchase less
expensive health insurance that excludes this unwanted coverage, thereby inflicting
injury in fact.

36. Mr. Kelley, Mr. Starnes, Mr. Maxwell, and Ms. Maxwell also object to con-
traceptive coverage and the coverage of PrEP drugs on religious grounds. Each of
these plaintiffs is a Christian, and they are unwilling to purchase health insurance that
subsidizes abortifacient contraception or PrEP drugs that encourage and facilitate ho-
mosexual behavior.

37. The federal Contraceptive Mandate continues to inflict injury in fact on
these plaintiffs and other religious objectors who wish to purchase health insurance.
Although the DeOtte injunction permits issuers of health insurance to issue group or
individual health-insurance coverage that excludes abortifacient contraception to re-
ligious objectors, few if any insurance companies are offering health insurance of this
sort. And even if a health insurer were willing to create and offer a policy that excludes
abortifacient contraceptive coverage solely for religious objectors, the Contraceptive
Mandate drastically restricts the available options on the market to consumers who
hold religious objections to abortifacients. The Mandate requires any policy that co-
vers anyone who lacks a sincere religious objection to contraception to cover all forms
of FDA-approved contraceptive methods, without any deductibles or co-pays. With-
out the federal Contraceptive Mandate, insurers will have the freedom to offer policies
that exclude contraceptive coverage to the general public, just as they did before the
Contraceptive Mandate, which will expand the health-insurance options available to
consumers who oppose abortifacient contraceptive coverage for sincere religious rea-

sons.
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38. Each of these plaintiffs’ injuries is caused by the defendants’ enforcement of
42 US.C. § 300gg-13, and it will be redressed by declaratory and injunctive relief
that prevents the defendants from compelling private insurance to provide this un-
wanted coverage.

B. Plaintiffs Donovan Riddle and Karla Riddle

39. Plaintifts Donovan Riddle and Karla Riddle are responsible for providing
health coverage for themselves and their family.

40. Neither Mr. nor Mrs. Riddle has religious or moral objections to any of the
FDA-approved contraceptive methods. But they do not want or need contraceptive
coverage in their health insurance because Mrs. Riddle had a hysterectomy after giving
birth to her daughter 18 years ago.

41. The preventive-care coverage mandates, however, make it impossible for
Mr. and Mrs. Riddle to purchase health insurance unless they agree to pay for contra-
ceptive coverage and other preventive-care coverage that they do not want and do not
need.

42. The Riddles are unprotected by the DeOtte injunction and the Trump Ad-
ministration’s rules that exempt religious and moral objectors from the Contraceptive
Mandate, because they do not hold religious or moral objections to any of the FDA-
approved contraceptive methods. Their objection to the Contraceptive Mandate is
based solely on the fact that they not need or want contraceptive coverage on account
of Mrs. Riddle’s hysterectomy.

43. Mr. and Mrs. Riddle’s injuries are caused by the defendants’ enforcement of
42 US.C. § 300gg-13, and it will be redressed by declaratory and injunctive relief
that prevents the defendants from compelling private insurance to provide this un-

wanted coverage.
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C. Plaintiff Joel Miller

44. Plaintift Joel Miller is responsible for providing health coverage for himself
and his family.

45. Mr. Miller does not hold religious or moral objections to any of the FDA-
approved contraceptive methods. But he does not want or need contraceptive cover-
age in his health insurance because his wife is past her childbearing years.

46. The preventive-care coverage mandates, however, make it impossible for
Mr. Miller to purchase health insurance unless he agrees to pay for contraceptive cov-
erage and other preventive-care coverage that he does not want or need.

47. Mr. Miller is unprotected by the DeOtte injunction and the Trump Admin-
istration’s rules that exempt religious and moral objectors from the Contraceptive
Mandate, because Mr. Miller does not hold religious or moral objections to any of
the FDA-approved contraceptive methods. Mr. Miller’s objection to the Contracep-
tive Mandate is based solely on the fact that he does not need or want contraceptive
coverage because his wife is past her childbearing years.

48. Mr. Miller’s injuries are caused by the defendants’ enforcement of 42 U.S.C.
§ 300gg-13, and it will be redressed by declaratory and injunctive relief that prevents
the defendants from compelling private insurance to provide this unwanted coverage.

D.  Plaintiff Gregory Scheideman

49. Plaintift Gregory Scheideman is responsible for providing health coverage
for himself and his family. He is also part owner of a business that employs approxi-
mately 27 individuals, and he provides health insurance to each of his employees
through his company.

50. The preventive-care coverage mandates, however, make it impossible for Dr.
Scheideman to purchase health insurance unless he agrees to pay for preventive-care

coverage that he does not want or need.

PLAINTIFES’ FIRST AMENDED COMPLAINT Page 10 of 28



Case 4:20-cv-00283-O Document 14 Filed 07/20/20 Page 11 of 28 PagelD 204

51. The preventive-care coverage mandates also force Dr. Scheideman’s com-
pany to pay higher premiums for health insurance that must cover preventive care free
of charge as decreed by the U.S. Preventive Services Task Force, the Advisory Com-
mittee on Immunization Practices, and the Health Resources and Services Admin-
istration. This deprives Dr. Scheideman of the option of purchasing less expensive
health insurance for his employees with less extensive coverage of preventive care.

52. Dr. Scheideman’s injuries are caused by the defendants’ enforcement of 42
U.S.C. § 300gg-13, and it will be redressed by declaratory and injunctive relief that
prevents the defendants from compelling private insurance to provide this unwanted
coverage.

E. Plaintiff Kelley Orthodontics

53. Kelley Orthodontics is a Christian professional association owned by plain-
tift John Kelley.

54. Kelley Orthodontics employs numerous individuals as employees.

55. Kelley Orthodontics wishes to provide health insurance for its employees
that excludes coverage of contraception, PrEP drugs, and other preventive care re-
quired by the defendants’ current interpretation and enforcement of 42 U.S.C.
§ 300gg-13.

56. The Contraceptive Mandate and the PrEP mandate, and the defendants’
current interpretation and enforcement of 42 U.S.C. § 300gg-13, make it impossible
for Kelley Orthodontics to purchase health insurance that excludes this unwanted
coverage, thereby inflicting injury in fact.

57. Kelley Orthodontics’s injury is caused by the defendants’ enforcement of 42
U.S.C. § 300gg-13, and it will be redressed by declaratory and injunctive relief that
prevents the defendants from compelling private insurance to provide this unwanted

coverage.
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F. Plaintiff Braidwood Management Inc.
58. Dr. Steven F. Hotze is the founder, owner, and CEO of the Hotze Health

& Wellness Center. The Hotze Health & Wellness Center is the DBA (“doing busi-
ness as”) name of Hotze Medical Association P.A.; a Texas professional association.

59. The people who work at the Hotze Health & Wellness Center are employed
by a separate management company called Braidwood Management Inc. Braidwood
Management Inc. is a Texas corporation, and it is owned by a trust of which Dr. Hotze
is the sole trustee and beneficiary. Dr. Hotze is also the President, Secretary, Treasurer,
and sole member of the Board of Braidwood Management Inc.

60. Braidwood Management Inc. employs approximately 70 individuals, and its
employees work at one of the following three business entities, each of which is owned
or controlled by Dr. Hotze: the Hotze Health & Wellness Center, Hotze Vitamins,
or Physicians Preference Pharmacy International LLC.

61. Braidwood Management Inc. is self-insured and provides health insurance
to its employees. Because Braidwood has more than 50 employees, it is compelled to
offer ACA-compliant health insurance to its employees or face heavy financial penal-
ties. See 26 U.S.C. § 4980H(c)(2).

62. Dr. Hotze is a Christian, and he operates his business according to Christian
principles and teaching.

63. Dr. Hotze is therefore unwilling to allow Braidwood’s self-insured plan to
cover PrEP drugs such as Truvada and Descovy because these drugs facilitate or en-
courage homosexual behavior, which is contrary to Dr. Hotze’s sincere religious be-
liefs.

64. Dr. Hotze objects to the other preventive-care coverage mandates imposed
by the defendants because Dr. Hotze wants the freedom to decide the extent to which

Braidwood’s plan will cover preventive care, and whether it will charge copays or re-
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quire preventive care to count toward an annual deductible. The preventive-care cov-
erage mandates deprive Dr. Hotze and Braidwood of these choices and makes the
provision of health care to Braidwood’s employees more costly and expensive.

65. Braidwood Management Inc.’s injury is caused by the defendants’ enforce-
ment of 42 U.S.C. § 300gg-13, and it will be redressed by declaratory and injunctive
relief that prevents the defendants from compelling self-insured health plans to pro-

vide this unwanted coverage.

CLAIM NO. 1—42 U.S.C. § 300gg-13(a)(1)-(4) VIOLATE THE
APPOINTMENTS CLAUSE

66. 42 US.C. § 300gg-13(a)(1) requires private insurance to cover:

evidence-based items or services that have in effect a rating of “A” or
“B” in the current recommendations of the United States Preventive
Services Task Force

67. 42 US.C. § 300gg-13(a)(2) requires private insurance to cover:

immunizations that have in effect a recommendation from the Advisory
Committee on Immunization Practices of the Centers for Disease Con-
trol and Prevention with respect to the individual involved

68. 42 US.C. § 300gg-13(a)(3) requires private insurance to cover:

with respect to infants, children, and adolescents, evidence-informed
preventive care and screenings provided for in the comprehensive
guidelines supported by the Health Resources and Services Administra-
tion.

69. 42 US.C. § 300gg-13(a)(4) requires private insurance to cover:

with respect to women, such additional preventive care and screenings
not described in paragraph (1) as provided for in comprehensive guide-
lines supported by the Health Resources and Services Administration
for purposes of this paragraph.

70. Each of these four statutes, as currently interpreted, violates the Constitu-

tion’s Appointments Clause, which provides:

[ The President] shall have Power, by and with the Advice and Consent
of the Senate, to . . . appoint Ambassadors, other public Ministers and
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Consuls, Judges of the supreme Court, and all other Officers of the
United States, whose Appointments are not herein otherwise provided
for, and which shall be established by Law: but the Congress may by
Law vest the Appointment of such inferior Officers, as they think
proper, in the President alone, in the Courts of Law, or in the Heads
of Departments.

U.S. Const. art. IT § 2.

71. The members of the U.S. Preventive Services Task Force, the Advisory Com-
mittee on Immunization Practices, and the Health Resources and Services Admin-
istration are “officers of the United States,” because they exercise “significant author-
ity pursuant to the laws of the United States.” See Buckley v. Valeo, 424 US. 1, 126
(1976) (“[ Alny appointee exercising significant authority pursuant to the laws of the
United States is an ‘Officer of the United States, and must, therefore, be appointed
in the manner prescribed by s 2, cl. 2, of that Article.”); see also Jennifer L. Mascortt,
Who Are “Officers of the United States”?) 70 Stan. L. Rev. 443 (2018). The power to
unilaterally determine the “preventive care” that all health insurance must cover with-
out cost-sharing qualifies as “significant authority pursuant to the laws of the United
States.”

72. Yet none of the members of the U.S. Preventive Services Task Force, the
Advisory Committee on Immunization Practices, and the Health Resources and Ser-
vices Administration have been nominated by the President or confirmed by the Sen-
ate, as required by the Appointments Clause. In addition, none of the members of
these agencies can reasonably be characterized as “inferior officers” when they have
been given far-reaching powers to unilaterally decree the preventive care that health
insurance must cover without any cost-sharing arrangements.

73. Even if the members of the U.S. Preventive Services Task Force, the Advisory
Committee on Immunization Practices, and the Health Resources and Services Ad-

ministration could somehow be considered “inferior officers” under Article II of the
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Constitution, there does not appear to be any Act of Congress that “vests” their ap-
pointment in the President alone, in the Courts of Law, or in the Heads of Depart-
ments—which is needed to escape the constitutional default rule of presidential nom-
ination and Senate confirmation.

74. The statute that establishes the U.S. Preventive Services Task Force, for ex-
ample, says that “[t]he Director [of the Agency for Healthcare Research and Quality]
shall comvene an independent Preventive Services Task Force . . . to be composed of
individuals with appropriate expertise.” 42 U.S.C.A. § 299b-4(a)(1) (emphasis add-
ed). But this says nothing about how the members of the Task Force are to be ap-
pointed, and it does not purport to “vest” the appointment of these members in the
Director. And in all events, the Director of the Agency for Healthcare Research and
Quality would not qualify as a “Head of Department” within the meaning of the
Appointments Clause. See Freytag v. Commissioner of Internal Revenue, 501 U.S. 868,
886 (1991); United States v. Germaine, 99 U.S. 508, 511 (1878).

75. In addition, the plaintiffs have not been able to locate any Act of Congress
that “vests” the appointment of the members of the Advisory Committee on Immun-
ization Practices or the Health Resources and Services Administration in the President
alone, the Courts of Law, or the Heads of Department. 42 U.S.C. § 217a, for example,
authorizes the Secretary of Health and Human Services to “appoint such advisory
councils or committees . . . for such periods of time, as he deems desirable with such
period commencing on a date specified by the Secretary for the purpose of advising bim
in connection with any of his functions” 42 U.S.C. § 217a (emphasis added). But this
statute cannot be used to appoint the members of the Advisory Committee on Im-
munization Practices or the Health Resources and Services Administration now that
42 US.C. § 300gg-13(2)—(4) gives binding force to their pronouncements. The

members these entities are not “advising” the Secretary on these statutory matters,
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and they are no longer being appointed “for the purpose of advising” the Secretary.
Instead, they are deciding the preventive care that private insurance must cover.

76. If the U.S. Preventive Services Task Force, the Advisory Committee on Im-
munization Practices, and the Health Resources and Services Administration were
performing purely advisory functions, then their members would not be considered
“officers of the United States” and need not be appointed in accordance with the
Appointments Clause. See Walter Dellinger, Constitutional Limitations on Federal
Government Participation in Binding Arbitration, 19 US. Op. Off. Legal Counsel
208 (1995) (“[T]he members of a commission that has purely advisory functions
need not be officers of the United States because they possess no enforcement au-
thority or power to bind the Government.” (citation and internal quotation marks
omitted)). But the members of the U.S. Preventive Services Task Force, the Advisory
Committee on Immunization Practices, and the Health Resources and Services Ad-
ministration are no longer acting in a “purely advisory” role now that 42 U.S.C.
§ 300gg-13(a) has empowered them to unilaterally determine the preventive care that
health insurance must cover without any cost-sharing arrangements. The members of
these agencies are undoubtedly “officers of the United States,” and they must be ap-
pointed consistent with the requirements of Article II, § 2.

77. The Court should therefore declare that any and all preventive-care mandates
based on a rating, recommendation, or guideline issued by the U.S. Preventive Ser-
vices Task Force, the Advisory Committee on Immunization Practices, or the Health
Resources and Services Administration after March 23, 2010—the date on which the
Affordable Care Act was signed into law—are unconstitutional and unenforceable,
and it should permanently enjoin the defendants from enforcing them.

78. 42 US.C. § 300gg-13(a)(1) can be interpreted to avoid this constitutional
problem if the phrase “current recommendations” is construed to refer only to the

Task Force recommendations that existed on March 23, 2010—the date on which
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the Affordable Care Act was signed into law. 42 US.C. § 300gg-13(a)(2)—(4) can
likewise be construed to avoid this constitutional problem if they are interpreted to
refer only to agency recommendations and guidelines that existed on March 23,2010.
See paragraphs 96-107, infra; see also Carcieri v. Salazar, 555 U.S. 379, 395 (2009).
These interpretations of 42 U.S.C. § 300gg-13(a)(1)—(4) will obviate any Appoint-
ments Clause problem because the statute will merely incorporate and codify the
agencies’ previous recommendations, rather than empowering the members of these
agencies to unilaterally determine the preventive care that private insurance must
cover.

79. Indeed, a court is obligated to adopt this construction of the statute regard-
less of whether it is ultimately persuaded by the plaintiffs’ Appointments Clause argu-
ments, because ambiguities in federal statutes must be interpreted in a manner that
will avoid serious constitutional questions. See Jennings v. Rodriguez, 138 S. Ct. 830,
842 (2018) (“When a serious doubt is raised about the constitutionality of an act of
Congress, it is a cardinal principle that this Court will first ascertain whether a con-
struction of the statute is fairly possible by which the question may be avoided.” (ci-
tation and internal quotation marks omitted)); Ellis v. Bhd. of Ry., Airline & S.S.
Clerks, Freight Handlers, Exp. & Station Employees, 466 U.S. 435, 444 (1984)
(“When the constitutionality of a statute is challenged, this Court first ascertains
whether the statute can be reasonably construed to avoid the constitutional diffi-
culty.”); Obio v. Akron Ctr. for Reprod. Health, 497 U.S. 502, 514 (1990) (“[W Jhere
fairly possible, courts should construe a [state] statute to avoid a danger of unconsti-
tutionality.” (citation and internal quotation marks omitted)); see also Gundy v. United
States, 139 S. Ct. 2116, 2123-24 (2019) (plurality opinion of Kagan, J.); Cass R.
Sunstein, Nondelegation Canons, 67 U. Chi. L. Rev. 315 (2000) (describing how can-

ons of construction have been used to support nondelegation principles, and urging
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courts use the canons of construction to ensure that statutes are interpreted in a man-
ner that avoids potential nondelegation issues).

80. So the Court should, at the very least, interpret 42 U.S.C. § 300gg-13(a)(1)-
(4) to avoid these serious constitutional questions under the Appointments Clause,
by declaring that 42 U.S.C. § 300gg-13(a)(1), as a matter of statutory interpretation,
requires insurers to cover only the items or services that had an “A” or “B” rating
from the U.S. Preventive Services Task Force on March 23, 2010 —the date on which
the Affordable Care Act was signed into law. It should likewise declare that 42 U.S.C.
§ 300gg-13(a)(2) requires insurers to cover only the immunizations that were rec-
ommended by the Advisory Committee on Immunization Practices on March 23,
2010, and that 42 US.C. § 300gg-13(a)(3)—(4) require insurers to cover only the
preventive care and screenings provided for in HRSA guidelines in existence on that
date. And the Court should enjoin the defendants from enforcing any preventive-care
mandate derived from an agency rating, recommendation, or guideline that issued

after March 23, 2010.

CLAIM NO. 2—42 U.S.C. § 300gg-13(a)(1)-(4) VIOLATE THE
NONDELEGATION DOCTRINE

81. 42 US.C. § 300gg-13(a)(1) requires private insurance to cover:

evidence-based items or services that have in effect a rating of “A” or
“B” in the current recommendations of the United States Preventive
Services Task Force

82. 42 US.C. § 300gg-13(a)(2) requires private insurance to cover:

immunizations that have in effect a recommendation from the Advisory
Committee on Immunization Practices of the Centers for Disease Con-
trol and Prevention with respect to the individual involved

83. 42 US.C. § 300gg-13(a)(3) requires private insurance to cover:

with respect to infants, children, and adolescents, evidence-informed
preventive care and screenings provided for in the comprehensive
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guidelines supported by the Health Resources and Services Administra-
tion.

84. 42 US.C. § 300gg-13(a)(4) requires private insurance to cover:

with respect to women, such additional preventive care and screenings
not described in paragraph (1) as provided for in comprehensive guide-
lines supported by the Health Resources and Services Administration
for purposes of this paragraph.

85. To the extent that 42 U.S.C. § 300gg-13(a)(1)—(4) empower future itera-
tions of the U.S. Preventive Services Task Force, the Advisory Committee on Immun-
ization Practices, and the Health Resources and Services Administration to unilater-
ally determine preventive care that private insurance must cover, they unconstitution-
ally delegate legislative power without providing an “intelligible principle” to guide
the agencies’ discretion.

86. The court should therefore declare that 42 U.S.C. § 300gg-13(a)(1)-(4)
violate Article I by unconstitutionally delegating legislative power to the U.S. Preven-
tive Services Task Force, the Advisory Committee on Immunization Practices, and
the Health Resources and Services Administration. The court should further declare
that any preventive-care mandate derived from an agency rating, reccommendation, or
guideline that was issued after March 23, 2010—the date on which the Affordable
Care Act was signed into law—is unconstitutional and unenforceable.

87. 42 US.C. § 300gg-13(a)(1) can be interpreted to avoid this constitutional
nondelegation problem if the phrase “current recommendations” is construed to refer
only to the Task Force recommendations that existed on March 23, 2010 —the date
on which the Affordable Care Act was signed into law. 42 U.S.C. § 300gg-13(a)(2)-
(4) can likewise be construed to avoid this constitutional problem if they are inter-
preted to refer only to agency recommendations and guidelines that existed on March
23, 2010. See paragraphs 96-107, infra; see also Carcieri v. Salazar, 555 U.S. 379,
395 (2009). These interpretations of 42 U.S.C. § 300gg-13(a)(1)—(4) will obviate
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any nondelegation problem because the statute will merely incorporate and codity the
agencies’ previous recommendations, rather than empowering the agencies to unilat-
erally determine the preventive care that private insurance must cover without an “in-
telligible principle” to guide their discretion.

88. Indeed, a court is obligated to adopt this construction of the statute regard-
less of whether it is ultimately persuaded by the plaintiffs’ nondelegation arguments,
because ambiguities in federal statutes must be interpreted in a manner that will avoid
serious constitutional questions and avoid conferring unguided discretion on an ad-
ministrative agency. See authorities cited in paragraph 78, supra.

89. So the Court should, at the very least, declare that 42 U.S.C. § 300gg-
13(a)(1), as a matter of statutory interpretation, requires insurers to cover only the
items or services that had an “A” or “B” rating from the U.S. Preventive Services Task
Force on March 23, 2010—the date on which the Affordable Care Act was signed
into law. The Court should likewise declare that 42 U.S.C. § 300gg-13(a)(2) requires
insurers to cover only the immunizations that were recommended by the Advisory
Committee on Immunization Practices on March 23, 2010, and that 42 US.C.
§ 300gg-13(a)(3)—(4) require insurers to cover only the preventive care and screen-
ings provided for in HRSA guidelines in existence on that date. And the Court should
enjoin the defendants from enforcing any preventive-care mandate derived from an

agency rating, recommendation, or guideline that issued after March 23, 2010.

CLAIM NO. 3—42 U.S.C. § 300gg-13(a)(1)
VIOLATES ARTICLE II’S VESTING CLAUSE

90. If the Court somehow concludes that the U.S. Preventive Services Task
Force is exercising executive power rather than legislative power when it unilaterally
decrees the “items or services” that health insurance must cover, then 42 US.C.
§ 300gg-13(a)(1) violates Article IT’s vesting clause by conferring executive power on

agency officials who are not subject to Presidential direction, removal, or control.
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91. The statute establishing the U.S. Preventive Services Task Force forbids any

Presidential influence over the Task Force’s recommendations:

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

42 US.C. § 299b-4.

92. There is nothing wrong with immunizing a purely advisory committee from
presidential direction and control. But the U.S. Preventive Services Task Force ceased
to be an advisory committee when Congress enacted 42 U.S.C. § 300gg-13(a)(1),
and empowered the Task Force to unilaterally decree the preventive care that health
insurance must cover.

93. The Constitution makes no provision for governance by politically unac-
countable bureaucrats. The Task Force is either exercising legislative or executive
power when it announces the preventive care that health insurance must cover with-
out any cost-sharing arrangements. If these Task Force pronouncements qualify as
legislative power, then 42 U.S.C. § 300gg-13(a)(1) violates Article I by conferring
lawmaking powers on an agency. And if the Task Force pronouncements qualify as
executive power, then 42 U.S.C. § 300gg-13(a)(1) violates Article II by conferring
executive power on agency officials who are immune from the President’s direction,
removal, and control. Either way, the statute is unconstitutional, and any preventive-
care mandates derived from a Task Force pronouncement that issued after March 23,
2010, should be declared unconstitutional and unenforceable.

94. 42 US.C. § 300gg-13(a)(1l) can be interpreted to avoid this serious consti-
tutional question under Article II’s vesting clause if the phrase “current recommen-
dations” is construed to refer only to the Task Force recommendations that existed
on March 23, 2010 —the date on which the Affordable Care Act was signed into law.
See paragraphs 96-98, infra; see also Carcieri v. Salazar, 555 U.S. 379, 395 (2009).
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This interpretation of 42 U.S.C. § 300gg-13(a)(1) will obviate any problem under
Article II’s vesting clause because the statute will merely incorporate and codify the
Task Force’s previous recommendations, rather than empowering the Task Force
members to unilaterally determine the preventive care that private insurance must
cover without being subject to the President’s direction, removal, and control.

95. Indeed, a court is obligated to adopt this construction of the statute regard-
less of whether it is ultimately persuaded by the plaintiffs’ vesting-clause arguments,
because ambiguities in federal statutes must be interpreted in a manner that will avoid

serious constitutional questions. See cases cited in paragraph 78, supra.

CLAIM NO. 4—42 U.S.C. § 300gg-13(a)(1)-(4) MUST BE
CONSTRUED, AS A MATTER OF STATUTORY INTERPRETATION,
TO REFER TO THE RATINGS, RECOMMENDATIONS, OR
GUIDELINES THAT EXISTED ON THE DATE THAT THE
AFFORDABLE CARE ACT WAS ENACTED INTO LAW

96. 42 US.C. § 300gg-13(a)(1) requires private insurance to cover:

evidence-based items or services that have in effect a rating of “A” or
“B” in the current recommendations of the United States Preventive
Services Task Force

42 US.C. § 300gg-13(a)(1) (emphasis added).

97. The phrase “current recommendations of the United States Preventive Ser-
vices Task Force” must be construed, as a matter of statutory interpretation, to refer
to the recommendations of the United States Preventive Services Task Force that ex-
isted on March 23, 2010—the date on which the statute was enacted into law—
rather than the Task Force recommendations that exist today. See Carcier:i v. Salazar,
555 U.S. 379, 395 (2009) (holding that the phrase “any recognized Indian tribe zow
under Federal jurisdiction” in the Indian Reorganization Act “unambiguously refers
to those tribes that were under the federal jurisdiction of the United States when the
IRA was enacted in 1934.” not to those tribes that are under federal jurisdiction to-

day).
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98. The canon of constitutional avoidance compels this interpretation of 42
US.C. § 300gg-13(a)(1), because the contrary interpretation will violate the Ap-
pointments Clause, the non-delegation doctrine, and the vesting clause of Article I,
or at least raise serious constitutional questions under each of those constitutional
provisions and doctrines. See paragraphs 66-94, supra.

99. 42 US.C. § 300gg-13(a)(2) requires private insurance to cover:

immunizations that have in effect a recommendation trom the Advisory
Committee on Immunization Practices of the Centers for Disease Con-
trol and Prevention with respect to the individual involved

42 US.C. § 300gg-13(a)(2) (emphasis added).

100. The phrase “have in effect a recommendation from the Advisory Committee
on Immunization Practices” must be construed, as a matter of statutory interpreta-
tion, to refer to the recommendations of the Advisory Committee on Immunization
Practices that existed on March 23, 2010—the date on which the statute was enacted
into law—rather than the Advisory Committee recommendations that exist today. See
Carcieri, 555 U.S. at 395.

101. The canon of constitutional avoidance compels this interpretation of 42
US.C. § 300gg-13(a)(2), because the contrary interpretation will violate the Ap-
pointments Clause and the non-delegation doctrine, or at least raise serious constitu-
tional questions under each of those constitutional provisions and doctrines. See par-
agraphs 66-89, supra.

102. 42 US.C. § 300gg-13(a)(3) requires private insurance to cover:

with respect to infants, children, and adolescents, evidence-informed
preventive care and screenings provided for in the comprebensive guide-
lines supported by the Health Resources and Services Administration.

42 US.C. § 300gg-13(a)(3) (emphasis added).
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103. The phrase “comprehensive guidelines supported by the Health Resources
and Services Administration” must be construed, as a matter of statutory interpreta-
tion, to refer to the guidelines of the Health Resources and Services Administration
that existed on March 23, 2010—the date on which the statute was enacted into
law—rather than the HRSA recommendations that exist today. See Carcieri, 555 U.S.
at 395.

104. The canon of constitutional avoidance compels this interpretation of 42
US.C. § 300gg-13(a)(3), because the contrary interpretation will violate the Ap-
pointments Clause and the non-delegation doctrine, or at least raise serious constitu-
tional questions under each of those constitutional provisions and doctrines. See par-
agraphs 66-89, supra.

105. 42 US.C. § 300gg-13(a)(4) requires private insurance to cover:

with respect to women, such additional preventive care and screenings
not described in paragraph (1) as provided for in comprehensive guide-
lines supported by the Health Resources and Services Administration tor
purposes of this paragraph.

106. The phrase “comprehensive guidelines supported by the Health Resources
and Services Administration” must be construed, as a matter of statutory interpreta-
tion, to refer to the guidelines of the Health Resources and Services Administration
that existed on March 23, 2010—the date on which the statute was enacted into
law—rather than the HRSA recommendations that exist today. See Carcieri, 555 U.S.
at 395.

107. The canon of constitutional avoidance compels this interpretation of 42
US.C. § 300gg-13(a)(4), because the contrary interpretation will violate the Ap-
pointments Clause and the non-delegation doctrine, or at least raise serious constitu-
tional questions under each of those constitutional provisions and doctrines. See par-

agraphs 66-89, supra.
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CLAIM NO. 5—THE PrEP MANDATE VIOLATES THE
RELIGIOUS FREEDOM RESTORATION ACT

108. The PrEP mandate violates the Religious Freedom Restoration Act by forc-
ing self-insured religious employers to underwrite coverage that violates their religious
beliefs, and by making it impossible for religious individuals and employers to pur-
chase health insurance that excludes this objectionable coverage. This imposes a sub-
stantial burden on the religious freedom of those who oppose homosexual behavior
on religious grounds.

109. The PrEP mandate forces religious employers to provide coverage for drugs
that facilitate and encourage homosexual behavior, prostitution, sexual promiscuity,
and intravenous drug use. It also compels religious employers and religious individuals
who purchase health insurance to subsidize these behaviors as a condition of purchas-
ing health insurance. This substantially burdens the exercise of religion. See Burwell v.
Hobby Lobby Stoves, Inc., 573 U.S. 682, 724-26 (2014 ); DeOtte v. Azar, 393 F. Supp.
3d 490, 509 (N.D. Tex. 2019).

110. There is no compelling governmental interest in providing PrEP drugs at
zero marginal cost. And even if there were, there are ways to achieve this goal in a
manner that is less restrictive of the plaintiffs’ religious freedom.

111. The Court should therefore enjoin the defendants from enforcing the PrEP
mandate against the plaintiffs or any other individual or employer who objects to the
coverage of PrEP drugs for sincere religious reasons.

DEMAND FOR RELIEF

112. The plaintifts respectfully request that the court:
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a.  declare that 42 U.S.C. § 300gg-13(a)(1)—(4) violate the Appointments
Clause by empowering individuals who have not been appointed in
conformity with the Appointments Clause to unilaterally determine the
preventive care that health insurance must cover;

b. declare that 42 U.S.C. § 300gg-13(a)(1)—(4) violate Article I of the
Constitution by delegating legislative power to the U.S. Preventive Ser-
vices Task Force, the Advisory Committee on Immunization Practices,
and the Health Resources and Services Administration without provid-
ing an “intelligible principle” to guide the agencies’ discretion;

c. declare that 42 US.C. § 300gg-13(a)(1) violates Article II’s vesting
clause by empowering the U.S. Preventive Services Task Force to uni-
laterally determine that preventive care that health insurance must cover
while simultaneously immunizing that agency from the President’s di-
rection, removal, or control;

d. in the alternative, declare that 42 U.S.C. § 300gg-13(a)(1), as a matter
of statutory interpretation, requires insurers to cover only the items or
services that had an “A” or “B” rating from the U.S. Preventive Services
Task Force on March 23, 2010, that 42 U.S.C. § 300gg-13(a)(2) re-
quires insurers to cover only the immunizations that were recom-
mended by the Advisory Committee on Immunization Practices as of
March 23, 2010, and that 42 U.S.C. § 300gg-13(a)(3)—(4) require in-
surers to cover only the preventive care and screenings provided for in
HRSA guidelines in existence on March 23, 2010;

e. permanently enjoin the defendants from enforcing any coverage man-
date based upon an agency rating, recommendation, or guideline that
issued after March 23, 2010;

f.  declare that the PrEP mandate violates the Religious Freedom Resto-
ration Act, and permanently enjoin the defendants from enforcing it
against any individual or employer who objects to the coverage of PrEP
drugs for sincere religious reasons;

g. award costs and attorneys’ fees under 42 U.S.C. § 1988;

h. award all other relief that the Court deems just, proper, or equitable.
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Respectfully submitted.

s/ Jonathan F. Mitchell

H. DusTiN FILLMORE III JONATHAN F. MITCHELL
Texas Bar No. 06996010 Texas Bar No. 24075463
CHARLES W. FILLMORE Mitchell Law PLLC

Texas Bar No. 00785861 111 Congress Avenue, Suite 400
The Fillmore Law Firm, LLP Austin, Texas 78701

1200 Summit Avenue, Suite 860 (512) 686-3940 (phone)

Fort Worth, Texas 76102 (512) 686-3941 (fax)

(817) 332-2351 (phone) jonathan@mitchell law

(817) 870-1859 (fax)
dusty@fillmorefirm.com
chad@fillmorefirm.com

Dated: July 20, 2020 Counsel for Plaintiffs
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Page 1331

I of Pub. L. 111-148, enacting this section and sections
300gg-12 to 300gg-15, 300gg-16 to 300gg-19, 300gg-93, and
300gg-94 of this title, amending former sections 300gg-11
and 300gg-12 of this title and sections 300gg-21 to
300gg—23 of this title, and transferring section 300gg-13
of this title to section 300gg-9 of this title and sections
300gg—4 to 300gg-7 of this title to sections 300gg-25 to
300gg—28 of this title, respectively] (and the amend-
ments made by this subtitle) shall become effective for
plan years beginning on or after the date that is 6
months after the date of enactment of this Act [Mar.
23, 2010], except that the amendments made by sections
1002 and 1003 [enacting sections 300gg-93 and 300gg-94 of
this title] shall become effective for fiscal years begin-
ning with fiscal year 2010.

“(b) SPECIAL RULE.—The amendments made by sec-
tions 1002 and 1003 [enacting sections 300gg-93 and
300gg-94 of this title] shall take effect on the date of en-
actment of this Act [Mar. 23, 2010].”

§ 300gg-12. Prohibition on rescissions

A group health plan and a health insurance is-
suer offering group or individual health insur-
ance coverage shall not rescind such plan or cov-
erage with respect to an enrollee once the en-
rollee is covered under such plan or coverage in-
volved, except that this section shall not apply
to a covered individual who has performed an
act or practice that constitutes fraud or makes
an intentional misrepresentation of material
fact as prohibited by the terms of the plan or
coverage. Such plan or coverage may not be can-
celled except with prior notice to the enrollee,
and only as permitted under section 300gg—2(b)?
or 300gg—42(b) of this title.

(July 1, 1944, ch. 373, title XXVII, §2712, as added
Pub. L. 111-148, title I, §1001(5), Mar. 23, 2010, 124
Stat. 131.)

REFERENCES IN TEXT

Section 300gg—2(b) of this title, referred to in text,
was in the original a reference to section ‘2702(c)’’ of
act July 1, 1944, which was translated as meaning sec-
tion 2703(b) of act July 1, 1944, to reflect the probable
intent of Congress. Section 2702(c), which is classified
to section 300gg-1 of this title, relates to special rules
for network plans, while section 2703(b) specifies the
reasons for which a health insurance issuer may
nonrenew or discontinue health insurance coverage of-
fered in connection with a health insurance coverage
offering in the group or individual market. Section
300gg—2(b) also parallels section 300gg—42(b) which ap-
pears in the same context in this section as the ref-
erence to section 300gg—-2(b).

PRIOR PROVISIONS

A prior section 300gg-12, act July 1, 1944, ch. 373, title
XXVII, §2712, as added Pub. L. 104-191, title I, §102(a),
Aug. 21, 1996, 110 Stat. 1964, which related to guaranteed
renewability of coverage for employers in a group mar-
ket, was renumbered section 2732 of act July 1, 1944,
amended, and transferred to subsecs. (b) to (e) of sec-
tion 300gg-2 of this title, by Pub. L. 111-148, title I,
§§1001(3), 1563(c)(9), formerly §1562(c)(9), title X,
§10107(b)(1), Mar. 23, 2010, 124 Stat. 130, 267, 911.

Another prior section 2712 of act July 1, 1944, was suc-
cessively renumbered by subsequent acts and trans-
ferred, see section 238k of this title.

EFFECTIVE DATE

Section effective for plan years beginning on or after
the date that is 6 months after Mar. 23, 2010, see section
1004 of Pub. L. 111-148, set out as a note under section
300gg-11 of this title.

1See References in Text note below.

TITLE 42—THE PUBLIC HEALTH AND WELFARE

§300gg-13

§300gg-13. Coverage of preventive health serv-
ices

(a) In general

A group health plan and a health insurance is-
suer offering group or individual health insur-
ance coverage shall, at a minimum provide cov-
erage for and shall not impose any cost sharing
requirements for—

(1) evidence-based items or services that
have in effect a rating of ‘““A” or “B’ in the
current recommendations of the United States
Preventive Services Task Force;

(2) immunizations that have in effect a rec-
ommendation from the Advisory Committee
on Immunization Practices of the Centers for
Disease Control and Prevention with respect
to the individual involved; and!

(3) with respect to infants, children, and ado-
lescents, evidence-informed preventive care
and screenings provided for in the comprehen-
sive guidelines supported by the Health Re-
sources and Services Administration.2

(4) with respect to women, such additional
preventive care and screenings not described
in paragraph (1) as provided for in comprehen-
sive guidelines supported by the Health Re-
sources and Services Administration for pur-
poses of this paragraph.?

(5) for the purposes of this chapter, and for
the purposes of any other provision of law, the
current recommendations of the United States
Preventive Service Task Force regarding
breast cancer screening, mammography, and
prevention shall be considered the most cur-
rent other than those issued in or around No-
vember 2009.

Nothing in this subsection shall be construed to
prohibit a plan or issuer from providing cov-
erage for services in addition to those rec-
ommended by United States Preventive Services
Task Force or to deny coverage for services that
are not recommended by such Task Force.

(b) Interval
(1) In general

The Secretary shall establish a minimum in-
terval between the date on which a recom-
mendation described in subsection (a)(1) or
(a)(2) or a guideline under subsection (a)(3) is
issued and the plan year with respect to which
the requirement described in subsection (a) is
effective with respect to the service described
in such recommendation or guideline.

(2) Minimum

The interval described in paragraph (1) shall
not be less than 1 year.

(¢) Value-based insurance design

The Secretary may develop guidelines to per-
mit a group health plan and a health insurance
issuer offering group or individual health insur-
ance coverage to utilize value-based insurance
designs.

(July 1, 1944, ch. 373, title XXVII, §2713, as added

Pub. L. 111-148, title I, §1001(5), Mar. 23, 2010, 124
Stat. 131.)

180 in original. The word ‘‘and” probably should not appear.

280 in original. The period probably should be a semicolon.
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§300gg-14

PRIOR PROVISIONS

A prior section 300gg-13, act July 1, 1944, ch. 373, title
XXVII, §2713, as added Pub. L. 104-191, title I, §102(a),
Aug. 21, 1996, 110 Stat. 1966, was renumbered section
2709 of act July 1, 1944, and transferred to section
300gg-9 of this title by Pub. L. 111-148, title I, §§1001(3),
1563(¢)(10)(C), formerly  §1562(c)(10)(C), title X,
§10107(b)(1), Mar. 23, 2010, 124 Stat. 130, 268, 911.

Another prior section 2713 of act July 1, 1944, was suc-
cessively renumbered by subsequent acts and trans-
ferred, see section 238! of this title.

EFFECTIVE DATE

Section effective for plan years beginning on or after
the date that is 6 months after Mar. 23, 2010, see section
1004 of Pub. L. 111-148, set out as a note under section
300gg-11 of this title.

§300gg-14. Extension of dependent coverage

(a) In general

A group health plan and a health insurance is-
suer offering group or individual health insur-
ance coverage that provides dependent coverage
of children shall continue to make such cov-
erage available for an adult child until the child
turns 26 years of age. Nothing in this section
shall require a health plan or a health insurance
issuer described in the preceding sentence to
make coverage available for a child of a child re-
ceiving dependent coverage.

(b) Regulations

The Secretary shall promulgate regulations to
define the dependents to which coverage shall be
made available under subsection (a).

(¢) Rule of construction

Nothing in this section shall be construed to
modify the definition of ‘‘dependent’ as used in
title 26 with respect to the tax treatment of the
cost of coverage.

(July 1, 1944, ch. 373, title XXVII, §2714, as added
Pub. L. 111-148, title I, §1001(5), Mar. 23, 2010, 124
Stat. 132; amended Pub. L. 111-152, title II,
§2301(b), Mar. 30, 2010, 124 Stat. 1082.)

PRIOR PROVISIONS

A prior section 2714 of act July 1, 1944, was succes-
sively renumbered by subsequent acts and transferred,
see section 238m of this title.

AMENDMENTS

2010—Subsec. (a). Pub. L. 111-152 struck out ‘‘(who is
not married)”’ after ‘‘adult child”.

EFFECTIVE DATE

Section effective for plan years beginning on or after
the date that is 6 months after Mar. 23, 2010, see section
1004 of Pub. L. 111-148, set out as a note under section
300gg-11 of this title.

§300gg-15. Development and utilization of uni-
form explanation of coverage documents and
standardized definitions

(a) In general

Not later than 12 months after March 23, 2010,
the Secretary shall develop standards for use by
a group health plan and a health insurance is-
suer offering group or individual health insur-
ance coverage, in compiling and providing to ap-
plicants, enrollees, and policyholders or certifi-
cate holders a summary of benefits and coverage
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explanation that accurately describes the bene-
fits and coverage under the applicable plan or
coverage. In developing such standards, the Sec-
retary shall consult with the National Associa-
tion of Insurance Commissioners (referred to in
this section as the ‘“NAIC”), a working group
composed of representatives of health insurance-
related consumer advocacy organizations,
health insurance issuers, health care profes-
sionals, patient advocates including those rep-
resenting individuals with limited English pro-
ficiency, and other qualified individuals.

(b) Requirements

The standards for the summary of benefits and
coverage developed under subsection (a) shall
provide for the following:

(1) Appearance

The standards shall ensure that the sum-
mary of benefits and coverage is presented in
a uniform format that does not exceed 4 pages
in length and does not include print smaller
than 12-point font.

(2) Language

The standards shall ensure that the sum-
mary is presented in a culturally and linguis-
tically appropriate manner and utilizes termi-
nology understandable by the average plan en-
rollee.

(3) Contents

The standards shall ensure that the sum-
mary of benefits and coverage includes—

(A) uniform definitions of standard insur-
ance terms and medical terms (consistent
with subsection (g)) so that consumers may
compare health insurance coverage and un-
derstand the terms of coverage (or exception
to such coverage);

(B) a description of the coverage, including
cost sharing for—

(i) each of the categories of the essential
health benefits described in subparagraphs
(A) through (J) of section 18022(b)(1) of this
title; and

(ii) other benefits, as identified by the
Secretary;

(C) the exceptions, reductions, and limita-
tions on coverage;

(D) the cost-sharing provisions, including
deductible, coinsurance, and co-payment ob-
ligations;

(E) the renewability and continuation of
coverage provisions;

(F) a coverage facts label that includes ex-
amples to illustrate common benefits sce-
narios, including pregnancy and serious or
chronic medical conditions and related cost
sharing, such scenarios to be based on recog-
nized clinical practice guidelines;

(G) a statement of whether the plan or
coverage—

(i) provides minimum essential coverage

(as defined under section 5000A(f) of title

26); and

(ii) ensures that the plan or coverage
share of the total allowed costs of benefits
provided under the plan or coverage is not
less than 60 percent of such costs;

(H) a statement that the outline is a sum-
mary of the policy or certificate and that
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45 C.F.R. § 147.130(a)(1)
Coverage of preventive health services.

(a) Services—

(1) In general. Beginning at the time described in paragraph (b) of this section and subject
to §§ 147.131, 147.132, and 147.133, a group health plan, or a health insurance issuer
offering group or individual health insurance coverage, must provide coverage for and must
not impose any cost-sharing requirements (such as a copayment, coinsurance, or a
deductible) for—

(1) Evidence-based items or services that have in effect a rating of A or B in the current
recommendations of the United States Preventive Services Task Force with respect to the
individual involved (except as otherwise provided in paragraph (c) of this section);

(ii) Immunizations for routine use in children, adolescents, and adults that have in effect a
recommendation from the Advisory Committee on Immunization Practices of the Centers
for Disease Control and Prevention with respect to the individual involved (for this
purpose, a recommendation from the Advisory Committee on Immunization Practices of
the Centers for Disease Control and Prevention is considered in effect after it has been
adopted by the Director of the Centers for Disease Control and Prevention, and a
recommendation is considered to be for routine use if it is listed on the Immunization
Schedules of the Centers for Disease Control and Prevention);

(ii1) With respect to infants, children, and adolescents, evidence-informed preventive care
and screenings provided for in comprehensive guidelines supported by the Health
Resources and Services Administration; and

(iv) With respect to women, such additional preventive care and screenings not described in
paragraph (a)(1)(1) of this section as provided for in comprehensive guidelines supported by
the Health Resources and Services Administration for purposes of section 2713(a)(4) of the
Public Health Service Act, subject to §§ 147.131, 147.132, and 147.133.
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45 C.F.R. § 147.131
Accommodations in connection with coverage of certain preventive health services.

(a)-(b) [Reserved]

(c) Eligible organizations for optional accommodation. An eligible organization is an
organization that meets the criteria of paragraphs (c¢)(1) through (3) of this section.

(1) The organization is an objecting entity described in § 147.132(a)(1)(1) or (ii), or 45
CFR 147.133(a)(1)(i) or (i1).

(2) Notwithstanding its exempt status under § 147.132(a) or 147.133, the organization
voluntarily seeks to be considered an eligible organization to invoke the optional
accommodation under paragraph (d) of this section; and

(3) The organization self-certifies in the form and manner specified by the Secretary or
provides notice to the Secretary as described in paragraph (d) of this section. To qualify as
an eligible organization, the organization must make such self-certification or notice
available for examination upon request by the first day of the first plan year to which the
accommodation in paragraph (d) of this section applies. The self-certification or notice
must be executed by a person authorized to make the certification or provide the notice on
behalf of the organization, and must be maintained in a manner consistent with the record
retention requirements under section 107 of ERISA.

(4) An eligible organization may revoke its use of the accommodation process, and its
issuer must provide participants and beneficiaries written notice of such revocation, as
specified herein.

(1) Transitional rule—If contraceptive coverage is being offered on January 14, 2019, by an
issuer through the accommodation process, an eligible organization may give 60—days
notice pursuant to section 2715(d)(4) of the PHS Act and § 147.200(b), if applicable, to
revoke its use of the accommodation process (to allow for the provision of notice to plan
participants in cases where contraceptive benefits will no longer be provided). Alternatively,
such eligible organization may revoke its use of the accommodation process effective on the
first day of the first plan year that begins on or after 30 days after the date of the
revocation.

(ii) General rule—In plan years that begin after January 14, 2019, if contraceptive
coverage is being offered by an issuer through the accommodation process, an eligible
organization’s revocation of use of the accommodation process will be effective no sooner
than the first day of the first plan year that begins on or after 30 days after the date of the
revocation.

(d) Optional accommodation—insured group health plans—
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(1) General rule. A group health plan established or maintained by an eligible organization
that provides benefits through one or more group health insurance issuers may voluntarily
elect an optional accommodation under which its health insurance issuer(s) will provide
payments for all or a subset of contraceptive services for one or more plan years. To invoke
the optional accommodation process:

(1) The eligible organization or its plan must contract with one or more health insurance
issuers.

(ii) The eligible organization must provide either a copy of the self-certification to each
issuer providing coverage in connection with the plan or a notice to the Secretary of the
Department of Health and Human Services that it is an eligible organization and of its
objection as described in § 147.132 or 147.133 to coverage for all or a subset of
contraceptive services.

(A) When a self-certification is provided directly to an issuer, the issuer has sole
responsibility for providing such coverage in accordance with § 147.130(a)(iv).

(B) When a notice is provided to the Secretary of the Department of Health and Human
Services, the notice must include the name of the eligible organization; a statement that it
objects as described in § 147.132 or 147.133 to coverage of some or all contraceptive
services (including an identification of the subset of contraceptive services to which
coverage the eligible organization objects, if applicable) but that it would like to elect the
optional accommodation process; the plan name and type (that is, whether it is a student
health insurance plan within the meaning of § 147.145(a) or a church plan within the
meaning of section 3(33) of ERISA); and the name and contact information for any of the
plan’s health insurance issuers. If there is a change in any of the information required to be
included in the notice, the eligible organization must provide updated information to the
Secretary of the Department of Health and Human Services for the optional
accommodation to remain in effect. The Department of Health and Human Services will
send a separate notification to each of the plan’s health insurance issuers informing the
issuer that the Secretary of the Deparement of Health and Human Services has received a
notice under paragraph (d)(1)(ii) of this section and describing the obligations of the issuer
under this section.

(2) If an issuer receives a copy of the self-certification from an eligible organization or the
notification from the Department of Health and Human Services as described in paragraph
(d)(1)(i1) of this section and does not have an objection as described in § 147.132 or
147.133 to providing the contraceptive services identified in the self-certification or the
notification from the Department of Health and Human Services, then the issuer will
provide payments for contraceptive services as follows—
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(1) The issuer must expressly exclude contraceptive coverage from the group health
insurance coverage provided in connection with the group health plan and provide separate
payments for any contraceptive services required to be covered under § 141.130(a)(1)(iv)
for plan participants and beneficiaries for so long as they remain enrolled in the plan.

(ii) With respect to payments for contraceptive services, the issuer may not impose any cost-
sharing requirements (such as a copayment, coinsurance, or a deductible), premium, fee, or
other charge, or any portion thereof, directly or indirectly, on the eligible organization, the
group health plan, or plan participants or beneficiaries. The issuer must segregate premium
revenue collected from the eligible organization from the monies used to provide payments
for contraceptive services. The issuer must provide payments for contraceptive services in a
manner that is consistent with the requirements under sections 2706, 2709, 2711, 2713,
2719, and 2719A of the PHS Act. If the group health plan of the eligible organization
provides coverage for some but not all of any contraceptive services required to be covered
under § 147.130(a)(1)(iv), the issuer is required to provide payments only for those
contraceptive services for which the group health plan does not provide coverage.
However, the issuer may provide payments for all contraceptive services, at the issuer’s
option.

(3) A health insurance issuer may not require any documentation other than a copy of the
self-certification from the eligible organization or the notification from the Department of
Health and Human Services described in paragraph (d)(1)(ii) of this section.

(e) Notice of availability of separate payments for contraceptive services—insured group
health plans and student health insurance coverage. For each plan year to which the
optional accommodation in paragraph (d) of this section is to apply, an issuer required to
provide payments for contraceptive services pursuant to paragraph (d) of this section must
provide to plan participants and beneficiaries written notice of the availability of separate
payments for contraceptive services contemporaneous with (to the extent possible), but
separate from, any application materials distributed in connection with enrollment (or re-
enrollment) in group health coverage that is effective beginning on the first day of each
applicable plan year. The notice must specify that the eligible organization does not
administer or fund contraceptive benefits, but that the issuer provides separate payments for
contraceptive services, and must provide contact information for questions and complaints.
The following model language, or substantially similar language, may be used to satisty the
notice requirement of this paragraph (e) “Your [employer/institution of higher education |
has certified that your [group health plan/student health insurance coverage| qualifies for
an accommodation with respect to the Federal requirement to cover all Food and Drug
Administration-approved contraceptive services for women, as prescribed by a health care
provider, without cost sharing. This means that your [employer/institution of higher
education | will not contract, arrange, pay, or refer for contraceptive coverage. Instead,
[name of health insurance issuer] will provide separate payments for contraceptive services
that you use, without cost sharing and at no other cost, for so long as you are enrolled in
your [group health plan/student health insurance coverage]. Your [employer/institution of
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higher education | will not administer or fund these payments. If you have any questions
about this notice, contact [contact information for health insurance issuer].”

(f) Reliance —

(1) If an issuer relies reasonably and in good faith on a representation by the eligible
organization as to its eligibility for the accommodation in paragraph (d) of this section, and
the representation is later determined to be incorrect, the issuer is considered to comply
with any applicable requirement under § 147.130(a)(1)(iv) to provide contraceptive
coverage if the issuer complies with the obligations under this section applicable to such
issuer.

(2) A group health plan is considered to comply with any applicable requirement under
§ 147.130(a)(1)(iv) to provide contraceptive coverage if the plan complies with its
obligations under paragraph (d) of this section, without regard to whether the issuer
complies with the obligations under this section applicable to such issuer.

(g) Definition. For the purposes of this section, 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

§ 147.130(a)(1)(iv).

(h) Severability. Any provision of this section held to be invalid or unenforceable by its
terms, or as applied to any person or circumstance, shall be construed so as to continue to
give maximum effect to the provision permitted by law, unless such holding shall be one of
utter invalidity or unenforceability, in which event the provision shall be severable from this
section and shall not affect the remainder thereof or the application of the provision to
persons not similarly situated or to dissimilar circumstances.
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45 C.F.R. § 147.132
Religious exemptions in connection with coverage of certain preventive health services.

(a) Objecting entities.

(1) Guidelines issued under § 147.130(a)(1)(iv) by the Health Resources and Services
Administration must 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, to the extent of the objections specified below. Thus the Health Resources
and Service Administration will exempt from any guidelines’ requirements that relate to the
provision of contraceptive services:

(1) 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 section. 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.
(E) Any other non-governmental employer.

(ii) A group health plan, and health insurance coverage provided in connection with a
group health plan, where the plan or coverage is established or maintained by a church, an
integrated auxiliary of a church, a convention or association of churches, a religious order, a
nonprofit organization, or other non-governmental organization or association, to the
extent the plan sponsor responsible for establishing and /or maintaining the plan objects as
specified in paragraph (a)(2) of this section. The exemption in this paragraph applies to
each employer, organization, or plan sponsor that adopts the plan;

(iii) An institution of higher education as defined in 20 U.S.C. 1002, which is non-
governmental, in its arrangement of student health insurance coverage, to the extent that
institution objects as specified in paragraph (a)(2) of this section. In the case of student
health insurance coverage, this section 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
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to “plan participants and beneficiaries” will be interpreted as references to student enrollees
and their covered dependents; and

(iv) A health insurance issuer offering group or individual insurance coverage to the extent
the issuer objects as specified in paragraph (a)(2) of this section. Where a health insurance
issuer providing group health insurance coverage is exempt under this subparagraph (iv),
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 Guidelines issued under § 147.130(a)(1)(iv) unless it is also
exempt from that requirement.

(2) The exemption of this paragraph (a) will apply to the extent that an entity described in
paragraph (a)(1) of this section objects, based on its sincerely held religious beliefs, to its
establishing, maintaining, providing, offering, or arranging for (as applicable):

(1) Coverage or payments for some or all contraceptive services; or

(ii) A plan, issuer, or third party administrator that provides or arranges such coverage or
payments.

(b) Objecting individuals. Guidelines issued under § 147.130(a)(1)(iv) by the Health
Resources and Services Administration must 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 (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 group health plan sponsor (with respect to an individual) or individual, as
applicable, who objects to coverage or payments for some or all contraceptive services based
on sincerely held religious beliefs. Under this exemption, if an individual objects to some
but not all contraceptive services, but the issuer, and as applicable, plan sponsor, are willing
to provide the plan sponsor or individual, as applicable, with a separate policy, certificate or
contract of insurance or a separate group health plan or benefit package option that omits
all contraceptives, and the individual agrees, then the exemption applies as if the individual
objects to all contraceptive services.

(c) Definition. For the purposes of this section, 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

§ 147.130(a)(1)(iv).

(d) Severability. Any provision of this section held to be invalid or unenforceable by its
terms, or as applied to any person or circumstance, shall be construed so as to continue to
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give maximum effect to the provision permitted by law, unless such holding shall be one of
utter invalidity or unenforceability, in which event the provision shall be severable from this
section and shall not affect the remainder thereof or the application of the provision to
persons not similarly situated or to dissimilar circumstances.
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45 C.F.R. § 147.133
Moral exemptions in connection with coverage of certain preventive health services.

(a) Objecting entities.

(1) Guidelines issued under § 147.130(a)(1)(iv) by the Health Resources and Services
Administration must 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, to the extent of the objections specified below. Thus the Health Resources
and Service Administration will exempt from any guidelines’ requirements that relate to the
provision of contraceptive services:

(1) A group health plan and health insurance coverage provided in connection with a group
health plan to the extent one of the following non-governmental plan sponsors object as
specified in paragraph (a)(2) of this section:

(A) A nonprofit organization; or

(B) A for-profit entity that has no publicly traded ownership interests (for this purpose, a
publicly traded ownership interest is any class of common equity securities required to be
registered under section 12 of the Securities Exchange Act of 1934);

(ii) An institution of higher education as defined in 20 U.S.C. 1002, which is non-
governmental, in its arrangement of student health insurance coverage, to the extent that
institution objects as specified in paragraph (a)(2) of this section. In the case of student
health insurance coverage, this section 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

(ii1) A health insurance issuer offering group or individual insurance coverage to the extent
the issuer objects as specified in paragraph (a)(2) of this section. Where a health insurance
issuer providing group health insurance coverage is exempt under paragraph (a)(1)(iii) of
this section, 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 Guidelines issued under § 147.130(a)(1)(iv)
unless it is also exempt from that requirement.

(2) The exemption of this paragraph (a) will apply to the extent that an entity described in
paragraph (a)(1) of this section objects, based on its sincerely held moral convictions, to its
establishing, maintaining, providing, offering, or arranging for (as applicable):
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(1) Coverage or payments for some or all contraceptive services; or

(ii) A plan, issuer, or third party administrator that provides or arranges such coverage or
payments.

(b) Objecting individuals. Guidelines issued under § 147.130(a)(1)(iv) by the Health
Resources and Services Administration must 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 (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 group health plan sponsor (with respect to an individual) or individual, as
applicable, who objects to coverage or payments for some or all contraceptive services based
on sincerely held moral convictions. Under this exemption, if an individual objects to some
but not all contraceptive services, but the issuer, and as applicable, plan sponsor, are willing
to provide the plan sponsor or individual, as applicable, with a separate policy, certificate or
contract of insurance or a separate group health plan or benefit package option that omits
all contraceptives, and the individual agrees, then the exemption applies as if the individual
objects to all contraceptive services.

(c) Definition. For the purposes of this section, 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

§ 147.130(a)(1)(iv).

(d) Severability. Any provision of this section held to be invalid or unenforceable by its
terms, or as applied to any person or circumstance, shall be construed so as to continue to
give maximum effect to the provision permitted by law, unless such holding shall be one of
utter invalidity or unenforceability, in which event the provision shall be severable from this
section and shall not affect the remainder thereof or the application of the provision to
persons not similarly situated or to dissimilar circumstances.
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29 C.EF.R. § 2590.715-2713(a)
Coverage of preventive health services.

(a) Services—

(1) In general. Beginning at the time described in paragraph (b) of this section and subject
to § 2590.715-2713A, a group health plan, or a health insurance issuer offering group
health insurance coverage, must provide coverage for and must not impose any cost-sharing
requirements (such as a copayment, coinsurance, or a deductible) for—

(1) Evidence-based items or services that have in effect a rating of A or B in the current
recommendations of the United States Preventive Services Task Force with respect to the
individual involved (except as otherwise provided in paragraph (c) of this section);

(ii) Immunizations for routine use in children, adolescents, and adults that have in effect a
recommendation from the Advisory Committee on Immunization Practices of the Centers
for Disease Control and Prevention with respect to the individual involved (for this
purpose, a recommendation from the Advisory Committee on Immunization Practices of
the Centers for Disease Control and Prevention is considered in effect after it has been
adopted by the Director of the Centers for Disease Control and Prevention, and a
recommendation is considered to be for routine use if it is listed on the Immunization
Schedules of the Centers for Disease Control and Prevention);

(ii1) With respect to infants, children, and adolescents, evidence-informed preventive care
and screenings provided for in comprehensive guidelines supported by the Health
Resources and Services Administration; and

(iv) With respect to women, such additional preventive care and screenings not described in
paragraph (a)(1)(1) of this section as provided for in comprehensive guidelines supported by
the Health Resources and Services Administration for purposes of section 2713(a)(4) of the
Public Health Service Act, subject to 45 CFR 147.131, 147.132, and 147.133.
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26 C.F.R. § 54.9815-2713(a)(1)
Coverage of preventive health services

(a) Services—(1) In general. Beginning at the time described in paragraph (b) of this
section and subject to § 54.9815-2713A, a group health plan, or a health insurance issuer
offering group health insurance coverage, must provide coverage for and must not impose
any cost-sharing requirements (such as a copayment, coinsurance, or a deductible) for—

(1) Evidence-based items or services that have in effect a rating of A or B in the current
recommendations of the United States Preventive Services Task Force with respect to the
individual involved (except as otherwise provided in paragraph (c) of this section);

(ii) Immunizations for routine use in children, adolescents, and adults that have in effect a
recommendation from the Advisory Committee on Immunization Practices of the Centers
for Disease Control and Prevention with respect to the individual involved (for this
purpose, a recommendation from the Advisory Committee on Immunization Practices of
the Centers for Disease Control and Prevention is considered in effect after it has been
adopted by the Director of the Centers for Disease Control and Prevention, and a
recommendation is considered to be for routine use if it is listed on the Immunization
Schedules of the Centers for Disease Control and Prevention);

(ii1) With respect to infants, children, and adolescents, evidence-informed preventive care
and screenings provided for in comprehensive guidelines supported by the Health
Resources and Services Administration; and

(iv) With respect to women, such additional preventive care and screenings not described in
paragraph (a)(1)(1) of this section as provided for in comprehensive guidelines supported by
the Health Resources and Services Administration for purposes of section 2713(a)(4) of the
Public Health Service Act, subject to 45 CFR 147.131, 147.132, and 147.133.
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IN THE UNITED STATES DISTRICT COURT
FOR THE NORTHERN DISTRICT OF TEXAS
FORT WORTH DIVISION

RICHARD W. DEOTTE et al.,

Plaintiffs,
V. Civil Action No. 4:18-cv-00825-O

ALEX M. AZAR Il et al.,

w W W W W W W W W W

Defendants.!

FINAL JUDGMENT

Judgment is entered in favor of plaintiff Braidwood Management Inc. and the certified
plaintiff class that Braidwood represents, consisting of:

Every current and future employer in the United States that objects, based
on its sincerely held religious beliefs, to establishing, maintaining, providing,
offering, or arranging for: (i) coverage or payments for some or all contraceptive
services; or (ii) a plan, issuer, or third-party administrator that provides or arranges
for such coverage or payments.

Judgment is further entered in favor of plaintiffs Richard W. DeOtte, Yvette DeOtte, John
Kelley, and Alison Kelley, as well as the certified plaintiff class that Mr. DeOtte represents,
consisting of:

All current and future individuals in the United States who: (1) object to
coverage or payments for some or all contraceptive services based on sincerely held
religious beliefs; and (2) would be willing to purchase or obtain health insurance
that excludes coverage or payments for some or all contraceptive services from a
health insurance issuer, or from a plan sponsor of a group plan, who is willing to
offer a separate benefit package option, or a separate policy, certificate, or contract
of insurance that excludes coverage or payments for some or all contraceptive
services.

! Pursuant to Federal Rule of Civil Procedure 25(d), the Court hereby substitutes Patrick Pizzella, Acting
Secretary of Labor, as Defendant, in place of Defendant Rene Alexander Acosta, who retired from the
position effective July 19, 20109.
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Judgment is entered against defendants Alex M. Azar, in his official capacity as Secretary
of Health and Human Services; Steven T. Mnuchin, in his official capacity as Secretary of the
Treasury; Patrick Pizzella, in his official capacity as Acting Secretary of Labor; and the United
States of America. The Court awards the following relief:

The Court DECLARES that the Contraceptive Mandate, codified at 42 U.S.C. 8 300gg—
13(a)(4), 45 C.F.R. § 147.130(a)(1)(iv), 29 C.F.R. § 2590.715-2713(a)(1)(iv), and 26 C.F.R.
§ 54.9815-2713(a)(1)(iv), violates the Religious Freedom Restoration Act as applied to the
Employer Class members. The Court further DECLARES that the Contraceptive Mandate
violates the Religious Freedom Restoration Act to the extent it prevents the Individual Class
members from purchasing health insurance that excludes coverage or payments for contraceptive
methods that violate their sincerely held religious beliefs. The Court also concludes that the
Employer Class members and the Individual Class members will suffer irreparable harm absent an
injunction, that the balance of equities favors injunctive relief, and that the public interest supports
the enforcement of the Religious Freedom Restoration Act.

It is therefore ORDERED that:

1. Defendants Alex M. Azar Il, Steven T. Mnuchin, and Patrick Pizzella, and their officers,
agents, servants, employees, attorneys, designees, subordinates, and successors in office, as well
as any person acting in concert or participation with them, are ENJOINED from enforcing the
Contraceptive Mandate, codified at 42 U.S.C. 8 300gg—-13(a)(4), 45 C.F.R. § 147.130(a)(1)(iv), 29
C.F.R. §2590.715-2713(a)(1)(iv), and 26 C.F.R. § 54.9815-2713(a)(1)(iv), 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. If an Employer Class member’s sincere religious

objections extend to the coverage of only some but not all contraceptives, then the defendants may
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continue to enforce the Contraceptive Mandate to the extent it requires coverage of contraceptive
methods that the Braidwood class member does not object to.

2. Defendants Alex M. Azar 11, Steven T. Mnuchin, and Patrick Pizzella, and their officers,
agents, servants, employees, attorneys, designees, subordinates, and successors in office, as well
as any person acting in concert or participation with them, are ENJOINED from enforcing the
Contraceptive Mandate, codified at 42 U.S.C. § 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. 8 54.9815-2713(a)(1)(iv), to the extent that the
Mandate requires the Individual Class members to provide coverage or payments for contraceptive
services that they object to based on their sincerely held religious beliefs, and to the extent that the
Mandate prevents 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 group health plan sponsor (with respect to a member of the Individual Class) or to
any member of the Individual Class, that omits coverage for contraceptive services that the
Individual Class member objects to based on that individual’s sincerely held religious beliefs.

If an Individual Class member objects to some but not all contraceptive services, but the
issuer, and as applicable, plan sponsor, are willing to provide the plan sponsor or individual, as
applicable, with a separate policy, certificate or contract of insurance or a separate group health
plan or benefit package option that omits all contraceptives, and the Individual Class member
agrees, then the injunction applies as if the Individual Class member objects to all contraceptive

services.
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3. Nothing in this injunction shall prevent the defendants, or their officers, agents, servants,
employees, attorneys, designees, subordinates, and successors in office, as well as any person
acting in concert or participation with them, from:

(@) Inquiring about whether any employer (including any member of the Braidwood class)
that fails to comply with the Contraceptive Mandate is a sincere religious objector;

(b) Inquiring about whether an individual (including any member of the DeOtte class) who
obtains health insurance that excludes coverage for some or all contraceptive methods is a sincere
religious objector;

(c) Enforcing the Contraceptive Mandate against employers or individuals who admit that
they are not sincere religious objectors; against any group health plan, and any health insurance
coverage provided in connection with a group health plan, that is sponsored by an employer who
admits that it is not a sincere religious objector; or against issuers or plan sponsors to the extent
they provide health insurance to individuals who admit that they are not sincere religious objectors;

(d) Filing notice with this Court challenging any employer or individual who claims to hold
sincere religious objections to some or all contraceptive methods, if the defendants reasonably and
in good faith doubt the sincerity of that employer or individual’s asserted religious objections, and
asking the Court to declare that such employer or individual falls outside the scope of the Employer
Class or the Individual Class.

SO ORDERED on this 29th day of July, 2019.

i

eed O’Connor
UNITED STATES DISTRICT JUDGE
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Prevention of Human Immunodeficiency Virus (HIV) Infection: Preexposure Prophylaxis

Recommendations made by the USPSTF are independent of the U.S. government. They should not be construed as an official position of the Agency for Healthcare Researc
Quality or the U.S. Department of Health and Human Services.

"Recommendation Summary

. . Grade
Population Recommendation (What's This?)
Persons at high risk of HIV acquisition Thg USPSTF recommends that clinicians offe_zr preexposure prop_hy!ams (PrEP) with effective

antiretroviral therapy to persons who are at high risk of HIV acquisition.

To read the recommendation statement in JAMA, select hereThis link goes offsite. Click to read the external link disclaimerThis link goes
offsite. Click to read the external link disclaimer.

To read the evidence summary in JAMA, select hereThis link goes offsite. Click to read the external link disclaimerThis link goes offsite. Click
to read the external link disclaimer.

See the Clinical Considerations section for information about identification of persons at high risk and selection of effective antiretroviral
therapy.
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"Preface

The US Preventive Services Task Force (USPSTF) makes recommendations about the effectiveness of specific preventive care services for patients without obvious relatea
signs or symptoms.

It bases its recommendations on the evidence of both the benefits and harms of the service and an assessment of the balance. The USPSTF does not consider the costs of
providing a service in this assessment.

The USPSTF recognizes that clinical decisions involve more considerations than evidence alone. Clinicians should understand the evidence but individualize decision makir
the specific patient or situation. Similarly, the USPSTF notes that policy and coverage decisions involve considerations in addition to the evidence of clinical benefits and har

"Rationale

Importance

An estimated 1.1 million individuals in the United States are currently living with HIV," and more than 700,000 persons have died of AIDS since the first cases were reported
1981.2 In 2017, there were 38,281 new diagnoses of HIV infection reported in the United States; 81% (30,870) of these new diagnoses were among males and 19% (7312)
were among females.? Although treatable, HIV infection has no cure and has significant health consequences.

Identification of Risk Status

Although the USPSTF found inadequate evidence that specific risk assessment tools can accurately identify persons at high risk of HIV acquisition, it found adequate
epidemiologic data on risk factors that can be used to identify persons at high risk of acquiring HIV infection.

Benefits of Preventive Medication

The USPSTF found convincing evidence that PrEP is of substantial benefit for decreasing the risk of HIV infection in persons at high risk of HIV infection, either via sexual
acquisition or through injection drug use. The USPSTF also found convincing evidence that adherence to PrEP is highly correlated with its efficacy in preventing the acquisit
of HIV infection.

Harms of Preventive Medication

The USPSTF found adequate evidence that PrEP is associated with small harms, including kidney and gastrointestinal adverse effects.

USPSTF Assessment

The USPSTF concludes with high certainty that the net benefit of the use of PrEP to reduce the risk of acquisition of HIV infection in persons at high risk of HIV infection is
substantial.

"Clinical Considerations
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Assessment of Risk

Although the USPSTF found no well-validated, accurate tools to assess risk of HIV acquisition, epidemiologic data, Centers for Disease Control and Prevention (CDC)

guidelines,3 and enrollment criteria for clinical trials provide guidance on detecting persons who may be at high risk. Persons at risk of HIV infection include men who have s
with men, persons at risk via heterosexual contact, and persons who inject drugs. Within these groups, certain risk factors or behaviors (outlined below) can place persons a
high risk of HIV infection.

It is important to note that men who have sex with men and heterosexually active persons are not considered to be at high risk if they are in a mutually monogamous relatior
with a partner who has recently tested negative for HIV. In addition, all persons being considered for PrEP must have a recently documented negative HIV test result.

The USPSTF recommends that the following persons be considered for PrEP:

1. Men who have sex with men, are sexually active, and have 1 of the following characteristics:

e A serodiscordant sex partner (ie, in a sexual relationship with a partner living with HIV)
e Inconsistent use of condoms during receptive or insertive anal sex

e A sexually transmitted infection (STI) with syphilis, gonorrhea, or chlamydia within the past 6 months
2. Heterosexually active women and men who have 1 of the following characteristics:

e A serodiscordant sex partner (ie, in a sexual relationship with a partner living with HIV)

e Inconsistent use of condoms during sex with a partner whose HIV status is unknown and who is at high risk (eg, a person who injects drugs or a man who has sex with
and women)

e An STI with syphilis or gonorrhea within the past 6 months
3. Persons who inject drugs and have 1 of the following characteristics:

e Shared use of drug injection equipment

e Risk of sexual acquisition of HIV (see above)

Persons who engage in transactional sex, such as sex for money, drugs, or housing, including commercial sex workers or persons trafficked for sex work, constitute another
group at high risk of HIV acquisition and should be considered for PrEP based on the criteria outlined above. Men who have sex with men and women are at risk of HIV
acquisition and should be evaluated for PrEP according to the criteria outlined above for men who have sex with men and heterosexually active men.

Transgender women and men who are sexually active may be at increased risk of HIV acquisition and should be considered for PrEP based on the criteria outlined above.
Transgender women are at especially high risk of HIV acquisition. The CDC estimates that approximately one-fourth of transgender women are living with HIV, and more tha

half (an estimated 56%) of black/African American transgender women are living with S Although trials of PrEP enrolled few transgender women and no trials have been
conducted among transgender men, PrEP has been shown to reduce the risk of HIV acquisition during receptive and insertive anal and vaginal sex. Therefore, its use may t
considered in all persons (cisgender and transgender) at high risk of sexual acquisition of HIV.

Consistent use of condoms decreases risk of HIV acquisition by approximately 80%" and also decreases the risk of other STIs. However, sexually active adults often use

condoms inconsistently.6 PrEP should be considered as an option to reduce the risk of HIV acquisition in persons who use condoms inconsistently, while continuing to
encourage and support consistent condom use.

To date, in 3 studies, transmission of HIV to a seronegative partner from a partner living with HIV has not been observed when the seropositive partner was being treated wi

antiretroviral therapy and had a suppressed viral load.”" It is not known whether PrEP use further decreases the risk of HIV transmission when a seropositive partner has a
documented undetectable viral load.

The risk of acquisition of HIV infection is on a continuum. This risk depends on the likelihood that a specific act or activity will transmit HIV and the likelihood that a sex partn
drug injection partner is living with HIV. The likelihood of HIV transmission is highest with needle-sharing injection drug use and condomless receptive anal intercourse, wher
condomless insertive anal sex and condomless receptive and insertive penile-vaginal sex have a risk of transmission that is approximately 10- to 15-fold lower than receptive

anal intercourse.® One recent study estimated the prevalence of HIV (ie, the likelihood that a parther whose HIV status is unknown is living with HIV) as 12.4% among men \
have sex with men and 1.9% among persons who inject drugs,10 although an earlier systematic review estimated the prevalence of HIV among persons who inject drugs to |
much higher (16%).11 The prevalence of HIV among men who have sex with men and women is estimated to be intermediate between that of men who have sex with men &

heterosexually active men. 12 Thus, persons at high risk of HIV acquisition via penile-vaginal intercourse, including those with a recent bacterial STI acquired via penile-vagin
intercourse, will generally be at lower absolute risk than persons at high risk via receptive anal intercourse or injection drug use. These are factors that clinicians and patient:
can consider as they discuss the use of PrEP for HIV prevention.

In addition, risk behaviors should be interpreted in the context of the HIV prevalence in a community or network; that is, risk behaviors in a high-prevalence setting carry a hit
risk of acquiring HIV infection than the same behaviors in a low-prevalence setting. The threshold of HIV prevalence below which PrEP has insignificant net benefit is not kne

Preventive Medication

Once-daily oral treatment with combined tenofovir disoproxil fumarate and emtricitabine is the only formulation of PrEP approved by the US Food and Drug Administration (F
for use in the United States in persons at risk of sexual acquisition of HIV infection. However, several studies reviewed by the USPSTF found that tenofovir disoproxil fumara
alone was also effective as PrEP, and CDC guidelines note that, given these trial data, tenofovir disoproxil fumarate alone can be considered as an alternative regimen for hi

risk heterosexually active men and women and persons who inject drugs.3

According to its product label, tenofovir disoproxil fumarate/emtricitabine may be considered for use as PrEP during pregnancy.13 No trials of oral PrEP included pregnant

women; however, pregnancy is associated with an increased risk of HIV acquisition.14 CDC guidelines recommend shared decision making for pregnant women who are
considering starting or continuing PrEP during pregnancy.

Adolescents at high risk of HIV acquisition could benefit from PrEP, and tenofovir disoproxil fumarate/emtricitabine is approved by the FDA for use as PrEP in adolescents w

weigh at least 35 kg.13 In addition, young men who have sex with men are at particularly high risk of HIV acquisition.15 However, no randomized clinical trials (RCTs) of PrEkF
enrolled adolescents. Limited data suggest that PrEP use is not associated with significant adverse events in adolescents but may be associated with slightly less bone mine

accrual than would be expected.16 The USPSTF suggests that clinicians weigh all these factors when considering PrEP use in adolescents at high risk of HIV acquisition. In
addition, clinicians need to be aware of any local laws and regulations that may apply when providing PrEP to an adolescent minor.

Additional Approaches to Prevention
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reduces the risk of other STIs. The USPSTF recommends intensive behavioral counseling to reduce behaviors associated with increased risk of STls and HIV acquisition an
increase condom use among adolescents@askattaits st 10283sed faicafShis14-g heied © hasmadersayembfopayenoations, including abstinence, reducing one’s numb:
sex partners, and consistent condom use, to decrease risk of STls, including HIV."® The CDC also recommends syringe service programs (ie, needle exchange programs) t
reduce the risk of HIV acquisition and transmission among persons who inject drugs.19 The Community Preventive Services Task Force has also issued several

recommendations on the prevention of HIV and other STIs.20 Postexposure prophylaxis, started as soon as possible after a possible exposure event, can also decrease the
of HIV infection.

Screening for HIV infection to detect undiagnosed cases and antiretroviral treatment in persons living with HIV to suppress viral load are both important approaches to
decreasing the risk of HIV transmission at the population level, while also benefiting the individual living with HIV. The USPSTF recommends screening for HIV infection in

adolescents and adults aged 15 to 65 years, younger adolescents and older adults at increased risk, and all pregnant persons.21

Useful Resources

The CDC guidelines on PrEP for the prevention of HIV infection are available at https://www.cdc.gov/hiv/pdf/risk/prep/cdc-hiv-prep-guidelines-2017.pdfThis link goes offsite.
Click to read the external link disclaimerThis link goes offsite. Click to read the external link disclaimer? and https://www.cdc.gov/hiv/pdf/risk/prep/cdc-hiv-prep-provider-

supplement-2017.pdfThis link goes offsite. Click to read the external link disclaimerThis link goes offsite. Click to read the external link disclaimer.?? Additional CDC resource
on PrEP for both clinicians and consumers are available at https://www.cdc.gov/hiv/risk/prep/index.htmlIThis link goes offsite. Click to read the external link disclaimerThis linl

goes offsite. Click to read the external link disclaimer.23 Community-level HIV prevalence data for the United States are available at https://www.cdc.gov/nchhstp/atlasThis il
goes offsite. Click to read the external link disclaimerThis link goes offsite. Click to read the external link disclaimer.2* The USPSTF has issued recommendations on behavic
counseling to reduce risk of STIs" and on screening for HIV infection.?’

Other Considerations

Implementation

The first step in implementing PrEP is identifying persons at high risk of HIV acquisition who may benefit from PrEP. However, identifying persons at risk of HIV can be
challenging because of stigma and discrimination against gay, bisexual, transgender, and nonbinary persons, or the lack of a trusting relationship between the patient and
clinician. It is important that clinicians routinely take a sexual and injection drug use history for all their patients in an open and nonjudgmental manner. If a person is identifie
potentially belonging to a high-risk group, then further discussion can identify behaviors that may make that person an appropriate candidate for PrEP.

The CDC provides a complete discussion of implementation considerations for PrEP, including baseline and follow-up testing and monitoring, time to achieving protection, a
discontinuing PrEP.3 A few particularly important points regarding the provision of PrEP are outlined below.

Before prescribing PrEP, clinicians should exclude persons with acute or chronic HIV infection through taking a medical history and HIV testing. The 2-drug antiretroviral regi
used in PrEP, when used alone, is not an effective treatment for HIV infection, and its use in persons living with HIV can lead to the emergence of, or selection for, drug-resis
HIV infection. It is also generally recommended that kidney function testing, serologic testing for hepatitis B and C virus, testing for other STls, and pregnancy testing (when
appropriate) be conducted at the time of or just before initiating PrEP. Ongoing follow-up and monitoring, including HIV testing every 3 months, is also suggested. The time fi
initiation of PrEP to achieving protection against HIV infection is unknown. Pharmacokinetic data suggest that maximum levels of tenofovir diphosphate (the active form of

tenofovir) is reached in 7 days in rectal tissue and in 20 days in blood (peripheral blood mononuclear cells) and vaginal tissue.? Patients can continue PrEP as long as high r
of HIV acquisition continues. Patients may discontinue PrEP for several reasons, including personal preference, decreased risk of HIV acquisition, or adverse medication eff

PrEP does not reduce the risk of other STls. Consistent use of condoms decreases risk of HIV acquisition by approximately 80%°and reduces the risk of other STIs. Promot
consistent condom use is an important component of a successful PrEP program. The CDC also recommends regular screening for STls in men who have sex with men wh

are at high risk of STls, and testing in anyone with signs or symptoms.3

Clinical trials demonstrate a strong connection between adherence to PrEP and its effectiveness in preventing HIV acquisition. Reduced adherence is associated with marke
declines in effectiveness. Therefore, adherence support is a key component of providing PrEP. Components of adherence support include establishing trust and open
communication with patients, patient education, reminder systems for taking medication, and attention to medication adverse effects and having a plan to address them.

Additional information on adherence support is available from the CDC guidelines.3' 22 pdherence support is especially important in populations shown to have lower adhere
to PrEP, such as young persons and racial/ethnic minorities.2%27

It is important for clinicians to recognize that barriers to the implementation and uptake of PrEP exist. These barriers can include structural barriers, such as lack of health
insurance, and other factors, such as an individual’s willingness to believe that he or she is an appropriate candidate for PrEP or to take PrEP. There are also racial/ethnic
disparities in the use of PrEP. One study reported that although black/African American persons account for an estimated 44% of all new HIV infections in the United States,
only 10.1% of those who initiated PrEP from 2012 to 2015 were black/African American. Similarly, black women, who are also disproportionately affected by HIV, were more

than 4 times less likely to have initiated PrEP than white women.?® These barriers and disparities need to be addressed to achieve the full benefit of PrEP.
Research Needs and Gaps

Research is needed to develop and validate tools that are highly accurate for identifying persons at high risk of HIV acquisition who would benefit from PrEP. When develope
and validated, risk assessment instruments should include those populations most at risk of HIV infection, particularly racial/ethnic minorities such as black/African American
and Hispanic/Latino populations.

Research is needed on different drug regimens and dosing strategies for PrEP. Several trials investigating different antiretroviral drugs or drug regimens for use as PrEP are
ongoing.

Research is needed on factors associated with adherence to PrEP and methods to increase uptake and adherence, especially in populations with lower use of and adheren
PrEP, such as younger persons and racial/ethnic minorities.

Trials or demonstration projects of PrEP in US populations of heterosexual persons, persons who inject drugs, and transgender women and men are needed to better quant
effectiveness in those populations. Research is needed on the safety and effectiveness of PrEP during pregnancy and breastfeeding. Additional research is needed to deter
whether the use of PrEP is associated with an increased risk of other STls. Research is also needed on the long-term safety and effectiveness of PrEP.

Burden of Disease

Since the first cases of AIDS were reported in 1981, more than 700,000 persons in the United States have died of AIDS.2 The CDC estimates that 1.1 million individuals in tt
United States are currently living with HIV infection,’ including an estimated 15% who are unaware of their infection.'® The annual number of new HIV infections in the Unite
States has decreased from about 41,200 new cases in 2012 to 38,300 in 2017.2 Of these new cases of HIV infection in 2017, 81% were among males and 19% were amon
females.? Groups disproportionately affected by HIV infection in the United States include men who have sex with men, black/African American populations, and Hispanic/Lze
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populations. From 2012 to 201/, RAIV Incidence rates Increased among persons aged 2o 10 2Y years and among American Indian/Alaska Native and Aslan populations.”

PrEP is currently not used in many personSasehipgR0isk-00E B3 iafe dhiocumbatCiA® edtiradted/EGRapp Radgmatelf/8! . Panjétd péBsons were eligible for PrEP in 2015 (492,000 n
who have sex with men, 115,000 persons who inject drugs, and 624,000 heterosexually active adults),29 and a recent study estimates that 100,282 persons were using PrEl
2017.30

Scope of Review

For this recommendation, the USPSTF commissioned a systematic review> !> 32 of the evidence on the benefits of PrEP for the prevention of HIV infection with oral tenofovir
disoproxil fumarate monotherapy or tenofovir disoproxil fumarate/emtricitabine (referred to simply as “PrEP” hereafter) and whether the benefits vary by risk group, populatio
subgroup, or regimen or dosing strategy; the diagnostic accuracy of risk assessment tools to identify persons at high risk of HIV acquisition; the rates of adherence to PrEP i
primary care settings; the association between adherence and effectiveness of PrEP; and the harms of PrEP when used for HIV prevention.

Effectiveness of Risk Assessment

The USPSTF found 7 studies that evaluated risk assessment tools developed in US cohorts for predicting incident HIV infection—6 studies in men who have sex with men>*

and 1 study in persons who inject drugs.39 The USPSTF found no studies in US cohorts evaluating tools for predicting risk of HIV infection in men and women at increased 1
of HIV infection via heterosexual contact. In those studies that reported it, discrimination of the risk prediction instrument was moderate, with an area under the receiver
operating characteristic curve of 0.66 to 0.72. However, each study evaluated a different risk prediction tool. Some instruments were not validated in independent cohorts, ar
several instruments were developed and validated using older (ie, before 2000) cohorts. Most of the studies of risk prediction tools in men who have sex with men were
developed in predominantly white populations, and 2 studies found that several of the instruments performed more poorly in black men who have sex with men (area under |

receiver operating characteristic curve, 0.49-0.63).37’ 38 All tools are predicated on knowing that a person belongs to an HIV risk group; no tool has been designed to predict
incident HIV infection in persons not already identified as belonging to an HIV risk group.31

The USPSTF considered several factors in its assessment of risk of HIV acquisition, including the prevalence of HIV infection within a group and the risk that a specific beha
or action will lead to acquisition of HIV infection. As discussed in the Assessment of Risk section, 1 study estimated the prevalence of HIV infection among men who have se

with men to be 12.4%; persons who inject drugs, 1.9%; and the overall population 13 years and older, 0.4%,10 although another study estimated a significantly higher

prevalence (16%) among persons who inject drugs.11 In terms of risk of HIV acquisition from specific behaviors, receptive anal intercourse without a condom and needle-shz
injection drug use carry the highest risk, whereas insertive anal intercourse, receptive penile-vaginal intercourse, and insertive penile-vaginal intercourse carry lower but not

negligible risks of acquiring HIV from a partner or source who is seropositive for HIV.5

Effectiveness of Preventive Medication

The USPSTF found 12 RCTs that evaluated the effect of PrEP vs placeb025’ 40-49 o1 no PrEP®? on the risk of HIV acquisition. One trial was of fair quality because of an ope
label design; all other trials were of good quality. Duration of follow-up ranged from 4 months to 4 years. Six trials*2-4% 47-49 enrolled men and women at increased risk of HI
infection via heterosexual contact, 4 trials2? 40 46, 50 gnrolled men who have sex with men or transgender women, 1 trial*! enrolled high-risk women and men who have se»
with men, and 1 trial*® enrolled persons who inject drugs. No trial enrolled pregnant women or persons younger than 18 years. Three trials2® 4% 47 evaluated tenofovir disor
fumarate (300 mg), 7 trials#0-42: 46,48, 49 gyaluated tenofovir disoproxil fumarate (300 mg)/emtricitabine (200 mg), 1 trial®® evaluated tenofovir disoproxil fumarate (245
mg)/emtricitabine (200 mg), and 2 trials*> 44 included study groups for both tenofovir disoproxil fumarate (300 mg) alone and tenofovir disoproxil fumarate (300
mg)/emtricitabine (200 mg). PrEP was prescribed daily in 11 trials, 2% 41-50 and dosing was intermittent or event-driven in 3 trials (including 2 trials that also included daily do:
groups)."’o'42 Seven trials were conducted in Africa,41'44' 47-49 1 jn Thailand,45 2 in Europe or Canada,40’ 50 and 1 in the United States;25 1 trial was multinational.® All trials

persons at high risk of HIV infection via heterosexual contact were conducted in Africa, and the only trial of persons who inject drugs was conducted in Thailand.*® Al trials ¢
PrEP also included behavioral and adherence counseling, and most specified providing condoms to all trial participants.

One small trial reported no cases of HIV infection.*2 In the other 11 trials, the rate of HIV infection ranged from 1.4% to 7.0% over 4 months to 4 years in participants randon
assigned to placebo or no PrEP and from 0% to 5.6% in those randomly assigned to PrEP. In a meta-analysis of these trials, PrEP was associated with reduced risk of HIV

infection compared with placebo or no PrEP (relative risk [RR], 0.46 [95% CI, 0.33-0.66]; absolute risk reduction, —2.0% [95% CI, —2.8% to —1.2%]) after 4 months to 4 years
32

PrEP was effective across population subgroups defined by HIV risk category. There were no statistically significant differences in estimates of effectiveness for PrEP vs pla
or no PrEP in risk of HIV acquisition when trials were stratified according to whether they enrolled men who have sex with men or transgender women (although the number
transgender persons in trials was small) (4 trials; RR, 0.23 [95% CI, 0.08-0.62]), men and women at increased risk of HIV infection via heterosexual contact (5 trials; RR, 0.5

[95% CI, 0.31-0.97]), or persons who inject drugs (1 trial; RR, 0.52 [95% Cl, 0.29-0.92]; P = 0.43 for interaction).31> 32

In a meta-analysis of the trials reviewed by the USPSTF, both tenofovir disoproxil fumarate/emtricitabine and tenofovir disoproxil fumarate alone appeared equally effective i
decreasing the risk of HIV acquisition (8 trials; RR, 0.44 [95% ClI, 0.27-0.72] and 5 trials; RR, 0.49 [95% CI, 0.28-0.84], respectively; P =0.79 for interaction).31’ 32

Three included trials investigated alternative dosing strategies (using PrEP less frequently than daily [intermittent dosing] or before and after HIV exposure events [event-dri\

dosing]).40'42 One trial*2 reported no HIV events, and a second*" did not report results for intermittent and daily dosing of PrEP groups separately. The third trial (Interventio
Préventive de I'Exposition aux Risques avec et pour les Gays) found that event-driven PrEP dosing was associated with a lower risk of HIV infection compared with placebo

men who have sex with men (RR, 0.14 [95% ClI, 0.03-0.63]).40 In that trial, men randomly assigned to PrEP took an average of about 4 doses of PrEP per week (15 doses p
month), so it is uncertain whether this finding would apply to less frequent use of event-driven dosing. In addition, tenofovir disoproxil fumarate accumulates more rapidly in ¢

tissue than vaginal tissue,! so this study may not be generalizable to other risk groups.

The USPSTF also evaluated the evidence on the relationship between adherence to PrEP and its effectiveness in decreasing risk of HIV infection. Methods for evaluating
adherence differed between studies and included patient diaries and self-report, pill counts, adherence monitoring devices, drug levels (eg, plasma or dried blood spots), an
prescription fill data.

In the trials of PrEP reviewed by the USPSTF, adherence to PrEP ranged from 30% to 100%, and the RR of HIV infection in participants randomly assigned to PrEP, compar

with placebo or no PrEP, ranged from 0.95 to 0.07.31: 32 |n a stratified analysis of these studies, a strong interaction (P < 0.00001) between level of adherence and effectiver
of PrEP was found, with higher levels of adherence associated with greater reduction in risk of HIV acquisition (adherence 270%: 6 trials; RR, 0.27 [95% CI, 0.19-0.39];

adherence >40% to <70%: 3 trials; RR, 0.51 [95% CI, 0.38-0.70]; and adherence <40%: 2 trials; RR, 0.93 [95% CI, 0.72-1 .20]).31’ 32 There was also a strong association (P
0.0005) between adherence and effectiveness when adherence was analyzed as a continuous variable in a meta-regression.31’ 32

Since the effectiveness of PrEP is closely tied to adherence, the USPSTF reviewed the evidence on levels of adherence to PrEP in US-relevant settings. Three observatione
studies of US men who have sex with men found adherence to PrEP (based on tenofovir diphosphate levels in dried blood spot sampling consistent with 24 doses/wk) of 66

90% over 4 to 48 weeks.2”> %2 93 Two observational studies of younger men who have sex with men (mean ages, 20 and 16 years) reported lower rates of adherence to PrE
(based on blood spot sampling) of approximately 50% at 12 weeks, decreasing to 34% and 22% at 48 weeks. % 4 Two studies in US men who have sex with men found th:
self-reported adherence correlated highly with adherence based on dried blood spot sampling.25’ 26

Multivariate analysis of the largest US PrEP implementation study to date®3 found that black race was associated with lower adherence than white race (adjusted odds ratio,
0.28 [95% CI, 0.12-0.64]). Having stable housing or having receptive anal sex without a condom with 2 or more partners was associated with increased adherence (adjusted
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status, and alcohol or drug use and adherence. Only 1 4% of participants enrolled were transgender women, so it is not possible to draw conclu3|ons about adherence to Pr

in this population. The USPSTF found no HSstudigs Qndgstoisassasialed yithashetenesiobkd i RGNS \ghcp%%@bdﬂgs or persons at high risk of HIV infection via

heterosexual contact.®’

Potential Harms of Risk Assessment and Preventive Medication

The RCTs that investigated the effectiveness of PrEP had 4 months to 4 years of follow-up and also reported on the harms of PrEp.25: 40-50, 5562 |, 5 pooled analysis of the:
studies, PrEP was associated with increased risk of renal adverse events (primarily grade 1 or greater serum creatinine elevation) vs placebo (12 trials; absolute risk differer
0.56% [95% CI, 0.09%-1.04%]). There was no clear difference in risk of kidney adverse events when trials were stratified according to use of tenofovir disoproxil fumarate

monotherapy or tenofovir disoproxil fumarate/emtricitabine. Serious renal events were rare, and no trial reported a difference between PrEP and placebo in risk of serious re

events or withdrawals due to renal events.3! 32 Six trials*1- 42 55-58 gyaluated whether renal adverse events while using PrEP were persistent. Three studies®® °7: 58 report
return to normal serum creatinine levels after cessation of PrEP, and 2 others*' 42 reported normalization of creatinine level without PrEP cessation. In 1 trial, the Bangkok
Tenofovir Study of persons who inject drugs, there were 7 cases of grade 2 or greater creatinine level elevation, and all but 1 case resolved after PrEP cessation.%®

PrEP was associated with increased risk of gastrointestinal adverse events (primarily nausea) vs placebo (12 trials; absolute risk difference, 1.95% [95% CI, 0.48%-3.43%)]).
risk of gastrointestinal adverse events increased with both tenofovir disoproxil fumarate monotherapy and tenofovir disoproxil fumarate/emtricitabine,31 with risk diminishing
time in 3 trials.*> 46 48 Serious gastrointestinal events were rare in trials reporting this outcome, with no differences between PrEP and placebo.44’ 46-50

Tenofovir disoproxil fumarate exposure is associated with bone loss,*8 9961 \which could result in increased fracture risk. A meta-analysis of 7 studies that reported on fractu
using both study data and updated fracture data reported to the FDA, found a statistically nonsignificant increased risk of fracture in persons randomly assigned to PrEP vs

placebo. This result was also heavily weighted by the 1 study of PrEP in persons who inject drugs, which reported a relatively high fracture rate.31 32

One concern about PrEP is that its use may lead to persons at risk of HIV acquisition not using condoms or engaging in other behaviors that could increase their risk of STls
behavioral risk compensation). In meta-analyses of the studies reviewed by the USPSTF, there were no differences between PrEP and placebo or no PrEP in risk of syphilis
trials; RR, 1.08 [95% CI, 0.98-1.18]), gonorrhea (5 trials; RR, 1.07 [95% CI, 0.82-1.39]), chlamydia (5 trials; RR, 0.97 [95% CI, 0.80-1.18]), or combined bacterial STls (2 trial

RR, 1.14 [95% CI, 0.97-1 .34]).31’ 32 All of the trials except for 1 were blinded, which could affect risk of STls if participants who do not know if they are taking PrEP or placeb
behave differently than those who know they are taking PrEP. In the 1 open-label trial, there was also no statistically significant association between PrEP and the risk of ST

An additional concern is the possibility that the use of antiretroviral drugs as PrEP could lead to the development or acquisition of drug-resistant HIV infection. In 8 trials of P
using tenofovir disoproxil fumarate monotherapy or tenofovir disoproxil fumarate/emtricitabine, 3 of 282 patients (1.1%) newly diagnosed with HIV infection while taking PrEF

had tenofovir resistance mutations.*0: 43-47.49. 50 | & trials of PrEP with tenofovir disoproxil fumarate/emtricitabine, 14 of 174 patients (8.0%) newly diagnosed with HIV

infection while taking PrEP had emtricitabine resistance mutations.*0- 43, 44,46, 48-50 There was 1 case of multiple resistance mutations, which is included in the total numbel
both tenofovir and emtricitabine resistance mutations. Most resistance mutations (1/2 tenofovir resistance mutations, 8/13 emtricitabine resistance mutations, and 1 case of
multiple resistance mutations, or 63% of total cases) occurred in persons who were already infected with HIV on trial enroliment but were not recognized as such. This highli
the importance of testing for HIV and excluding persons with acute or chronic HIV infection before initiating PrEP. The USPSTF found no data on the effect of resistance
mutations on clinical outcomes.

No trial of oral PrEP enrolled pregnant women, and women who became pregnant during the course of the trials were withdrawn from participation. Three trials reported on

pregnancy outcomes in women who were withdrawn from PrEP because of pregnancy.41' 48,62 Among women who became pregnant in the trials, PrEP was not associated
increased risk of spontaneous abortion. One trial, the Partners PrEP trial, also found no differences between PrEP and placebo in pregnancy rate, risk of preterm birth, birth

anomalies, or postpartum infant mortality.62

Estimate of Magnitude of Net Benefit

The USPSTF found convincing evidence that PrEP is of substantial benefit in decreasing the risk of HIV infection in persons at high risk of HIV acquisition. The USPSTF als
found convincing evidence that adherence to PrEP is highly correlated with its efficacy in preventing the acquisition of HIV infection; thus, adherence to PrEP is central to
realizing its benefit. The USPSTF found adequate evidence that PrEP is associated with small harms, including renal and gastrointestinal adverse effects. The USPSTF
concludes with high certainty that the magnitude of benefit of PrEP with oral tenofovir disoproxil fumarate—based therapy to reduce the risk of acquisition of HIV infection in
persons at high risk is substantial.

How Does Evidence Fit With Biological Understanding?

HIV is an RNA retrovirus that infects immune cells, in particular CD4" T cells. Antiretroviral agents interfere with 1 of several steps in viral infection and replication, such as -

entry into CD4+ cells, reverse transcription of viral RNA into DNA, integration of the viral genome into the host genome, and assembly of HIV proteins and RNA into new viru
Tenofovir disoproxil fumarate and emtricitabine are both reverse transcriptase inhibitors and have favorable safety profiles. Tenofovir disoproxil fumarate achieves particularl

high concentrations in rectal tissue, and emtricitabine achieves high concentrations in the female genital tract.5* The possibility of using PrEP to prevent HIV transmission w:

suggested by the success of antiretroviral agents in preventing mother-to child transmission of HIV and their use as postexposure prophylaxi565'67 and was demonstrated in
several animal models, including 1 model showing that tenofovir disoproxil fumarate and emtricitabine decreased the risk of rectal transmission of simian immunodeficiency

in macaques.68

Response to Public Comment

A draft version of this recommendation statement was posted for public comment on the USPSTF website from November 20, 2018, to December 26, 2018. In response to
public comment, the USPSTF clarified language describing risk groups and high-risk activities in the Clinical Considerations section. In the same section, the USPSTF also
added information about the high burden of HIV in transgender women and the risk of HIV transmission in persons living with HIV who have a suppressed viral load. The
USPSTF also added details on the likelihood that specific activities will lead to the transmission of HIV and on the prevalence of HIV in different groups. The USPSTF addre:
stigma, barriers to access to care, and racial/ethnic disparities as obstacles to the use of PrEP by persons and groups at high risk.

The USPSTF received comments requesting that it include a meta-analysis69 examining the effects of PrEP on the risk of STls in the evidence reviewed for this
recommendation. In response, the USPSTF notes that it reviewed that particular meta-analysis; however, because of methodologic limitations of the studies included in the
meta-analysis, such as not adjusting for differential STI testing rates and use of self-report to determine baseline STl rates, it was not included in the body of evidence
considered for this recommendation. Last, the USPSTF added the American College of Obstetricians and Gynecologists committee opinion on the use of PrEP to the
Recommendations of Others section.




The 2017 CDC guidelines recommend PrEP with tenofovir disoproxil fumarate/emtricitabine as an HIV prevention option for men who have sex with men, heterosexually act
men and women, and persons who inject drugs who are at substantial risk of HIV infection, with tenofovir disoproxil fumarate monotherapy as an alternative for heterosexua

active men and women and persons who inject drugs and who are at substantial risk.2 The American College of Obstetricians and Gynecologists suggests that, in combinati
with other proven HIV-prevention methods, PrEP may be a useful tool for women at highest risk of HIV acquisition and that such women should be considered candidates fo

PrEP.”? 2016 World Health Organization guidance recommends offering PrEP containing tenofovir disoproxil fumarate as an additional prevention choice for persons at
substantial risk of HIV infection (provisionally defined as HIV incidence higher than 3 cases/100 person-years) as part of HIV prevention approaches.71

The US Preventive Services Task Force (USPSTF) members include the following individuals: Douglas K. Owens, MD, MS (Veterans Affairs Palo Alto Health Care System,
Alto, California, and Stanford University, Stanford, California); Karina W. Davidson, PhD, MASc (Feinstein Institute for Medical Research at Northwell Health, Manhasset, Ne
York); Alex H. Krist, MD, MPH (Fairfax Family Practice Residency, Fairfax, Virginia, and Virginia Commonwealth University, Richmond); Michael J. Barry, MD (Harvard Medic
School, Boston, Massachusetts); Michael Cabana, MD, MA, MPH (University of California, San Francisco); Aaron B. Caughey, MD, PhD (Oregon Health & Science Universi
Portland); Susan J. Curry, PhD (University of lowa, lowa City); Chyke A. Doubeni, MD, MPH (University of Pennsylvania, Philadelphia); John W. Epling Jr, MD, MSEd (Virgin
Tech Carilion School of Medicine, Roanoke); Martha Kubik, PhD, RN (Temple University, Philadelphia, Pennsylvania); C. Seth Landefeld, MD (University of Alabama at
Birmingham); Carol M. Mangione, MD, MSPH (University of California, Los Angeles); Lori Pbert, PhD (University of Massachusetts Medical School, Worcester); Michael
Silverstein, MD, MPH (Boston University, Boston, Massachusetts); Melissa A. Simon, MD, MPH (Northwestern University, Evanston, lllinois); Chien-Wen Tseng, MD, MPH,
MSEE (University of Hawaii, Honolulu, and Pacific Health Research and Education Institute, Honolulu, Hawaii); John B. Wong, MD (Tufts University School of Medicine, Bos
Massachusetts).
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