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DEPARTMENT OF HEALTH AND
HUMAN SERVICES; and XAVIER
BECERRA, in his official capacity as
Secretary of the Department of
Health and Human Services,

Defendants.

I. INTRODUCTION

1. The availability of medication abortion has never been more
important. As states across the country have moved to criminalize and civilly
penalize abortion, the Plaintiff States have preserved the right to access abortion
care, and have welcomed people from other states who need abortion care. The
extremely limited availability of abortion in other states, and the growing threat
to abortion access nationwide, makes patients’ access to medication abortion
paramount. Medication abortion through a combination of mifepristone and
misoprostol 1s the “gold standard” for early termination of pregnancy, used by
the majority of people in the U.S. who choose to have an abortion.

2. More than 22 years ago, the United States Food and Drug
Administration (FDA) approved mifepristone (under the brand name Mifeprex)
to be used with the drug misoprostol, in a two-drug medication regimen to end
an early pregnancy. Approval was based on a thorough and comprehensive
review of the scientific evidence, which established that mifepristone is safe and

effective.
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3. Since this regimen was approved in 2000, mifepristone has been
used approximately 5.6 million times in the United States.! As FDA
acknowledged in 2016, mifepristone “has been increasingly used as its efficacy
and safety have become well-established by both research and experience, and
serious complications have proven to be extremely rare.”? Mifepristone is safer
than many other common drugs FDA regulates, such as Viagra and Tylenol.

4. Medication abortion is now the most common method of abortion
in the United States. For example, almost 60% of abortions in Washington State
are medication abortions.

5. But FDA has continued to hamper access by singling out
mifepristone—and the people in the Plaintiff States who rely on it for their
reproductive health care—for a unique set of restrictions known as a
Risk Evaluation and Mitigation Strategy (REMS). The restrictions on

mifepristone are a particularly burdensome type of REMS known as Elements to

'FDA, Mifepristone U.S. Post-Marketing Adverse Events Summary
through 06/30/2022, https://www.fda.gov/media/164331/download
(“Mifepristone U.S. Post-Marketing Adverse Events”), attached hereto as Ex. A.

’FDA, Ctr. for Drug Evaluation & Research, No. 0206870rigls020,
Mifeprex Medical Review(s) at 12 (Mar. 29, 2016),
https://www.accessdata.fda.gov/drugsatfda docs/nda/2016/0206870rigls020M
edR.pdf (“FDA 2016 Medical Review”), attached hereto as Ex. B.
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Assure Safe Use (ETASU), which strictly limit who can prescribe and dispense
the drug. FDA’s decision to continue these burdensome restrictions in
January 2023 on a drug that has been on the market for more than two decades
with only “exceedingly rare” adverse events has no basis in science. It only serves
to make mifepristone harder for doctors to prescribe, harder for pharmacies to
fill, harder for patients to access, and more burdensome for the Plaintiff States
and their health care providers to dispense.’ Not only that, but the REMS require
burdensome documentation of the patient’s use of mifepristone for the purpose
of abortion, making telehealth less accessible and creating a paper trail that puts
both patients and providers in danger of violence, harassment, and threats of
liability amid the growing criminalization and outlawing of abortion in other
states.

6. FDA has imposed REMS for only 60 of the more than 20,000* FDA-
approved prescription drug products marketed in the U.S. These cover dangerous
drugs such as fentanyl and other opioids, certain risky cancer drugs, and high-

dose sedatives used for patients with psychosis.’

SEx. B (FDA 2016 Medical Review) at 47.

*Office of the Commissioner, FDA at a Glance: FDA Regulated Products
and Facilities, FDA (Nov. 2021), https://www.fda.gov/media/154548/download.

.
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7. This case is about whether it is improper and discriminatory for
FDA to relegate mifepristone—a medication that has been used over 5 million
times with very low rates of complications, very high rates of efficacy, and which
is critical to the reproductive rights of the Plaintiff States’ residents, as well as
visitors who travel to the Plaintiff States to seek abortion care—to the very
limited class of dangerous drugs that are subject to a REMS.

8. The Plaintiff States seek an order directing FDA to follow the
science and the law. The Court should order FDA to remove the unnecessary
January 2023 REMS restrictions that impede and burden patients’ access to a
safe, proven drug that is a core element of reproductive health care in the Plaintiff
States.

II. JURISDICTION AND VENUE

0. The Court has subject matter jurisdiction under 28 U.S.C. § 1331,
as this is a civil action arising under federal law, and under 5 U.S.C. § 702, as
this is a civil action seeking judicial review of a final agency action.

10.  This action for declaratory and injunctive relief is authorized by
28 U.S.C. §§ 2201 and 2202, by Federal Rules of Civil Procedure 57 and 65, and
by the inherent equitable powers of this Court.

11.  The Court has personal jurisdiction over Defendants pursuant to
28 U.S.C. § 1391(e) because Defendants are agencies and officers of the

United States.
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12.  Venue is proper in this district pursuant to 28 U.S.C. § 1391(a)
because this is a judicial district in which Plaintiff State of Washington resides.
Defendants’ policies adversely affect the health and welfare of residents in the
Plaintiff States, including in this district, and harm the financial interests of the
Plaintiff States, including Washington. Abortion access is far more limited in
Eastern Washington than in Western Washington, with the State’s clinics

concentrated in urban areas and the I-5 corridor.

III. PARTIES

Washington

13. The Attorney General is the chief legal adviser to the State. The
Attorney General’s powers and duties include acting in federal court on behalf of
the State on matters of public concern.

14.  As an operator of medical facilities that provide reproductive health
care services and pharmacies that dispense mifepristone, Washington is directly
subject to the January 2023 REMS and has standing to vindicate its proprietary
interests in delivering high-quality patient care.

15.  Washington also has standing because the 2023 REMS creates and
maintains substantial and costly administrative burdens for State-operated

hospitals, clinics, and pharmacies.

ATTORNEY GENERAL OF WASHINGTON
COMPLAINT 6 Complex Litigation Division
800 Fifth Avenue, Suite 2000
Seattle, WA 98104-3188
(206) 464-7744




10
11
12
13
14
15
16
17
18
19
20
21
22

Case 1:23-cv-03026 ECF No. 1 filed 02/23/23 PagelD.7 Page 7 of 87

16. Washington additionally brings this suit in its capacity as
parens patriae to protect its quasi-sovereign interest in the health and well-being
of Washington residents.

Oregon

17.  Plaintiff State of Oregon is represented by its Attorney General, who
is the chief law officer for the State. Oregon has a strong interest in the proper
provision of health care within the state, particularly at public hospitals, and joins
in its capacity as parens patriae to protect its quasi-sovereign interest in the health
and well-being of Oregon residents.

Arizona

18. The Attorney General is the chief legal adviser to the State. The
Attorney General’s powers and duties include acting in federal court on behalf of
the State on matters of public concern.

19.  Asthe operator of facilities that provide reproductive health care and
pharmaceutical services, Arizona is directly subject to the January 2023 REMS
and has standing to vindicate it proprietary interests in delivering high-quality
patient care.

20. Arizona also has standing because the 2023 REMS create and
maintain substantial and costly administrative burdens for health care and

pharmaceutical services provided in state owned or operated facilities.
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21.  Arizona additionally brings this suit in it capacity as parens patriae
to protect its quasi-sovereign interest in the health and well-being of Arizona
residents.

Colorado

22. Plaintiff the State of Colorado 1s a sovereign state of the
United States of America. This action is brought on behalf of the State of
Colorado by Attorney General Phillip J. Weiser, who is the chief legal
representative of the State of Colorado, empowered to prosecute and defend all
actions in which the state is a party. Colo. Rev. Stat. § 24-31-101(1)(a).

Connecticut

23. The State of Connecticut is a sovereign state. The Attorney General
is Connecticut’s chief civil legal officer, responsible for supervising and litigating
all civil legal matters in which Connecticut is an interested party, including
federal court matters.

24.  Medication abortion is indispensable to reproductive health care in
Connecticut. According to the Centers for Disease Control, more than 65% of
Connecticut abortions are medication abortions using mifepristone.

25.  Access to mifepristone for medicated abortions is increasingly
critical in Connecticut. An ongoing wave of hospital closures and consolidations

threaten to leave swaths of the state without access to on-site reproductive
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healthcare, even as demand for abortion care has increased in the aftermath of
Dobbs.

26. Connecticut is directly subject to the January 2023 REMS and has
standing to vindicate its proprietary interests in delivering high-quality patient
care. Connecticut funds and operates the John Dempsey Hospital of the
University of Connecticut Health Center (UConn Health) and its associated
pharmacy. The Hospital provides reproductive health services, including
prescribing mifepristone for medication abortions. The pharmacy dispenses
mifepristone to patients.

27.  Connecticut also has standing because the 2023 REMS create and
maintain substantial and costly administrative burdens, including burdens to
UConn Health and its associated pharmacy.

28. Connecticut additionally brings this suit in its capacity as
parens patriae to protect is quasi-sovereign interest in the health and well-being
of Connecticut residents.

Delaware

29. Plaintiff the State of Delaware is a sovereign state of the
United States of America. This action is brought on behalf of the State of
Delaware by Attorney General Kathleen Jennings, the “chief law officer of the

State.” Darling Apartment Co. v. Springer, 22 A.2d 397, 403 (Del. 1941).
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Attorney General Jennings also brings this action on behalf of the State of
Delaware pursuant to her statutory authority. Del. Code Ann. tit. 29, § 2504.
Wlinois

30. Plaintiff the State of Illinois is a sovereign state of the United States
of America. This action is brought on behalf of the State of Illinois by Attorney
General Kwame Raoul, the State’s chief legal officer. See I1l. Const. art. V, § 15;
15 ILCS 205/4.

31. Illinois has standing because the 2023 REMS create barriers to
accessing medically necessary abortion and miscarriage care, leading to
subsequent health care costs, including emergency care, some of which is borne
by the state through Medicaid expenditures.

32. Illinois additionally brings this suit in its capacity as parens patriae
to protect its quasi-sovereign interest in the health and well-being of Illinois
residents.

Attorney General of Michigan

33.  Attorney General Dana Nessel is the chief legal adviser to the State
of Michigan. The Attorney General’s powers and duties include acting in federal
court on behalf of the State on matters of public concern.

34. The Attorney General brings this suit in her capacity as
parens patriae to protect its quasi-sovereign interest in the health and well-being

of Michigan residents.
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Nevada

35. Plaintiff State of Nevada is represented by its Attorney General. The
Attorney General is the chief legal officer of the State.

36. The Nevada Attorney General may commence or defend a suit in
state or federal court when in his opinion a suit is necessary to protect and secure
the interest of the State.

37. Nevada provides reproductive healthcare services including
medication abortions using mifepristone.

38. Asaprovider of reproductive healthcare services, Nevada is subject
to the January 2023 REMS program.

39. Nevada has standing to challenge the REMS because it imposes
financial and administrative burdens on Nevada reproductive healthcare service
providers seeking to prescribe and distribute mifepristone for medication
abortions.

40. Nevada also has standing to challenge the program because the
program interferes with its inherent authority to provide for the health and welfare
of its residents. It imposes medically unnecessary barriers to Nevada’s provision
of reproductive healthcare using the least intrusive and most cost-effective

means.

COMPLAINT 11 ATTORNEY GENERAL OF WASHINGTON
Complex Litigation Division
800 Fifth Avenue, Suite 2000
Seattle, WA 98104-3188
(206) 464-7744




10
11
12
13
14
15
16
17
18
19
20
21
22

Case 1:23-cv-03026 ECF No. 1 filed 02/23/23 PagelD.12 Page 12 of 87

New Mexico

41. Plaintiff State of New Mexico, represented by and through its
Attorney General, is a sovereign state of the United States of America.
Attorney General Raul Torrez is the chief legal officer of the State of
New Mexico. He is authorized to prosecute all actions and proceedings on behalf
of New Mexico when, in his judgment, the interest of the State requires such
action. N.M. Stat. Ann. § 8-5-2(B). Likewise, he shall appear before federal
courts to represent New Mexico when, in his judgment, the public interest of the
state requires such action. N.M. Stat. Ann. § 8-5-2(J). This challenge is brought
pursuant to Attorney General Torrez’s statutory authority.

42. As an operator of medical facilities that provide reproductive health
care services and pharmacies that dispense mifepristone, New Mexico is directly
subject to the 2023 REMS and has standing to vindicate its proprietary interests
in delivering high-quality patient care.

43. New Mexico also has standing because the 2023 REMS will impose
substantial and costly administrative burdens for State-operated hospitals, clinics,
and pharmacies.

44. New Mexico additionally brings this suit in its capacity as
parens patriae to protect its quasi-sovereign interest in the health and well-being

of New Mexico residents.
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Rhode Island

45. The Rhode Island Attorney General is the chief legal officer for the
State of Rhode Island. The Rhode Island Attorney General’s powers and duties
include acting in federal court on behalf of the State on matters of public concern.

46. Rhode Island has standing because the 2023 REMS create barriers
to accessing medically necessary abortion and miscarriage care, leading to
subsequent health care utilization, including emergency care, some cost of which
is borne by the state through Medicaid expenditures.

47. Rhode Island additionally brings this suit in its capacity as
parens patriae to protect its quasi-sovereign interest in the health and well-being
of Rhode Island residents.

Vermont

48. The Attorney General is the chief legal adviser to the State. The
Attorney General’s powers and duties include representing the State in civil
causes when, in her judgment, the interests of the State so require.

49.  Vermont brings this suit in its capacity as parens patriae to protect
its quasi-sovereign interest in the health and well-being of Vermont residents.

Plaintiff States

50. The Plaintiff States collectively represent more than 59 million

Americans with protected rights to abortion care.
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Defendants

51. Defendant United States Food and Drug Administration (FDA) is an
agency of the federal government within the United States Department of Health
and Human Services (HHS). FDA is responsible for administering the provisions
of the federal Food, Drug, and Cosmetic Act that are relevant to this Complaint.

52. Robert M. Califf is the Commissioner of the United States Food and
Drug Administration and is sued in his official capacity. He is responsible for
administering FDA and its duties under the federal Food, Drug, and
Cosmetic Act.

53. Defendant HHS is a federal agency within the executive branch of
the federal government.

54.  Defendant Xavier Becerra is the Secretary of HHS and is sued in his
official capacity. He is responsible for the overall operations of HHS, including

FDA.

IV. ALLEGATIONS

A.  Statutory Background
55.  Under the Food, Drug and Cosmetic Act (FDCA), a new drug

cannot be marketed and prescribed until it undergoes a rigorous approval process
to determine that it is safe and effective. See generally 21 U.S.C. § 355. An
approved prescription medication is subject to robust safeguards to ensure that it

is used safely and appropriately, including the requirement of a prescription by a

COMPLAINT 14 ATTORNEY GENERAL OF WASHINGTON
Complex Litigation Division
800 Fifth Avenue, Suite 2000
Seattle, WA 98104-3188
(206) 464-7744




10
11
12
13
14
15
16
17
18
19
20
21
22

Case 1:23-cv-03026 ECF No. 1 filed 02/23/23 PagelD.15 Page 15 of 87

licensed medical provider, patient informed-consent laws, scope of practice laws,
professional and ethical guidelines, and state disciplinary laws regulating the
practice of medicine and pharmacy, as well as additional warnings, indications,
and instructions that FDA may impose specific to the medication.

56. FDA relies on this set of safeguards to ensure the safe and effective
use of the vast majority of prescription drugs.

57. A “Risk Evaluation and Mitigation Strategy” (REMS) is an
additional set of requirements, beyond the usual network of safeguards, that FDA
may impose in the rare case when—and only when—*necessary to ensure that
the benefits of the drug outweigh the risks of the drug[.]”
21 U.S.C. § 355-1(a)(1).

58. The most burdensome type of REMS are “Elements to Assure Safe
Use” (ETASU), which FDA may impose only when necessary because of a
drug’s “inherent toxicity or potential harmfulness.” Id. § 355-1(f)(1).

59. By statute, FDA may impose ETASU only for medications that
demonstrate risks of serious side effects such as death, incapacity, or birth
defects, and only where the risk of side effects is sufficiently severe that FDA
could not approve, or would have to withdraw approval of, the medication, absent
the ETASU. Id. §§ 355-1(b)(5), (H)(1)(A).

60. ETASU must not be “unduly burdensome on patient access to the

drug, considering in particular . . . patients in rural or medically underserved
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areas,” and must “minimize the burden on the health care delivery system][.]”
1d. §§ 355-1(H)(2)(C)—~D).

61. In light of these stringent statutory limitations, REMS, and in
particular an ETASU, are exceptionally rare: of the more than 20,000 prescription
drug products approved by FDA and marketed in the U.S.,® there are only
60 REMS in place, 56 of which include an ETASU, covering dangerous drugs

like fentanyl and other opioids.’

B. FDA’s Approval of Mifepristone and the History of the Mifepristone
REMS Program

62. The current FDA-approved regimen for the medical termination of
early pregnancy involves two drugs: (1) mifepristone, which interrupts early
pregnancy by blocking the effect of progesterone, a hormone necessary to
maintain a pregnancy, and (2) misoprostol, which causes uterine contractions that
expel the pregnancy from the uterus. Shortly after taking mifepristone and then

misoprostol, a patient will experience a miscarriage.®

SSupran.5.

'Ex. C (FDA Approved REMS).

5Taken alone, misoprostol also acts as an abortifacient—but it is less
effective and causes more negative side effects than the mifepristone/misoprostol
regimen. Misoprostol, however, it is not subject to a REMS; patients may obtain

it from any provider and have it filled at retail or mail-order pharmacies.
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63. Mifepristone was first approved for medical termination of early
pregnancy in France in 1988 and its approval expanded to the United Kingdom
and European countries throughout the 1990s.

64. In 1996, the Population Council, a non-profit organization based in
the United States, sponsored a New Drug Application (NDA) for Mifeprex for
use in combination with misoprostol for the medical termination of early
pregnancy. In 1999, the Population Council contracted with Danco Laboratories,
L.L.C. (Danco) to manufacture and market the medication.

65. FDA approved the marketing of mifepristone under the brand name
Mifeprex in September 2000, concluding that mifepristone is safe and effective
for medical termination of intrauterine pregnancy through 49 days’ gestation
when used in a regimen with the already-approved drug, misoprostol. In granting
its approval, FDA extensively reviewed the scientific evidence and determined
that mifepristone’s benefits outweigh any risks. !

66. FDA’s review included three clinical trials that together involved
4,000 women: two French trials that were complete at the time of the application,

and one then-ongoing trial in the United States for which summary data on

FDA NDA 20-687 Approval Memo, Sept. 28, 2000, attached hereto as
Ex. D.

"Food and Drug Administration Approval and Oversight of the Drug
Mifeprex, https://www.gao.gov/assets/gao-08-751.pdf, attached hereto as Ex. E.

ATTORNEY GENERAL OF WASHINGTON
COMPLAINT 17 Complex Litigation Division
800 Fifth Avenue, Suite 2000
Seattle, WA 98104-3188
(206) 464-7744



https://www.gao.gov/assets/gao-08-751.pdf
https://www.gao.gov/assets/gao-08-751.pdf
https://www.gao.gov/assets/gao-08-751.pdf

10
11
12
13
14
15
16
17
18
19
20
21
22

Case 1:23-cv-03026 ECF No. 1 filed 02/23/23 PagelD.18 Page 18 of 87

serious adverse events were available.!! FDA has explained that “[t]he data from
these three clinical trials . . . constitute substantial evidence that Mifeprex is safe
and effective for its approved indication in accordance with the [FDCA].”!2 FDA
also considered: (1) results from other European trials from the 1980s and 1990s
in which mifepristone was studied alone or in combination with misoprostol or
similar drugs; (2) a European postmarket safety database of over 620,000 women
who used medication to terminate a pregnancy, approximately 415,000 of whom
had received a mifepristone/misoprostol regimen'?; and (3) data on the drug’s
chemistry and manufacturing. '

67. Despite the strong findings on the safety and efficacy of Mifeprex
from clinical trials and European post-market experience, FDA originally
approved Mifeprex under Subpart H of the FDCA regulations (the predecessor

to the REMS statute) and imposed “restrictions to assure safe use”—a restricted

"1d. at5.

122016 FDA Letter to Am. Ass’n of Pro-Life Obstetricians &
Gynecologists, Christian Medical & Dental Ass’ns, and Concerned Women for
Am. denying 2002 Citizen Petition, Docket No. FDA-2002-P0364 (Mar. 29,
2016) (Citizen Petition Denial) at 8, Mar. 29, 2016, attached hereto as Ex. F.

BId. at 8.

M“Ex. E, supran.11.
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distribution system—as a condition of approval.!'® For example, FDA imposed an
in-person  dispensing requirement (later “ETASU C,” pursuant to
21 U.S.C. § 355-1(H)(3)(C)) and permitted the drug to be dispensed only in a
hospital, clinic, or medical office, by or under the supervision of a “certified
provider” (discussed more below), who at that time could only be a physician.
FDA also imposed a prescriber-certification ETASU (later “ETASU A,”
pursuant to 21 U.S.C. § 355-1(f)(3)(A)), which prohibited health care providers
from prescribing the drug unless they first attested to their clinical abilities in a
signed form kept on file by the manufacturer, and agreed to comply with
reporting and other REMS requirements. FDA also imposed a Patient Form
ETASU (later “ETASU D,” pursuant to 21 U.S.C. § 355-1(f)(3)(D)), requiring
the prescriber and patient to review and sign a special form with information
about the mifepristone regimen and risks, and required the prescriber to provide
the patient with a copy and place a copy in the patient’s medical record. The same
information contained in the patient form 1is also included in the
“Medication Guide” that is part of the FDA-approved labeling provided to

patients with mifepristone.

15 Although the Subpart H regulations are sometimes referred to as FDA’s
“accelerated approval” regulations, FDA has explained elsewhere that its 2000
approval of Mifeprex, which occurred more than four years after the new drug

application was submitted to FDA, did not involve an accelerated review.
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68. FDA’s decision to subject Mifeprex to an ETASU under Subpart H
was highly unusual. In the fifteen years from 1992 (the year the Subpart H
regulations were promulgated) to February 2007 (just before the creation of the
REMS statute), only seven NDAs, including Mifeprex, were approved subject to
ETASU under Subpart H.'® By comparison, FDA approved 961 NDAs with no
additional restrictions in the roughly thirteen years from January 1993 to
September 2005.!7

69. The Food and Drug Administration Amendments Act of 2007
effectively replaced Subpart H of the FDCA regulations with the REMS statute.
All drugs previously approved under Subpart H—including Mifeprex—were
deemed by the Amendments Act to have a REMS in place. Following passage of
the 2007 FDCA, Mifeprex continued to be subject to the same ETASU as before.

70. In 2011, FDA issued a new REMS for Mifeprex incorporating the

same restrictions under which the drug was approved eleven years earlier.

16]d. at 27.

7U0.S. Gov’t Accountability Off., New Drug Development: Science,
Business, Regulatory, and Intellectual Property Issues Cited as Hampering Drug
Development Efforts, GAO-07-49, 20 (Nowv. 2006),

http://www.gao.gov/assets/gao-07-49.pdf.
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71.  In 2013, FDA reviewed the existing REMS and reaffirmed the
restrictions already in place.!®

72.  In May 2015, Mifeprex’s manufacturer (Danco) submitted a
supplemental NDA proposing to update the label to reflect evidence-based
practice across the country—mainly, the use of 200 mg of mifepristone instead
of 600 mg. In July 2015, Danco also submitted its statutorily required REMS
assessment, proposing minor modifications.

73.  This submission prompted a review of the Mifeprex label and
REMS by FDA in 2015-2016. As part of that review, FDA received letters from
more than 40 medical experts, researchers, advocacy groups, and professional
associations who asked, inter alia, that the REMS be eliminated in their entirety.

74.  Signatories requesting that FDA eliminate the Mifeprex REMS
included the American College of Obstetricians and Gynecologists (ACOG), the
leading professional association of physicians specializing in the health care of
women, which represents 58,000 physicians and partners in women’s health; the
American Public Health Association (APHA), the nation’s leading public health
organization; the Director of Stanford University School of Medicine’s Division
of Family Planning Services and Research; the Chair of the Department of

Obstetrics and Gynecology at the University of New Mexico School of Medicine;

BFDA Final Risk Evaluation and Mitigation Strategy (REMS) Review
(Oct. 10, 2013), attached hereto as Ex. G.
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and the Senior Research Demographer in the Office of Population Research at
Princeton University.

75.  As one letter explained: “Although the FDA may have decided
15 years ago that the balance of risk and burden came out in favor of restricting
mifepristone’s indicated use and distribution, today both science and the current
conditions surrounding patient access to abortion care call strongly for a
reevaluation of the mifepristone label and REMS restrictions, especially its
Elements to Assure Safe Use (ETASU).”! In asking FDA to “[e]liminate the
REMS and ETASU for mifepristone,” the letter specifically asked FDA to,
among other things, (i) “[e]liminate the Prescriber Agreement certification
requirement” and (i) “remove the confusing and unnecessary
Patient Agreement.”?’
76. The signatory organizations explained that the

Prescriber Agreement certification requirement should be eliminated, because,

among other things?':

YL etter from SFP, et al., to Stephen Ostroff, M.D., Robert M. Califf, M.D.,
& Janet Woodcock, M.D., 1 (Feb. 4, 2016) (SFP Letter to FDA), attached hereto
as Ex. H.

21d. at 24,

211d. at 3.
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“The Prescriber’s Agreement is unnecessary for the safe
dispensation of mifepristone. . . . [H]ealth care professionals are
already subject to many laws, policies, and ordinary standards of
practice that ensure they can accurately and safely understand and
prescribe medications. Provider certification is not required for
health care professionals to dispense other drugs, including drugs
that carry black box, or boxed, warnings about their medical risks.
Accutane, for example, has a boxed warning that describes the
potential risks of the drug, but Accutane prescribers are not required
to submit a certification form in order to prescribe it. Mifeprex also
has a boxed warning and there is no medical reason for a
Prescriber’s Agreement to be required in addition.”

“The Prescriber’s Agreement forces providers to identify themselves
as abortion providers to a centralized entity (Danco Laboratories)
inspected and regulated by the FDA, which could discourage some
from offering medication abortion care to their patients. In 2014,
more than half of U.S. health care facilities that provide abortions
(52%) experienced threats and other types of targeted intimidation,
and one in five experienced severe violence, such as blockades,
invasions, bombings, arsons, chemical attacks physical violence,
stalking, gunﬁre, bomb threats, arson threats, or death threats.
Robert Dear’s November 27, 2015, standoff at a
Planned Parenthood health center in Colorado, which resulted in
three deaths, provides one recent and chilling example of
anti-abortion violence. Given such escalating harassment and
violence against known abortion providers, clinicians may be
understandably reluctant to add their names to a centralized database
of mifepristone providers.”

“The Prescriber’s Agreement would be incompatible and
unnecessary if there were an expanded distribution system. If
dispensing venues are expanded as proposed . . . ordinary standards
of practice and state regulations would govern pharmacists’ and
providers’ distribution of mifepristone, and a specific certification
process would be unnecessary. Furthermore, a distribution system
that incorporates the Prescriber’s Agreement would be extremely
difficult to maintain as a practical matter. Pharmacists would need
to check the certification status of each prescriber before filling a
prescription, which they do not normally have to do when filling
other prescriptions.”
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77. The organizations also argued that the Patient Agreement was

unnecessary, explaining: “This requirement is medically unnecessary and

interferes with the clinician-patient relationship. It should be eliminated

entirely.”?

78.  The letter also urged FDA to “[c]onsider the current legal and social

climate,” explaining that “[t]he overall legal and social climate around abortion

care intensifies all of the burdens that the mifepristone REMS places on patients

and makes it even more critical that the FDA lift medically unnecessary

restrictions on the drug.”* The letter concludes:

Mifepristone continues to hold immense promise for patient access
to a safe and effective early abortion option, but medically
unnecessary regulations are impeding its full potential. Extensive
scientific and clinical evidence of mifepristone’s safety and
efficacy, and the ever-increasing burden on patient access to
abortion care, clearly demonstrate that mifepristone’s REMS
program is not needed to protect patients. In light of the FDA’s
statutory mandate from Congress to consider the burden caused to
patients by REMS, and the agency’s own stated commitment to
ensuring that the drug restrictions do not unduly burden 4patient
access, we ask that the FDA lift mifepristone’s REMS . . . .2

79. FDA summarized these “Advocacy Group Communications” as

follows:

2]1d. at 4.
3Id. at 5.
241d. at 6.
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The Agency received three letters from representatlves from
academia and various professional organizations. ... In general,
these advocates requested FDA to revise labeling in a manner that
would reflect current clinical practice, including the new dose
regimen submitted by the Sponsor, and proposing to extend the
gestational age through 70 days. Other requests were that the
labeling not require that the drug-taking location for both Mifeprex
and misoprostol be restricted to the clinic, and that labeling not
specify that an in-person follow-up visit is required. The advocates
also requested that any licensed healthcare provider should be able
to prescribe Mifeprex and that the REMS be modified or eliminated,
to remove the Patient Agreement and eliminate the prescriber
certlﬁcatlon Whlle allowing Mifeprex to be dispensed through retail
pharmacies.?

80. A multidisciplinary FDA review team considered the requested
changes. This review concluded that “no new safety concerns have arisen in
recent years, and that the known serious risks occur rarely,” and that “[g]iven that
the numbers of . . . adverse events appear to be stable or decreased over time, it
is likely that . . . serious adverse events will remain acceptably low.”?

81.  Following the multidisciplinary review team’s analysis, FDA made
several changes to Mifeprex’s indication, labeling, and REMS. Relying on safety

and efficacy data from multiple studies, FDA increased the gestational age limit

from 49 to 70 days.?” FDA also reduced the number of required in-person clinic

2FDA, Ctr. for Drug Evaluation & Research, 0206870rigls020,
Cross Discipline Team Leader Review 25 (Mar. 29, 2016), attached as Ex. I.

2Ex. B (FDA 2016 Medical Review) at 9, 39, 47, 49.

>"The overwhelming majority (80%) of abortions occur within the first 70

days (10 weeks) of pregnancy. Katherine Kortsmit, et al., Abortion Surveillance
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