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Family Physicians“NYSAFP’), SisteSong Womenof Color Reproductive Justice Collective
(“SisterSong”), and Honor MacNaughton, Miiave filed ecivil action against the United States
Food and Drug AdministrationEDA”), FDA Commissionetephen M. Hahn, thénited States
Department of Health and Human Serviceé$H{S’), andSecretary of Health and Human Services
Alex Azar (“the Secretaty, challenging the enforcemeduring the COVIBD19 pandemif
certainFDA requirements relating io-persondispensing and signature requiremdotsan oral
medicationused to induce aabortionor to manage miscarriage Plaintiffs have filed a Motion
for a Preliminary Injunction seeking an order barring the enforcement of thesenegpiis during
the pandemic. The Motion is fully briefed, and the Court held a hearing on the Motion on June 19,
2020. For the reasons set forth beldWaintiffSs Motion for a Preliminary Injunction is
GRANTED IN PART and DENIED IN PART.
BACKGROUND

Medication Abortion

On September 282000, FDA approvedMifeprex, the brand name for the drug
mifepristone (collectively;mifepristoné), asthe first nonsurgical abortion drug that, when taken
in conjunction with another drug, misoprostol, cause the earlierminaton of anintrauterire
pregnancy. In 2019, FDA approved a generic versianifdpristone. The use ofmifepristone
and misoprostato cause an abortion, referred to asedication abortions a twepart regimen
(“the Mifepristone-MisoprostdRegimeri). First, the patient takes mifepristonesiagle 200 mg
tablet taken orally. Mepristone blocks the body receptors for the hormone necessary to sustain
pregnancy, which then causes the pregnancy tissue and lining of the uterus to break down and
separate from the uterinealk Then,24 to 48 hours after taking mifepristortee patient takes

misoprostol,another oral medication.Misoprostol causes uterine contractions that expel the
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contents of the uterusAs a resultpbetween2 and24 hours after taking misoprostol, the patient
will experience cramping and bleeding that signals the pregnancy is being expelled.

The use of mifepristone in conjunction with misoprogdalso a widelyaccepted medical
regimento manage a miscarriagé/hile misoprostol alone has been prescribed after a miscarriage
to completely expel the pregnandgking mifepristone firstlecreases the need for a follon,
in-office procedure to fully evacuate the uterus.

. FDA Regulation

WhenFDA first approvednifepristonan 2000, it recognized that the drug carried serious
risks such as an incomplete abortion or serious bleedimganl effort to mitigate potential
complications, FDA put in place several restrictions on dispensingdiatributing the drug
includingthat the drug be prescribed only by a qualified physician and thaadrbmisteed in a
hospital, clinic, or medical office only by or under the supervision of such a physic&®07,

FDA deemedhe imposed restrictions to be an approved Risk Evaluation and Mitigation Strategy
(“REMS’), a statutorily authorized designation which allows for additional FB#trictions
beyond those set forth on tdeug’s labeling. Under the Federal Food, Drug, and Cosmetic Act
(“FDCA"), 21 U.S.C.88 301-399i (2018)the federal government can enforce REMS against
healthcare providemndthe manufacturer of the drug, known as‘ttieig sposor.” Sege.g, 21
U.S.C. 8§ 355(p)(1)(B) (prohibiting a person from introducing or delivering a new drug into
interstate commerce if the person fails to maintain compliance with the RE2W3);S.C. 8
333(f)(4)(A) (subjecting a drug manufacturer asrasponsible persénto civil penalties for
violations of the REMS scheme).

In 2011, FDAapproved the existingnifepristoneREMS with additional Elements to

Assure Safe Us€ ETASU"), a special category of REM#&n ETASU can be imposed on a drug
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thathas beerishown to beeffective’ but is “associated witla serious adverse drug experiénce
such that it can be approved only on the condition that the designated elemesattsséiesl 21
U.S.C. 8§ 3551(f)(3). The ETASU requirementsimposed in 2011 consisted gfovisions
mandatingthat the drug be prescribed only by speciadtified physiciansthat it be dispensed
only in hospitals, clinics, or medical officeand that it be dispensed only with documentaiin@h
certain safaise conditionsvere met such assecuring thesignatureof the patient ora Patient
Agreementorm and providing that form and a Medication Guide to the patient.

In 2013,FDA reviewedthe existing REM&ndreaffirmed the elements already in place
Three years later, 2016, in response tosupplemental application by the drug spomeqresting
modifications to the REMS21 U.S.C. 8§ 358(g)(4), FDA conducted another review of the
existingmifepristoneREMS. In that review, FDA determined thatd new safety concerns have
arisen in recent years and that the known serious risks occur ramedithat “[g]iven that the
numbers of . . . adverse events appear to be stable or decreased over tik®dyithsd . . . serious
adverse events will remain acceptably [bw2016 Clinical Revievat 39, 47, 490ppn Mot. PI
Ex. 19,ECF No. 6211. As aresult of the review-DA made several changesthe REMS. Going
forward, FDA permitted certain nonphysicians to prescribe the drug as long/ asdbecertain
certification requirementsn part because the reviéwlearly demonstrate[d] that efficacythe
same with nofphysician providers compared to physiciankl. at 43. FDA als@liminaedthe
requirement that the drug laiministeredn a hospital, clinic, or medical officand instead
permitiedit to be sefadministered by the patient at a different locatlmased on the finding that
there is“no significant difference in either efficacy or safetipr women who take both
mifepristone and misoprostol at home as compared to women who take mifepatstonedical

office and misoprostol at homdd. at39. FDA also extended the gestational period during which
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the medication is @proved for usdrom seven weeks to ten weeks into a pregnanoy the
requests made during this REMS review, the drug sponsor did not askdonges toor
eliminationof, the requirement that the drug be dispensediarggrson at a healthcare facility

Mifepristoneis thus presently subject toree ETASUrequirements The first ETASU
requirement, adopted pursuant to tHeTASU A’ category which requires th&health care
providers who prescribe the drug have particular training or experience or aedlyspedified,
21 U.S.C. 8 358(f)(3)(A), provides thaprescriing healthcare providers must certify in a written
form submitted to the drug sponsor that they have certain required qualifications, thechlakty
to assess the duration of the pregnancy and to diagnose an ectopic pregnancy, and will comply
with specific use guidelines, including providing counseling about the risks Mitbpristone-
Misoprostol Regimen, providing and reviewing the Patient Agreement lasdigscussed below,
and recording the serial number of each package of mifepristone in i@ pahedical records

ThesecontETASUrequirementimposed under tHEETASU C’ categorywhich “requires
that the drug be dispensed to patients only in certain health care setdéibhdd,S.C. 8 355
1(H)(3)(c), provides thatnifepristonemay bedispensed only in a hospital, clinic, or medical office,
by or under the supervision of a certifiédalthcare provide(“the InPerson Dispensing
Requiremeri). Under this requirement, patients are petmittedto obtain mifepristone through
a maitorde or retail pharmacy do receive the medication by mail from thegalthcare provider
even if otherwise permitted kstate law. Of the approximately 1®rugs subject to ETASU,C
mifepristone is the only orfer which the patieninay takehe medicatioralone, wihout clinical
supervision.

The third ETASUrequirementadoptedunder the‘'ETASU D’ categorywhich provides

that the drug“be dispensed to patients with evidence or other documentation efissafe
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conditions,”21 U.S.C. 8§ 358.(f)(3)(D), requires that theertifiedhealthcare provider givecpy
of aPatient Agreement Forrdisclosing certain information abomifepristone andts risksto the
patient, that the healthcare provider review it with the patient and counsel her abasit tife
serbus complications, and that the patient sign the form acknowledging that she had read and
received the form and received the counselifigelanguage in th@atientAgreemenformcan
be read as requiring that the prescriber and pdieintthe same location when this paperwork is
completed as the formstatesabove the providés signature line: “The patient signed the
PATIENT AGREEMENT in my presence after | counseled her and answered all her quéstions
Mifepristone REMS Patient Agreement FornCompl. Ex. 2,ECF No. 14. In this action,
Plaintiffs challenge the present enforcement of both“thi$?erson Signature Requiremeand
the InPerson Dispensing Requirement (collectivethe“InPerson Requirementis”
[I1.  Current Mifepristone-Misoprostol Regimen

Under the current FDA requirementgytified healthcarproviders typically prescribe and
dispense the drugs for a medication abortion using the following regiffiest, the healthcare
providermust assess a patieneligibility for a medication abortionThis assessmeincludes
determining that the patient has been pregnant for less than the maximum ten weekgitieoe el
for a medication abortion and that the patient does not have an ectopic pregnancy, one in which
the fertilized egg is growing outside the uteruspadition which would disqualify the patient for
the Mifepristone-Misoprostol Bgimen. FDA does not restrict where and how this initial
assessment is conducteBased on the healthcare providgdrest medical judgmenit, may take
place in person and magquirean ultrasound or blood work to establish the existence of a
pregnancy. Inrecenttimes, the assessment has also occuinedg #mbugh remote technologies

such as a video connection over the internet, referred telewedicine through which the
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healthcare provider makes the necessary determinations batwesl matients reported medical
history, last menstrual period, results of etleg-counter pregnancy tests, and sympto@sce a
patient has been deemed ddigi for a medication abortion, the patient is counseled on the risks
and alternativesand the healthcare provider reviews with the patient other required information.
After the healthcare provider has obtained the pasiénformed consent, the prescriptions for
mifepristone and misoprostol are issued. At this stagdyehkhcare providegives the patient
specific instructions for the use of the drugs and foligwvecare, including information about
potentially serious complications and how to addtiess if they arise.

If not already athe healthcare providerhospital, clinic, or medical officéhe patient then
visits that facility to pick up the prescribed mifepristone. While onsite, the patient musthgign
Patient AgreementForm containing information about mifepristonand its riskspreviously
discussed during the consultatioBhe thenreceives a copy of the Patient Agreement Form and
the mifepristone Medication Guiderhich containsubstantially similar information Once the
patient fas the drug, she can take it orally at any location of her choosing, including at home.
Then, 24 to 48 hours later, tpatientorally takesmisoprostol which can be obtained through
retail or maitorder pharmag or at the same healthcare faciliffhat drug camalsobe taken at a
location of the patient’ choosingand the physical response to the drugs does not begin tmtil 2
24 hours aftemisoprostol is takenUnder airrent FDA labeling for mifepristone, tiealthcare
provider will havediscussed with the patierthe necessity oérranging to be in a comfortable
locationshortly after taking misoprostol when cramping and bleed#sgciated with the regimen
begin. Finally, patients are advised to follow up with thk@althcare provider to 14 days after
the completion of theMifepristoneMisoprostol Regimen to ensurat the abortion was

successful This consultation need not take place in person.
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V. COVID-19

COVID-19 is a highly contagious and ktereatening respiratory disease causedhiey t
SARSCoV-2 novel coronavirus that is transmitted throughpiratorytransmissionincluding
droplet and possibly aerosolized transmission, and the touching of continsuataces.
Reingold Declf{ 13-14,Mot. Pl Ex. 2,ECF No. 114. Becausanany individuals infected with
the coronavirus lack symptomand thedisease currentlfacks an effective vaccine, it is
exceedingly difficult to control its spreadd. { 17. Since the first confirmed case of COVI®
was reported in the United States late January 2020, the Cemstéor Disease Controand
Prevention (CDC’), a component of HHSasreportedthat there have beaverthreemillion
cases oCOVID-19, and overl 30000 deathsacross the nationSee Cases in the U,8..S. Ctrs.
For Disease Control & Prevention, https://www.cdc.gov/coronavirustp@b9/cases
updates/casedg-us.html (lasupdated July 1,02020)(*CDC, COVID-19 Cased).! At theinitial
peakof the pandemiin March202Q the CDC reported more thd®,000new COVID-19 cases
per day nationwide. See New Casdsy Day, U.S. Ctrs.For Disease Control & Preventipn
https://www.cdc.gov/coronavirus/20X@ov/casesipdates/casas-us.html(lastupdatediuly 9
2020) (‘CDC, New Gases by Ddajy. Now,duringJuly 2020, new casgeerday have surpassed
44,000 echdayso far this month Id. Worldwide, there have been more tHanmillion cases
and oveb45000 deathsCoronavirus Disease (COVHD9) Situation Report 171 World Health

Organization  (July 9 2020), https://www.who.int/docs/default-source/corona

1 At the hearing on the Motion, the parties agreed that the Court may take judicial notice of
updatel facts relating to the state of the COVID pandemic as of the date of the issuance of this
opinion. See United States v. GarcBb5 F.3d 615, 621 (4th Cir. 2017Jnder Federal Rule of
Evidence 201(b), the district court may judicially notice a fact that is not subjesatonable
dispute . . . This court and numerous others routinely take judicial notice of informatioimednta

on state and federal government websites.
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viruse/situatiorreports/20200709-covid-18trep-171.pdf?sfvrsn=9aba7ec7_2NHO, COVID-
19 Situation Repof}.

OnMarch 13, 2020, the President of the United States issued a proclamaliéaterethat
the“COVID-19 outbreak in the United States constitutes a national emefgamtyo authorize
the Secretary of HHS to temporarily waive or modify certain Medicare, Mediaatl health
insurance requirements for the duration of the public health emerg&esProclamation on
Declaring a National Emergency Concerning the Novel Coronavirus Disease (CTID
Outbreak, White House (Mar. 13, 20B), https://www.whitehouse.gov/presidential-
actions/proclamaticudeclaring-nationaémergencyconcerning-novel-coronavirugiseasecovid
-19-outbreak/. The Governors of all 50 stdtage declared a state of emergeacypublic health
emergencyand havessuedsome combination dftayathome ordes, restrictions on the operation
of businesseandrestaurants, anlimitations onsocial gatherings in response to the pandemic.
See Executive OrderSpuncil of State Gos, https://web.csg.org/covid19/executiveders/(last
visited July 7, 2020) Severalstates havealso banned elective surgeriescluding abortions,
becausef the pandemic.See, e.gIn re Rutledge956 F.3d 1018, 102@th Cir. 2020) Adams
& Boyle, P.C. v. Slaten®56 F.3d 913, 92¢th Cir. 2020).

A. Federal Agency Action

In response to tls unprecedented public healttrisis federal agencies haviesued
guidance or instituted waivers in recognitiontioé health risks associated wigatiert travel to
medical facilities during the pandemi©n January 31, 202theSecretary declared a public health
emergency“PHE’) pursuant to the Public Health Service Act, 42 U.S.C. § 247d (2(8&%.
Determination that a Public HealtBmergency ExistdHealth & Human Servs. (Jan. 31, 2020),

https://www.phe.gov/emergency/news/healthactions/phe/Pages/2019-nCoV.agmder this
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provision, theSecretarymay declaretha “a disease or disordgiresents a public health
emergency or that“a public health emergency, including significant outbreaks of infectious
diseases or bioterrorist attacks, otherwise ekit2.U.S.C8 247d(a) . Upon such a declaration,
the Secretarymay take such action as may be appropriate to respond to the pealib
emergency Id.

In March and April 2020F-DA informed drug sponsors for two specific drugs, Spravato
and Tysabiri, that during the pandemic it would not enftre@associated TASU C requirement
that a drug be administered or dispensed only atsaital, clinic, or medical office-the same
limitation imposed on mifepristoreeven thoughboth $ill mustbe administereth-person by a
physician. In March 202FDA alsoannounced that during the PHEyould not enforce certain
REMS ETASU requirementshat mandate that a patient undergo ceriaiperson procedures,
such as laboratorgests ofimaging studies such as magnetic resonance imagwtgI(), before
prescribing certain drugs, wiha health care professional exercising mddudgment determirse
that the patientan safely forgo the procedure. U.S. Food & Drug Admirolicy for Certain
REMS Requirements During the COVID Public Health Emergency: Guidance for Industry and
Health Care Professionalg, (Mar. 2020)https://www.fda.gov/media/136317/downloadDA,
COVID-19 REMS Guidanég (citedin Reingold Decl. 1 46).

Based onhis FHE declaration, the Secretary, with the concurrencehefActing
Administrator of theDrug Enforcement Administration“[@EA”), invoked the use ofthe
“telemedicine exceptidnn the Controlled Substances A§¢tCSA’), 21 U.S.C. § 802(54)(D),
which permit practitionersto forgo otherwise mandatory requiremeitiit they conduct an4n
person evaluatioof a patient beforerescribing certain controlled substances, including opioids,

and to permit them instead to rely on telemedicine to assess a patient befogeagseiscription.

10
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More broadly, HHS has acted to advance the use of telemedicine during the par@emic.
March 17, 2020the Secretaryannounced that HHS was taking measures to facitédgmedicine
so that ptientscan®access healthcare they need from their home, without worrying about putting
themselves or others at risk during the COMI®outbreak.”Secetary Azar Announces Historic
Expansion of Telehealth Access to Combat CGIA[ Health & Human Servs. (Mar. 17, 2020),
https://www.hhs.gov/about/news/2020/03/17/secretagrannouncesistoricexpansionsf-
telehealthaccesdo-combatcovid-19.html (‘Azar, Telehealth Announcemént That day,HHS
alsoannounced that it would waive penalties for good-faith violations of privacy requirements by
health care providers using standard online communications platforms such as Faaedime
Zoom to see patientsOCR Announces Notification of Enforcement Discretion for Telehealth
RemoteCommunications During thhCOVID19 Nationwide Public Health Emergendtyealth &
Human Servs. (Mar. 17, 2020https://www.hhs.gov/about/news/2020/03/17/ocr-announces-
notificationof-enforcementiscretionfor-telehealthremotecommunicationsiuring-the-covid-
19.html. Another HHS component agency, the Centers for Medicare and Medicaid Services
(“CMS"), temporarily expanded Medicare coverage to include a broader range of telemedicine
services during the pandemic*ionit risk of exposure and spread of the vifuBresident Trump
Expands Telehealth Benefits for Medicare Beneficiaries During CE&@IDutbreak Ctrs. For
Medicare & Medicaid Servs. (Mar. 17, 2020https://www.cms.gov/newsroom/press-
releases/presidettump-expandgelehealthibenefitsmedicarebeneficiariesduring-covid-19-
outbreak (“CMS Telehealth Announcemén{quotedin Reingold Decl. | 45).

CDC ha alsoissued advisory guidance to health care professionals to use telemedicine
“whenever possibleas “the best way to protect patients and staff from COY®Y Prepare

Your PRactice for COVID19, U.S. Ctrs. For Disease Control & Preventipn

11
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https://www.cdc.gov/coronavirus/2019-ncov/hcp/preparedressdrces.htmflast updated June
12, 2020)X“CDC, Prepare Your Practicg (quotedin Reingold Decl. 1 40)CDC hasseparately
advised patientto “[u]se telemedicine or communieawith your doctor or nurse by phone or
email” to reschedule procedures not urgently needed, dimditin-person visits to the pharmacy
by using matHorder or delivery services where piis. Coronavirus Disease 2019 (COVID 19):
Doctor Visits and Getting MedicinesU.S. Ctrs. For Disease Control & Prevention,
https://www.cdc.gov/coronavirus/2019-ncov/ddife-coping/doctorvisits-medicine.html (last
updatedlune 8, 2020 CDC, Doctors and Mediciné¥(quotedand citedn Reingold Decl. | 4R

B. Impact on Medication Abortion Care

Plaintiffs havepresentedhe expert opinionof Dr. Arthur Reingold, Division Head of
Epidemiology at the University of CaliforngiBerkeley School of Public Healttas well as expert
opinionsfrom six physiciansvho provide or oversee abortion services in locat@er®ss the
United States, includinigg New York,Massachusett8jaryland,Washington, D.CNew Mexico,
and California  The physiciansnclude: Dr. Allison Bryant Mantha'Dr. Bryant), a board
certified obstetrician/gynecologist OB/GYN") practicing at Massachuset&eneral Hospital in
Boston, Massachusettaind an Associate Professor at Harvard Medical School; Dr. Heather
Paladinea physician practicing at a community health center in New York City who istlaso
Assistant Attending Physician at New York Presbyterian Hosaitdbn Assistant Professor of
Medicine at Columbia University Mical Center Dr. Angela Chena boardcertified OB/GYN
practicing at the University of California at Los Angelé§JCLA”) Medical Center an@n
Associate Clinical Professor in the Department of Obstetrics and Gynecolbgaivid Geffen
School of Medicine atUCLA; Dr. Serina Floyda boardcertified OB/GYNwho is the Medical

Director of Planned Parenthood of Metropolitan Washington, PRPMW’) overseeing care at

12
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PPMW clinics in Maryland rsd Washington, D.C. and an Assistant ProfessbMedical
Educationat the University of VirginiaDr. Eve Espeya licensed OB/GYNpracticing at the
University of New Mexico Hogpal in Albuquerque, New Mexico and tBéair of the Department
of Obstetrics and Gynecology at the University of New Mexico School of MedameDr. Honor
MacNaughtona boardcertified phystian practicing in family planning clinicen Massachusetts
andanAssociate Professor at Tufts University School of Medicine.

These experts have testified to the challenges that CQ9Ipresents to patients fulfilling
the InPerson Requirements in order to obtain a medication abortion and to the ability of healthcare
providers to meet all medically necessary requirements through telemedicist.thiey have
asserted tha€OVID-19 hasadverselyimpacted the availability of #Hperson abortion care in the
United StatesAccording toDr. Paladineat various timesnedical offices and clinics have either
closed entirely or reduced the number ofperson appointments so that visits to obtain
mifepristone have been stopped or delay@aladine Decl. § 13Mot. Pl Ex. 3, ECF No. 15.
For example, her own clinic closed entirely teperson visits, then reopened operating at only 10
percent of capacityld. 11 13-14.She estimates that it will oge at 25 percent capacity through
Spring 2021.1d. 14 According to Dr. MacNaughton, the COWI® pandemic caused the
hospital system in which she works to close all but three primary care clinicpeosion visits,
so that abortion or miscarriage patients had to be referred to family planning, elihick are
only open one halflay per week and are often located outside the paital community, in
order to obtain mifepristone. MacNaughton Decl. 11 7-8, Mot. Pl Ex. 7, ECF No.RBé&e8use
most of the primary care clinics were closed tgpémnson care, many of Dr. MacNaughton
colleagues were not able to provide mifepristone to these patients because ePérsoin

Requirementsld. 7 7.

13
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Even if healthcare facilities are openbation patients face particular challenges in
traveling to them for irperson appointments during the pandemic, many of which arise because
60 percent of women obtaining abortion care are people of aaldr5 percentare poor or low
income.Bryant Decl.f{ 18-19Mot. Pl Ex. 1, ECF No. 1:B. As noted by Dr. Reingoldh¢ health
risks from exposurare particularly amplified in communities of colavhere individuals are
suffering higher ratesf serious illness and deatlhom COVID-19. ReingoldDecl. § 52. One
study has shown that African Americans have three and a half times the risk ofsledikea.

Id. 1 51. These same communities are also more likely to be working in essential jobsuirat req
interaction with the public and to live in crowded or multigenerational housing in whiclskhe ri
of viral spread, and the risk more vulnerable elderly relativas increasedld. {1 51-54.

Securing transportation to a medical office is more difficult for abortionrgatieom thee
communities. According to Monica Simpson, the Executive Director of SisterSangtiona)l
multi-ethnicmembeship organizatbn dedicaed to improving policies and systems relating to the
reproductive lives of marginalized communitibecausépeopleof color are less likely to own a
car than white peoplethey “rely moreheavily on public transportation, borrowing a car, getting
a ride from a friend, or payinigr a car service, all of which expose them to risks of infection
Simpson Decl. 1, Mot. Pl Ex. 8, ECF No. 110 (citing Car Access United Statddat | Equality
Atlas, https://nationalequityatlas.org/indicators/Car_access (last viskay 22, 2020)
According to Dr. Reingold, both public transportation and sharing an enclosed canthéth
increases the risk of exposure to COVIB. ReingoldDecl.{ 36 As noted by Dr. Espeypr
abortion patients in rural states such as New Mexico face trips that caeMesdl hours each way
and thus must accept additional risks associated with stops at gas stationsamchse&spey

Decl. M 10-11, Mot. Pl Ex. 6, ECF No. 11-8.

14
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Moreover, where 60 percent of abortion patients already have children, they face the
additional barrier of arranging for childcare during medical visiscording to Dr. Bryant and
Dr. Chen,this challenge is more acute during the pandemic because many schools and daycare
centers have closeghedical offices may not permit patients to bring children to the ofecgilar
childcare networks have been disrupted, and having elderly relatives care farcpildsents
significant health risks Bryant Decl.  95Chen Decl. § 1Q 18, Mot. Pl Ex4, ECF No. 116.

The transpdation and childcare difficulties are magnified by the economic downturn resulting
from the pandemic which disproportionately impacts the same communities. According to an
April 2020 study61 percenbf Hispanic Americansral 44percent of AfricarAmericans reported

that they or someone in their household éggerienced a job or wage loss due to the coronavirus
outbreak,as compared with 3%ercent ofwhite adults. Simpson Decl. 1.7 Thus during the
economic crisis restilhg from the pandemi¢gven paying for transportation to the clinic presents

a hardship” for many patients. MacNaughton Decl. 13.

At the same time, the demand for abortion services is likely increasing. According to Dr
Bryant, these same challenges of closed physician offices and transportatia@hildodre
difficulties have made it more difficult for womea obtain prescriptionfor oral, injection, or
intra-uterine contraceptioor to travel to pharmacies to obtain contraceptive devieggant Decl.

1 20. She asserts that the economic downturn resulting from the pandemic has atbsaaes

to be unable to pay the cost of prescription contraceptiesAs to women who then become
pregnant, fmany people are suddenly and unforeseeably unemployed, and struggling to manage
their existing obligations, including caring for their existing children . . . some people for whom

pregnancy would otherwise have been welcome now feel unable to have a baby at thikltime.”

15
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The six physicians have attested that they have tedechedicine across their practice
during the pandemic in order teduce théurdenand risk to patientthemselves, their families
and their communitieshile at the same time meeting patiétisalth needsSedd. { 97; Paladine
Decl. 11 1227; Chen Decl. 11 6, 8; Floyd Decl. 11 6;12, 14 Mot. Pl Ex. 5 ECF No. 117,
Espey Declff 1, 3; MacNaughton Decf[ 5, 9. According tothese physicianselemedicine can
be used to meet the REMS requirements of an assessment of an abortion patient, require
counseling and discussion of the Patient Agreement Form, and sefuaisignature on that form
without having to meet in person with the patient. They also assert that mifeprestdme safely
and promptly delivered by mail or delivery service to a patient at or near the tineesigming of
the Patient Agreement Fa. Accordingly, they conclude that in light of telemedicine, line
Person Requiremenare medically unnecessarySee, e.g.Chen Decl. | 6; Floyd Decl. ;16
Espey Decl. { 8; MacNaughton ©e 17.
V. Procedural History

On May 27, 2020Plaintiffs filedthe Complaint in this casghichseeks declaratory and
injunctive relief In particular, Plaintiffs seek a declarat judgmentthat the application of the
In-Person Requirementuring the COVIDB19 pandemic violates the Fifth Amendmaentthe
United States Constitution. Plaintiffs simultaneodggd the pending Motion foa Preliminary
Injunctionto bar enforcement of the-lPerson Requirements during the pendency of this €se.
June 10, 2020, Defendants filed a memorandum in opposition to the Motion. On June 19, 2020
the Court held a hearing on the Motion. On July 1, 2020, with leave of the Court, the parties
submitted supplemental briefs addressing how the United States Suprenis Zm&t29, 2020
decision inJuneMedical SevicesLLCv. Russp_ S.Ct. __ , No. 18-1323, 2020 WL 3492640

(U.S. June 29, 2020), informed the isspessentedhn this case.
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On June 3, 2020, 22 statawthe District of Columbid*the Supporting Stat&ssubmitted
an amicus brief isupport of Plaintiffs Motion for Preliminary InjunctionOn June 3, 2020after
the Court granted a motion flave to file an amicus brief5medical associations filealseparate
amicus briein support of Plaintiffs On June 8, 2020, tatifferent state¢‘the Opposing Stat&s
filed a motionto intervene in the present case the side of Defendants. The Court denfed t
motion but acceptedthe Opposing Statesnemorandum filedn opposition to the Motion as an
amicus brief. Although the Court has carefully considered all arguments offerachlay, it need
not address in this opinidheargumentassertedgolely byamici. See Snyder v. Phel|80 F.3d
206, 216 (#h Cir. 2009) (stating that[pJut simply, our Court and our sisteircuits have
consistently been wary, even prohibitive, of addressing an issue raised solely by ari)amicus
Moreover, where the proper role afmici is “assisting in a case of general public interest,
supplementing the efforts of counsel, and drawing dberts attention to law that escaped
consideration,the Courtneed not and does not consider the spefafits and evidence offered
by amicion both sides, particularly where some of that evidegle¢es to interests and issues not
raised by the parties and outside the scope of the present diS§age.g, Miller-Wohl Co. v.
Commir of Labor & Indus. State of Mont94 F.2d 203, 204 {®Cir. 1982)(holding that because
“[a]n amicus curiae is not a party to litigatibepurts will “rarely’ give “party prerogatives to
those not formal partiéy WildEarth Guardians v. Jeffrie870 F. Supp. 3d 1208, 1228 (D. Or.
2019) (ruling that an amicustaotion to submit extraecord evidencevasimproper).

DISCUSSION

Plaintiffs seek a preliminary injution barring Defendants from enforcing theRarson

Requiremerdfor the duration of the COVIEL9 pandemic &sed on their claim thah the context

of the pandemiaheyinfringe on the constitutional rights to an abortion and to equal protection of
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the law protected by the Due Process Clause of the Fifth Amendment. In order to abtain
preliminary injunctionmoving parties must establish thgtt) they are likely to succeed on the
merits (2) they are likely to suffer irreparable harm in the absengeeliminary relief (3) the
balance of equities tips in their fayand (4) an injunction is in the public intere®¥inter v.Nat.
Res. DefCouncil Inc., 555 U.S. 7, 20 (2008)A moving party must satisfy each requirement as
articulated. SeePashby v. Delia709 F.3d 307, 320 (4th Cir. 2013Because a preliminary
injunction is“an extraordinary remedyit “may only be awarded upon a clear showing that the
plaintiff is entitled to such relief.'Winter, 555 U.S. at 22.
l. Standing

As a threshold issue, Defendants argue that Plaintiffs lack standing ta tmser
constitutional claims in the Amended Complaint. Article Il of the Constitution limitgudteial
power of the federatourts to actudlCase’ or “Controversies.” U.S. Const. art. Ill, § 2, cl. 1.
To invoke this power, a litigant must have standiitpllingsworth v. Perry570 U.S. 693, 704
(2013). A plaintiff establishes standing by demonstrating (&pacrete and particularizémjury
that is“actual or imminerit (2) “fairly traceable to the challenged conduend (3) “likely to be
redressed by a favorable judicial decisiohtijan v. Defenders of Wildéf 504 U.S. 555, 560-61
(1992) Covenant Media of S.C., LLC v. City of N. Charlest98 F.3d 421, 428 (@ Cir. 2007).

Typically, a litigant“must assert [the pai] own legal rights and interests, and cannot
rest [a] claim tarelief on the legal rights or interests of third partieKowalski v. Tesmei543
U.S. 125, 129 (2004)quoting Warth v. Seldin 422 U.S. 490, 499 (1975)). Membership
associations, however, magsert standing as representatives of their menflikesorganization
canestablishH'associational standing,” which requires a showing that (1) its members would have

standing to sue in their own right; (2)he interests it seeks to protect are germane to the
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organization$ purposg and (3)“neither the clainasserted nor the relief requested requires the
participation of individual members in the lawsuitiunt v. WashState Apple AdverCommnin,

432 U.S. 333, 343 (1977). Here, Defendants challenge only the first element. To meet that
requirement, an organization musnake specific allegations establishing that at least one
identified member had suffered or would suffer har®.Walk at Broadlands HomeowrigrAssn

v. OpenBand at Broadlands, LL.Z13 F.3d 175, 1844th Cir. 2013) (quting Summers v. Earth

Island Inst, 555 U.S. 488, 498 (2009)3eealso Lujan 504 U.S.at 563 (stating that a single
member with standing in his or her own right is sufficient to establish that an @t@amihas
standing). Thus, the four organizatiohRlaintiffs, ACOG, CUCOG, NYSAFP, and Sissamg

(“the Organizational Plaintiffs, which consist of professional membership organizations for
obstetriciargynecologists and neprofit membership organizations providing medical care to
various communities, each may establish standing by showing that one of its members has
standing Standing must beeparatelgstablished for each clairaimlerChrysler Corp. v. Cuno

547 U.S. 332, 352 (2006).

Where he presence of one plaintiff with standiregders a claim justiciable, the Court will
focus its analysis on whether Plaintiff NYSAFP, through its member&ather L. Paladine, has
associational standingseeBostic v. Schaefei760 F.3d 352, 370-71t#Cir. 2014).

A. I njury-in-Fact

Defendants ifst argue that Plaintiffs have not demonstrated that they or any of their
members have an actual or imminent injury arising from the challenged REMS rezpise®ee
Lujan, 504 U.Sat560((stating that plaintiffs must first establish‘@amury in fact” that is“actual
or imminent and not*conjecturdl or “hypothetical”). In the abortion contexthe United States

Supreme Court has found that wharphysician is the one against whom abortion statutes or
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regulations directly operate in the event he procures an abortion that does not meet the statutory
exceptions and conditiofisthen the physician hasassert[ed]a sufficiently direct threat of
personal detrimerit. Doe v. Bolton410 U.S. 179, 188 (1973eealso Planned Parenthood of
Cent Missouri v. Danforth428 U.S. 52, 62 (1976Nyberg v. City of Virginia495 F.2d 1342,
1344 (&h Cir. 1974) (stating thddoeis not limited to affording standing to a physician only when
threatened with criminal prosecution)ndeed, the Supreme Court has recognized instances in
which subjecting a doctor to such direct penalties for certain medical actidimggradgerforming

an abortion was alone sufficient to establish standiBee Dog410 U.S. at 188Danforth 428

U.S. at 62. Standing can also derive from a different, lesser injury, such as a potential financial
impact on a physician from an abortion restricti@eeSingletonv. Wulff 428 U.S106, 112-13
(1976) (finding that physician$suffer[ed] concrete injury from the operation of the challenged
statuté which prevented them from receiving Medicaid reimbursements if certain regmitem
about the nature of the procedure were not met).

Defendants arguéhat there is nocognizableinjury to the physicianmembers of the
Organizational Plaintiffs, as any enforcement action by FDA for a failucermply with then-
Person Requiremeswvould be brought against the drug spossiorthis case Dandoaboratories,

LLC and GenBioPro, Inc., ndhe heahcare providers.As Defendants havacknowledged,
howeverFDA has thestatutory authority to pursue an enforcement action against any médrson
violates 21 U.S.C. 8§ 355(p), which renders it unlawful“totroduce or deliver for introduction
into interdate commerce a new drugvhile “failling] to maintain compliancewith REMS
requirements. Id. § 355(pJ1); seealso 21 U.S.C. 8§ 331(d) (prohibiting the introduction into
interstate commerce of an article in violation of 8 355). A violation of this provisiod cesiilt

in criminal penalties. 21 U.S.C. § 383 AlthoughFDA asserts that it has not, to dateen
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such enforcement actions against physicians under this provtss@iknowledges that it may do
so. Defs.’ Letterat 1, ECF No. 75 Where Plaintiffs have suggested that their proposed course of
action would beo allow physicians to facilitate or arrange for mifepristone to be delivered to
patients through matrder pharmacies, there exists the potential for shghments tdravel n
interstate commerce, depending on the location of such pharmacies. Thus, phySieiaas fa
potential injury or sanction if they do not comply with thePlarson RequirementSeeDoeg, 410
U.S. at 188;JuneMed. Servs2020 WL 3492640, at *10 (plurality opiniori¥tating that the
“threatened imposition of governmental sancticies noncompliance eliminates any risk that
their claims are abstract or hypothetjcal

Moreover,a healthcare providés violation of the InPeson Requiremestwouldlikely
result in the loss of the ability to prescribe mifepristori@ecause tb mifepristone REMS
specificallyrequire thedrug sponsoto “[e]nsure that mifepristone is available to be dispensed to
patients only in clinics, medicalfices, and hospitalsthe drug sponsor wouldecessariljhave
to cease shipment of the drug to healthcare providers who do not comply with this requirement
SeeMifepristone REMS]T 1LA.2.a.i., 1.B.1.A.i.d.Compl. Ex. 2, ECF No.-4. Similarly, under
the REMS, if a physician who isertified to dispense mifepristone fails follow the use
guidelines,including thelIn-Person Signature Requirement, the drug sponsor is required to
decertifythe healthcare providand no longer ship mifepristone to tipabvider Id. 1 1.A.1.c.i.,
II.B.i.d. This consequence is reiterated in the Prescriber Agreement Form, the contract between
thedrug sponsor angrescribinghealthcare providersvhich states that upon a failure to comply
with the sameguidelines, the distribubr may stop shipping Mifeprex to ydu.Mifepristone

REMS, Prescriber Agreement Fori@ompl. Ex. 2, ECF No.-4. Notably, Plaintiffs specifically
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allege that Dr. Paladine and Dr. MacNaughton Bptkscribe mifepristone, pursuda a certified
mifepristone prescriber agreement under the REMS.” Am. Compl. § 27, 31, ECF No. 74-1.

Thus, the operation of this regulatory scheme, and the sanctioainébility to continue
prescribing the medicati@mbedded in it, creates anrminent injury to Dr. Paladine in that if she
fails to strictly follow the REMSyuidelinesshemay face criminal sanctions and in any eweitit
lose the ability to dispense mifepristone, to the detriment of her ability to benefitHeopractice
of medicine, including by prescribing the drug to her patients who qualify for Medi&ae.
Paladine Decl. 1 ,9Singleton 428 U.S. at 110, 113 (finding that physicians had standing to
challenge the restriction on government funding radnmedically indicated abortich®ecause
physicians would lose Medicaid reimbursement for performing such abgrtidosordingly,the
Court finds thaPlaintiffs havesufficiently demonstrated an injurg-fact

B. Third-Party Standing

Defendants alsargue that Plaintiffs lack standing because even if they face an injury from
the InPerson Requiremegtthey cannot assert the constitutional right to an aborticimef
patients. Plaintiffs, however, assert thealthcare providermay do so under the doctrine of third
party standing because they Hre“proper proponent of the particular legal rights on which they
based their suit."Singleton 428 U.S. at 112This third-party standing requirement is a matter of
prudential standingnd allows a plaintiff to assert thighty rights where the enforcement of the
challenged restriction againgte litigantwould result indirectly in the violation of third parties
rights.” June Med. Servs2020 WL 3492640 at *8-9 (plurality opinion). Generally,a plaintiff
may assert the constitutional rights of a third party if the plaintiff‘bbxse relationshipto the
third party and if there exists some “hindrance to the third party’s ability to proseot her own

interests. Powers v. Ohip499 U.S. 400, 411 (19919ee Kowalski543 U.S. at 130Here, the
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third parties are the patients who are purportedly harmed by the REMS requirementsitifiat
their right to abortion.

For decadescourts haveoutinelyrecognizedctategoricallythatabortion and reproductive
health care provide@nd physicians have thighrty standindgo asserthe rights of their patients.
In Singleton a plurality of the Supreme Court found thatis generally appropriate to allow a
physician to assert the rights of women patients as aggonstrnmental interference with the
abortion decisiori. Singleton 428 U.S. at 118Singletonconcludedhat“[t]he closeness of the
relationship between a doctor and an abortion patieatpaterit because [a] woman cannot
safely secure an abortion Wwitut the aid of a physicidnand “the constitutionally protected
abortion decision is one in which the physician is intimately involvédl.at 117. Singletonalso
found that‘[a]s to the womals assertion of her own rights, there are several obstacdlesiding
the desire to protect her privacy, the imminent mootness of her claim once aorailsart longer
available, as an optionld. The Supreme Court has applied this general principle without
controversy in numerous subsequent cases brougphysicians or abortion service providers.
See, e.g.Whole Womars Healthv. Hellerstedt 136 S.Ct. 2292, 2301 (2016)Gonzalesv.
Carhart, 550 U.S.124, 133 (2007)Stenbergv. Carhart 530 U.S.914, 922 (2000)Planned
Parenthood of Se. Pa. €asey 505 U.S.833,845(1992). The United States Court of Appeals
for the Fourth Circuit hadikewise generally permitted physicians and abortion providers to
challenge abortion restrictions on behalf of their patieBeeRichmond Med. Ctfor Women v.
Herring, 570 F.3d 165, 1%(4th Cir. 2009)(denying on the merits a constitutional challenge by
an abortion clinic and a physician to a Virginia abortion stat@eggenville Womes Clinic v.
Bryant 222 F.3d 157, 194.16 (4th Cir. 2000) (“Because Regulation 612 applies to first

trimester abortion providers, the plaintiffs have standing to challenge the comsdilit§i of the
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regulation.’); Manning v. Hunt 119 F.3d 254, 259, 27@th Cir. 1997) (affirming the district
court’s denial of a motion for a preliminary injunction without questioning the finding that the
plaintiff physicians and medical clinic had standing to challenge the abortioctresjri

Most recently, the plurality opiniom June Medical Servicegoined by fourJustices,
statedthat theCourt has‘long permitted abortion providers to invoke the rights of their actual or
potential patients in challenges to aboriretated regulatiorisin finding that physicians who
provided abortion care had standing to challenge a Louisiana statute requiring such phypsicians
have admitting privileges at a hospital wittd@ miles of the abortion clinicJune Med. Servs
2020 WL 3492640, at *9 (citing nine different Supreme Court dasgkich healthcareroviders
have invoked the rights of patients or potential patients in abeelated constitutional
challenges A fifth Justice Chief Justice Roberts, agreed with the pluraigtanding analysis.

Id. at*26 n.4(Roberts,C.J., concurring)“For the reasons the plurality explains. | agree that
the abortion providers in this case have standing to assert the constitutional righesr of t
patients’). Thus, itis firmly established that abortion care physicians harcehrty standing to
challenge abortion restrictions infringing on their patieotsistitutional rights.

Nevertheless, Defendants argue thatn though Plaintiffs fall within this wetecognized
category of plaintiffs with third party standingnderKowadski, Plaintiffs must still demonstrate
through specific evidence that in this particular case, Plaintiffs hég®se relationshipto the
third-partyabortion patients, artiat there isome ‘hindrance to the third partyability to protect
his or her own interests Kowalski 543 U.S. ai.30. Although the Court does not agree that such
casespecific evidencés necessary, as set forth below, the Court findsRlaéntiffs have in fact,

provided sufficienevidenceo satisfy botrelements
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1. Patient Injury

As a threshold matter relating to thiparty standing, Defendants assert that Plaintiffs have
not provided evidence of an imminent threat of injury to patients seeking a medication abortion
allow them to be thbasis for the application of thiplrty standing in this case. Defendants argue
that Plaintiffs have not demonstrated thatlth®erson Rquiremerd create an imminent risk that
abortion patients will contract COVHD9 because it depends ta series of speculative events
[that] would have to transpire before the alleged irfjofycontracting theoronavirugould occuy
particularly where abortion patients, based on their age, are more likely tobeatitk. Oppgn
Mot. Plat 8§ ECF No. 62.

Defendants misconstrue the alleged injury here. Plaintiffs seek injunctiieoakenedy
not the risk of contracting COVH29, but the harm to a patiéatfundamental constitutional right
of privacy as it relates to the decision to obtain an abortion, which is protected by tlieSiaies
Constitution. Am. Compl.  123ee Roe v. Wadd10 U.S. 113, 1541073). To the extent that
thereis a plausible basis to claim an infringement on that right caused by the combination of the
In-Person Requiremesdéind COVID 19, Plaintiffs have asserted a rgmeculative injury. Indeed,
Dr. Paladine has specifically identified a patient who can plauslaign an infringement to her
constitutional right. Dr. Paladirstated in her declaration that one of her patients sought a medical
consultation for a possible medication abortion,dhé had to turthe patient away becauBe.
Paladinés community hedh centerwas closed due to COVHD9, and she would have been
unable to dispense mifepristone. Paladine Decl. { 18. Thus, while the existence of thegande
is a relevant fact, the alleged injury, which is sufficiently asserted by Pisjimgito thepatiens’

constitutional rights relating to abortion.
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2. Close Relationship

Defendants claim that Plaintiffs have not established that their physician nsdrabera
close relationship to their patienbecause in the case of medication abortion treatnzent
healthcare providésrelationship with patientis brief and thus distinguishable from relationships
between doctors performing surgical abortions and their patients upon which standing has
traditionally been found.

Regardless of whether Defendahtsse identified a meaningful distinction, Plaintiffs have
provided specific evidence aflose physicianpatient relationships, including between Dr.
Paladine and her patients. In her declaration, Dr. Paladine states that stehamtients who
she seesregularly for ongoing prenatal, postpartum, or chronic disease managemérdrahre
who, because of this relationship, h&express[ed] relief that they can also turn to [her] when
they need abortion cafe Paladine Decl. { 17. As discussed ab®rePaladine haspecifically
describedonducting a telemedicine session with a lange patient, for whom she had previously
provided both prenatal and postpartum care, and who was then seeking abortion care when she
recently missed her periodd. § 18. Because of the closure of her medical office due to COGVID
19 and thdn-Person DispensinBequirementnder the REMS, Dr. Paladine could not provide
this patient with medication abortion services, including mifepristone, and the pedieninable
to getsuch care elsewherdd. This account establishes that Dr. Paladine has a close relationship
with a patient whose constitutional right to abortion has been adversely affectedipyerson
DispensingRequirement As inSingleton thepatients “enjoyment of the right” to an abortion is
“inextricably bound up with the activity that Dr. Paladine wishes to pursue, specifically
dispensing mifepristone without anperson meeting.Singleton 428 U.S. at 1145 (plurality

opinion). Dr. Paladinghus sasfies the close relationship requireméetause she iSully, or
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very nearly, as effective a proponent of the fighg the patientd. at 115, ands the “obvious
claimant” JuneMed. Servs, 2020 WL 3492640, at *9 (plurality opinion).

Defendants further argue that even if a close relationship existsptrigdstanding should
not be found becaus@P]laintiffs’ interest in greater flexibility to provide prescriptions remotely
despite FDAs concerns about patiesafety is at least potentially in conflict with the interests of
patients in seeking safe, reliable car@ppn Mot. Pl at 10. On this point, however, Defendants
rely exclusively orElk Grove Unified Sabol District v. Newdow542 U.S. 1 (2004), in vith the
Supreme Court found that a father lacked tpiadty standing to challenge the requirement that
schoolchildren recite the Pledge of Allegiance, particularly the landuagier God, becausdis
interests were potentially in conflict with the righdf his child where the child’s mother had sole
custody rights and did not agree with the fath@osition. Id. at 1517. Significantly, the Court
specifically distinguishedthe fatherchild relationship at issue withthe physiciarpatient
relationship inSingleton in which it found no conflictld. at15 Moreimportantly, the Supreme
Court has never found that, in the abortion context, physicians who challenge abortiomorestrict
laws have interests that conflict with those of their patjeamtsl the Court did not accejbtis
argumentwhen it was advanceith June Medical ServicesSee June Med. Sery2020 WL
3492640 at *49-50 (Alito, J., dissenting(endorsing this argument on behalf of only three
Justice¥

The recorchere alsoreflects that on this issue, the physicians and patients, including Dr.
Paladine and her patients, share the common interest of providing access to aanediogion
to eligible patients in a timely manner while avoiding health risks durinG@wD-19 pandemic
arising from inperson visits. For example, Dr. MacNaughton has stated in her decldratipn,

patients tell us they do not want to come in person fof dsreausé|[t] hey are afraid of the risks

27



Case 8:20-cv-01320-TDC Document 90 Filed 07/13/20 Page 28 of 80

associated with travel outside thearhes, and they do not want to come into a health care facility
where they fear they will encounter others who are infectioacNaughton Decl. § 14Vhere
Dr. Paladine has concluded in her professional judgment that in certain instancgsersoim
contact is needed to safely prescribe and deliver mifepristone, her inteeestigaed with
patients like her own who seek abortion care but canngebed when the medical office is
closed. Paladine Declf{ 16, 1826. Significantly, Plaintiffs do not seek to prevenrperson
dispensing or eveniperson examinations when warranted; rather, they seek only the flexibility,
when it is appropriate based on medical judgment, to deliver mifepristone withouparsam
visit. Defendants, meanwhilbave not presented any evidence showing that the physicians and
patients have divergent, or even faarallel, interestsThe Court therefore rejects thenflict-
of-interest argument and finds that firet prudential element & “ close relationshiphas been
met.
3. Hindrance

Defendants also argue that Plaintiffs have provided no evidence demonstrating that thei
patients are hindered from vindicating their own abortion rights. As discussed abovugrérads
Court has generally concluded that a woman who may have reason to challenge an abortion
restriction hasseveral obstaclés$o bringing a case, including privacy concerns from the publicity
of a caurt suit and issues of imminent mootness due to the timing of a pregriaingyeton 428
U.S. at 117 (plurality opinion). Although acknowledging that these barriers are not
insurmountable because a plaintiff could use a pseudonym and mootness coeictbme if the
issue is‘capable of repetition yet evading reviewingletonstill found sufficient hindrancéto
allow a physician to assert the rights of women patients as against governmeifiéaémterwith

the abortion decisioh.Id. TheSupremeCourt and the Fourth Circuit have consistently permitted
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physicians and abortiarinicsto bring constitutional claims on behalfadfortionpatientswithout
identifying specific evidence that the patients were hindered from suing in theirigivt See
suprapart I.B. No such evidence is required here.

Evenif specific evidence were required beyond the factors articulat&ingieton the
record provides sufficient facts to illustrate that Plairtiffatients are hindered from acting on
their own. The physicians have identified the tiseasitivity of securing an abortion, particularly
a medication abortion, which must occur within 10 or 11 weeks of pregnBnggntDecl. { 102
Becausé[d]elaying abortion care imposes serious medical'igkh “associated with pregnancy
and increased risks associated with later, rather than timely, abortdofiff 101102, there is
pressure on a woman to arrange for thparson visit neestito obtain a medication abortion at
the same time that she would be filing suieeAdams& Boyle, 956 F.3dat 929 (finding that
abortion is d'uniquely ‘time-sensitive procedurepoth as a biological matter and a regulatory
mattef'). They have also attested to the fhett 75 percent of abortion patients are poor or low
income, and 60 percent have at least one dBilghntDecl. ] 17-18 such that these patieritxce
numerous specific challenges to pursue a medication abortion before even consililegireg fi
constitutional challenge in court, particularly during the COXI@pandemic.Dr. Bryant has
stated: “M any of these patients have struggled concurrentlly tadusing instability, difficulty
arranging childcare, and inability to keep utilities runninfhe added burden of securing
transportation to our practice is nearly insurmountable for some, which often leatse¢d or
delayed careAll of these buréns have been exacerbated during CQVI@. § 92. According
to Dr. Paladine, These patients will either have to forgo care, leave their children with others in
their community who may be at high risk of infection, or have their children travel with the

through theecity and tgthe] office, increasing their risk of exposure to the vjtymrticularly since
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most rely on public transportatiomd. 1 1920. Such challenges would be faced by the specific
patient referenced by Dr. Paladine, who soughalaortion while having two young children,
including an eight-month-old infantd. § 18

Finally, beyond the challenges directly associated with obtaining a medication abortion,
these patients face economic and public health obstacles to pursuing a lawsuibheéudoytD
19 pandemic. Since 60 percent of abortion patients are people of color, as are over 75 percent of
Dr. Paladin&s patientsmany are at higher risk for death or serious illness from C@MDId.

11 10-11;BryantDecl. 11 12 19 Reingold Decl. 152 The many lowincome abortion patients

face greater health risks due to living in crowded or multigenerational housing and working in
essential jobs with exposure to the publReingold Del. {1 5b4. These specific dangers and
challenges of the COVIEL9 pandemic would further hinder patiérability to pursue litigation

to vindicate their rights.Thus, Plaintiffs patients face obstaclesising from their simultaneous

efforts to obtain an abortion and the unique health and economic challenges presented by the
COVID-19 pandemic that hinder their ability to bring a lawsuit to enforce their own constitutional
rights.

In summary, as to the Plaintifidue process claim, the Court finds that Dr. Paladine, who
is a member of NYSAFP, has thipdirty standing, and that NYSAFP, through Dr. Paladine, has
associational standing. Accordingly, the Court may consider the merits of this claim.

C. Equal Protection

Plaintiffs have asserted separate clairm which they contendhat the disparityn the
treatment ofnifepristoneas compared to other drugs for whickperson requirements have been

waived for the duration of the pandemimlatesthe equal protection rights of the physicians and

30



Case 8:20-cv-01320-TDC Document 90 Filed 07/13/20 Page 31 of 80

patients wo prescribe and takaifepristone The Cours third-party standingnalysis as to the
due process claim is equally applicable he3ee suprpartl.B.

Plaintiffs also argue that their physician members have direct standiagseeteir own
constitutional rights are at stake. This theory of standing does not depend on tpartlird
standing doctrine because the physicians assert that as prescribing physiciamsshiegeted to
differential treatment as compared to other physicians who prescribe othesudbjgs to more
favorable rules during the COVHD9 pandemic. See Ne. Fla. Chapter of Associated Gen.
Contractors of Amy. City of Jacksonvid, 508 U.S. 656, 666 (199&3tating that in an equal
protection casethe denial of equal treatment resulting from the imposition of [a] bariger
sufficient injury to satisfy the“injury in fact’ requirement Becausephysicians prescribing
mifeprisbnehave an equal protection right to be free from unequal treatment as compared to other
doctors, thamminentinjury to physicians such as DPaladineis sufficient alone to establish
standing to assert this claintd. In turn, Plaintiffs such as NYAPF, of which Dr. Paladinis a
member, have associational standing to assert this claim on behalf of thetigzhyeimbers
. Likelihood of Successon the Merits

A plaintiff seeking a preliminary injunction must first show that there is a likelihdod o
success on the meritsWinter, 555 U.S.at 20. As the Supreme Court has recogniz&d,
preliminary injunction is customarily granted on the basis of procedurearthéess formal and
evidence that is less complete than in a trial on the mekisarty thus is not required to prove
his case in full at a preliminaipjunction hearing. Univ. of Texas v. Cameniscibl U.S. 390,
395 (1981). In this case, both Plaintiffs and Defendants declined the opportunity to present
witnesses at an evidentiary hearing and instead requested that the Court Hetiée there is a

likelihood of success on the merits based on the documentary evidence submitted widishe br
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including declarations by witnesses. Thus, the Court will consider the eviden@blkalmked
on the present recoathd decide, whether at th@arlystage, greliminaryinjunction iswarranted
even if a more robust record may be necessary to déadalt merits of the claims.

A. Due Process

Plaintiffs first argue that they are likely to succeed on the merits of their clager thre
substantive due process component of the Fifth AmendsBuie Process Clause, that the In
Person Requirements vate their patientconstitutional rights to an abortion.

1 TheUndue Burden Standard

A womaris constitutional right to obtain an abortion was first recognized by the United
States Supreme Court Roe v. Wade410 U.S. 113 (1973), in whidhe Court concluded that
“the right of personal privacy includes the abortion decisitoh.at 154. Thatright, however,‘is
not unqualified and “must be considered against important state interests in regtildtiornwo
decades later, iRlanned Pareritood of Southeastern Pennsylvania v. Cas@y U.S. 833 (1992)
a pluralityof the Supreme Coudrticulated for the first timéhe“undue burdehstandard, under
which a regulatiothathas“the purpose or effect of placing a substantial obstacle in the path of a
woman seeking an abortion of a nonviable fetasan“undue burdehthat is an unconstitutional
infringement on a womas fundamental right of privacyd. at 877. In particulaf,[u]lnnecessary
health regulatioristhat have such ‘gourpose or effect . . . impose an undue burden on the’right.
Id. at 878.

The Supreme Courteaffirmed the applicability of the undue burdstandardto
constitutional challenges to restrictions relating to aboriiorWWhole Womars Health v.
Hellersted, 136 S. Ct. 2292 (2016), in which the Court applied the standard to strike down a Texas

statute requiring doctors performing abortions to have admitting privileges at a hogpitaB0
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miles of the clinic at which the abortion procedure would be performed, andimgaaiortion
facilities to meet state standards for surgical facilities.at 2311, 2314.In soruling, the Court
providedclarification onhow courts should applghe undue burden standardn rejecting the
formulationof the test crafted by the United States Court of Appeals for the Fifth Cinduth
suggested that district courneed notonsider thexistence or nonexistenceaimedical benefit
arising fromastatutory or regulatorgbortion restrictionthe Supreme CouexplainedhatCasey
“requires that courts consider the burdens a law imposes on abortion access togetther wi
benefits those laws confér.ld. at 2309. On Jun29, 2020, aplurality of the Supreme Court
reaffirmed this standard luneMedical Services2020 WL 3492640, at *10.

In the face othis clear Supreme Court precedeb¢fendantsevertheless argue for the
application of a different standard never applied by the Supreme Court in an abosgon ca
Defendants assert thatetiCourt should apply a general test for a facial challenge to the
constitutionality of a statute set forthlimited States v. Salernd31 U.S. 739 (1987a preCasey
case involving a challenge to the constitutionality of the Bail Reform Act, 18 L§8.8141-3150
(2018). In Salerng the Court held that the appropriate question to consider on such a claim is
whether“the challengefcan] establish that no set of circumstances exists under which the Act
would be valid’ 1d. at 745. In Casey however, a facial challenge to a spousaification law
was reviewed undehe undue burden standaddfound to beunconstitutional.See Caseyp05
U.S. at887,895. Caseythus adopted a specific standard for the specialized context of a challenge
based on the constitutional right to an abortion.

Defendants argue that uncertainty remains about wh&#ernoshould be applied to
abortion cases They rely on posCaseyrulings by the Fourth Circuit that have discussed, but

have not explicitly decided, whether tBalernorule is applicable to an abortion case poasey
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In Manning the Fourth Circuit applied th®alernostandard where the district court had done so
without objection, noted that absent explicit overruling it is bound to afplgrng but
specifically noted that the issue of whether 8aernostandard was appropriatés not now
properly before the Cout Manning 119 F.3d aR68 & n.4. InGreenville Womes Clinic, the
Fourth Circuit referenceilannings discussion of the issue but analyzed the relevant provision
under bothSalernoandCasey Greenville Womeés Clinic, 222 F.3dat 16465. More recenly,
in consideringhe constitutionality of a state statute restricting abortionF-theth Circuitnoted
thatCaseyconsidered a facial challenge under the undue burden standard, discussed theelternat
Salernostandard, butletermined that itid not need to resolve the uncertainty under the facts of
the case.SeeRichmond Med. Ctr570 F.3cht174.

Even if these equivocal discussions could be construed as favoring the applicalikty of t
Salernostandard to abortion cases, the Court finds that it does not apply hereagfilisgtion
of Salernois incompatible with Supreme Court precedent. Despite the debate among the lower
courts, in the numerous abortion cases sBakernoand Casey the Supreme Court has never
appliedSalernoas theapplicablestandard and instead has consistentlyiagphe undue burden
standard, including in facial challengeSee e.g Gonzales550 U.Sat 150,168 (holding that the
plaintiffs’ facial challenge to the constitutionality of Pariith AbortionBan Act for not having
a health exception did not meet the undue burden stand&ad)irek v. Armstrondg20 U.S. 968,
971, 974 (997)(overturning the lower coud finding thatthe plaintiffs had shown a likelihood
of success on the merits under the undue burden standard on a chalkestgetdaw requiring
abortions to be performed by licensed physicians only). Most importanWhaole Womars
Health in which the plaintiffsmounted a faciathalleng to the provision ofthe Texaslaw

requiring abortion facilities to meet certain surgical center requirentbet§ourt applied the
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undue burden standard to both that challenge and tapphied challenge to the admitting
privileges requirements imposed by the same law. 136 S. Ct. at 2303, 2309. Tellingly, the only
indirectreference to th&alernostandard appears in the dissent, which argues [tz proper
standard for facial challenges is unsettled in the abortion dgnéeposition that necessarily was
not accepted by a majority of the Could. at 2343 n.11 (Alito, J., dissentingginally, the undue
burden standard was applied in the Supreme Gomnbst recent opiniodune MedicaServices
2020 WL 3492640at *10 (plurality opinion) Basedon the unbroken string of Supreme Court
cases applying the undue burden standard to facial amplpéied abortion challenges alike, the
Court rejects the argument that ®@&ernostandard is applicable in such cases.

Second and more importantly, although the parties have given conflicting views on the
nature of this challenge, the Court finds that it is plainlyaanapplieti challenge to whiclkalerno
is inapplicable.A facial challenge iSa claim that the lawr policy at issue is unconstitutional in
all its applications.” Bucklew v. Precythel39 S. Ct. 1112, 11278 (2019) An “as applietl
challengedoes not question thigeneral validity of a statute or a rule but instead claims that the
provision is caditutionally invalid becauséin particular circumstanceést “operates to deprive
an individual of a protected right.SeeBoddie v. Connecticut01 U.S. 371, 379 (197.1Here,
Plaintiffs argue not that thim-Person Requiremenviolate theirconstitutional rights under all
circumstances, but thélhey areunconstitutional in theparticularcircumstances caused by the
COVID-19 pandemic.Seeid. As a classic aspplied challenge, Plaintiffslaim would not be
subject toSalernounder any circumstances and is instead subject to the undue burden standard.

Accordingly, the Court concludes that the appropriate standard for the challenge in this
case is the undue burden standard, as stated by the Supreme @aseyand reaffirmed in

Whole Woman'’s HealthtndJune Medical Services
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2. Undue Burden Principles

In applying the undue burden test, the Court will apply key principles elucinfapabt
Caseyprecedent, including several set fothWhole Womars Healthand reaffirmed inJune
Medical ServicesFirst, Whole Womalrs Healthclarified the substantial obstacle requirement of
Casey. Defendantsargue that'[b]ecause plaintiffs are unlikely to establish that theenson
requirement constitutes a substantiastacle to a large fraction of patients seeking an abortion,
the Court need not consider the requirerteebénefits’ Oppn Mot. Plat 22 In Whole Womars
Health however, pursuant to its holding tHatourts consider the burdens a law imposes on
aborton access together with the benefits those laws cbrifer Courtasessd whether the
provisions under reviewad any benefiindalsoanalyzed whether the requiremewesre unduly
burdensome. 136 S. .Gt 239-15. Theplurality inJune MedicaBerviceseaffirmed that general
approachand likewise considered both benefits and burdens. 2020 WL 3432640,

Defendants argue thatine Medical Servicedtered the standard because in his concurring
opinion, Chief Justice Robertsitecized Whole Womalis Healths test ofbalancing of benefits
and burdens as not derived fradbaseyand stated;| would adhere to the holding @asey
requiring a substantial obstacle before striking down an abortion regulatlane Med. Servs.
2020 WL 349264p0at *26 (Roberts, C.J., concurring)'he Chief Justice further stated that he
agreed with the pluralitg finding that the Louisiana law, in fact, presentésidostantial obstacle
and thus joined in the resulid. Where theChief Jusice’'s concurrence in the judgment was
necessary to reach a majority, the holdingJohe Medical Services fairly limited to the
reasoninghatrepresents acommon denominatdithathe shared with the pluralitySee Marks
v. United States430 U.S. 188, 193 (1977)When a fragmented Court decides a case and no

single rationale explaining the result enjoys the assent of five Justices, the holdiegCafuirt
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may be viewed as that position taken by those Members who concurred in the judgments on the
narowest grounds) (citation omitted)) A.T. Massey Coal Ce. Massanarj 305F.3d 226, 236
(4th Cir. 2002) (holdingthat the Marks rule does not applyunless the narrowesipinion
represents a common denominator of the Ceugasoningand embodiea position*‘implicitly
approved by at least five Justices who support the judgmddut the plurality did not agree with
the Chief Justice criticism of the balancing testnd reither the plurality nor the Chief Justice
predicated the decision on an overrulinghfiole Womars Health SeeJune Med. Servs2020
WL 3492640 at *37 (Thomas, J., dissentinff]T]he fact that no five Justices can agree on the
properinterpretation of our precedents today evinces that our abortion jurisprudence remains in a
state of utter entrop}); King v. Palmey 950 F.2d771,783 (D.C. Cir. 1991) (en ban)oting that
themajority view undeMarks does not include the reasoning of dissenting Justited¢ed the
Chief Justiceemphasized the importance stiare decisisin deciding to“adhereto” Whole
Womans Health“in deciding the present caseecognized tha¥vhole Womalrs Healthadopted
abalancing test, angescifically stated thafw] e should respect the statemeniihole Womars
Healththat it was applying the undue burden standaddirie Med. Servs2020 WL 3492640at
*22-23, *26 (Roberts, C.J., concurringho the extent that dre is & common denominatdrijt is
that the five Justices agreed thdsabstantial obstacldased solely on consideration of burdens
is sufficientto satisfy the undue burden standard, not thatrietessary SeeA.T. Massey Coal
Co., 305F.3d at 236. Accordingly, June Medical Services appropriately considered to have
been decided withouhe need to apply or reaffirm the balancing testvbible Womalrs Health
not thatWwhole Womars Healthand its balancing test have been overruled.

WhereWhole Womats Healthremains the most recemntajority opinion delineatinghe

full parameters of thendue burden test, the Court finds that its balancing test remains binding on

37



Case 8:20-cv-01320-TDC Document 90 Filed 07/13/20 Page 38 of 80

this Court. Therefore, the Coumayweigh the stateburdens antbenefits alleged in this case to
decide if tle InPerson Requiremenipose a substantial obstacle in violation aopatients
constitutional rights.SeeWhole Womars Health 136 S. Ct. at 2309.

SecondWhole Womars Healthclarified the shareof all abortion patients for whom the
restriction must be an undue burden in order to be unconstitution@asky the Supreme Court
stated that[l] egislation is measured for consistency with the Constitution by its impact on those
whose conduct iaffects;] and thus ft]he proper focus of constitutional inquiry is the group for
whom the law is a restriction, not the group for whom the law is irreléves@5 U.S. at 894.
Accordingly, the Court found dundue burdehwhere®in a large fraction of the cases which
the restriction wasrelevant; it constituted & substantial obstacle to a womarchoic€. Id. at
895. In Caseythe Court found that this standard was met as to a spousal notification requirement
where it would create ‘asubstantial obstacldor “a significant number of womén.Id. at 893
94. In Whole Womalrs Health the Court furtheexplainedthat the relevant denominator of this
“large fractiori is not all women of reproductive age, all pregnant women, or evetidbg of
women seeking an abortion, but those women for whom the provisian ‘actual rather than an
irrelevant restrictiori. 136 S. Ct. at 232(y(ioting Casey 505 U.S.at 895. In June Medical
Servicesthe Court rejected an argument that an undue burden would arise only if itthéfeety
woman seeking an abortion and reaffirmed that‘thege fractiori standard set forth ikvhole
Womans Healthgoverns.June Med. Servs2020 WL 3492640, at *2(plurality opinion).

Third, Whole Womars Healthclarified the degree to which a district coshould defer
to the findings of the legislature or other governmental body imposing the legal restriction,
including findings relating to the medical benefit of the restriction. Regetihe argument that

courts must accept or givgu]ncritical deferenceé to the findings of the legislature on such
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matters, the&SupremeCourt held that courts may plateonsiderable weight upon evidence and
argument presented in judicial proceedihgsl. at 2310. Although courts are to review
“legislative factfinding under a deferential standard,” they “must not place dispaseight” on
the assessments or conclusions of the entity that was responsible for the. @310 (quoting
Gonzales 550 U.S.at 165) Ultimately, a ourt “retains an independent constitutional duty to
reviewfactual findings where constitutional rights atestake” Id. (quotingGonzales550 U.S.

at 165). June Medical Servicegaffirmed these principle2020 WL 3492640at *10 (plurality
opinion).

Finally, the Court notes that, contrary Befendants claim that there can be no undue
burdenif a womanultimately can obtain an abortion through other available and generally
accepted methods,restrictioncanimpose an undue burdewven if it does noéntirely prevent
women from obtaining an abortion of any kind. Stenberg v. Carhar630 U.S. 914 (2000), the
plaintiff sought to invalidate a Nebraska law that banned cenpairtiatbirth abortion[s]” in part
because even though other methods of abortion would remain available, significant medical
authority supported the proposition that in some circumstances, the abortion prooebare t
banned was the safest proceduré&d. at 931932, 93637. In finding that the law was
unconstitutional without an exception for when the procedure is necessary to p@tesalth of
the mother, the Supreme Court stated thaState cannot subject womerhealth to significant
risks . . . where state regulations force women to use riskier methods of dbloettansé a risk
to a womefs health is the same whether it happto arise from regulating a particular method of
abortion, or from barring abortion entirélyld. at 931, 938see alsdPlanned Parenthood aVis.,
Inc. v. Schimel 806 F.3d 908, 918 {f7 Cir. 2015) (holding that a statute requiring abortion

providersto have hospital admitting privileges created an undue burden because it would cause
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certain abortion clinics to close and thus could cause delays in obtaining anrati@tiwould
require some women ttforgo firsttrimester abortions and instead getonetrimester ones,
which are more expensive and present greater healtH)risks

In the specific context of a medication abortiorRlanned Parenthood Arizona v. Humple
753 F.3d 905 ( Cir. 2014), the court reversed the denial of a preliminary injunction against
Arizona law requiring that mifepristone be prescribed only in accordanbemiDA-approved,
ondabel regimen Id. at 907. The court found that theanon the use o separatepff-label
mifepristone regimen fax medicatiorabortioncreated an undue burden because it imposed costs
and delays that deterred some women from obtaining a medication abevinif some women
who are denied a [mifepristone] medication abortion . . . nonetheless obtain an akiomiogh
other means.d. at917. Finding that a burden does not need tbabsolute to be unduethe
court held that [tlhe availability of onlabel medication abortions during the first seven weeks of
pregnancy, and surgical abortions thereafter, does not preclude a finding of undue bdrden.”

3. Burdens

Within this legal framework, the Court considd?kintiffs claim that in light of the
COVID-19 pandemic, thén-PersonRequirementsause an undue burden in violation of the
Constitution, imposing aubstantial obstaclken a large fraction othe relevantvomen seeking a
medication abortion. The operative question is whether it creates such an obstacle for a
“significant numbér of the womenfor whom the InRPerson Requirements dfan actual rather
than an irrelevant restrictighCasey 505 U.S. at 893/Vhole Womars Health 136 S. Ct. at 2320
which the Court defines to be those women seekinmedlication abortion through the
Mifepristone-MisoprostoRegimenduring the COVIB19 pandemidut whodo not, based on

their healthcare providesy medical judgment, actuallsequire an ifperson visit with their
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healthcare provider in order to be propaabsessed and counselddf. Casey 505 U.S. at 893,
895 (defining the relevant class for assessing whether a spousal notificationnmmeqticesated
an undue burden dsnarried women seeking abortions who do not wish to notify their husbands
of their intentions and who do not qualify for one of the statutory exceptions to the notice
requiremerit).

The first step in this analysisto assesthe burdesto such patientsin assessingthether
the burdens of an abortion restriction create an undue burden, courts have coasidagedof
relevant factors, includinghcreases in travel distance or time to an abortion facility, greater
difficulties in securing transportation to the facility, theed to arrange for childcare during visits
relating to abortion procedures, additional costs associated with the abortion, thetdlldrtion
providers to keep up with patient demand, and other practical considerations in light dlitthe rea
on theground. See, e.g.Whole Womas Health 136 S. Ct. at 23118 (consideringncreasd
cost and travel time for women to visit facilitieed decreased ability to provide quality care at
remaining clinics that had to operate at maximum capadiyinsorv. AttorneyGenera) 957
F.3d 11711180, 118211th Cir. 2020) (denying a stay of a preliminary injunction granted in part
based on the burdeon$travel challenges, arranging for child caekingtime off from work, and
affording an abortion)Humble 753 F.3dat 91516 (considering practical considerations, such
as the frequency with which clinics can see patientdlandifficulties women face in obtaining
time off from work or transportation to a clifii@s well asthe “cost of [an] extra dosage of
medicine; the need for aradditional clinic visit, and‘increase[d] costs to the patient for
transportation, gagand] lodging”). Indeed, FDA acknowledged that-person requirements
impose real burdens on abortion patients when, in 20aBovwed formisosprotol, the other pill

in the medication abortion regimen, to be obtained andagetinisteredvithout an inperson visit
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in partto “[m]inimize loss of income (for childcare or missed days of waakyl to ‘avoid another
visit and the time, transportation, loss of work, inconvenience, etc. that such a visit wolve.invo
2016 Clinical Review at 38, 41.

At an initial level, the affected medicatiorabortion patients face the specter of an
unprecedented global pandemic involvi@®VID-19, a highly contagious and |dfehreatening
respiratory disease Where the President has declared the COWDpandemic a national
emergency, and there are now otlaeemillion cases in the United States and over 130,000
deaths, its impact is nationwideThe Governors of all 50 stateave each declared a state of
emergency and have issued, at different times, some combination edtbtaype orders,
restrictions on the operation of businesses and institutions, limitations on solcexirgg, and
evenbans on elective surgeries. Overall, the impact of the pandemic is increasingreasidgc
As of July 1, 2020, the number of caseslheen increasing 2 states.Johns Hopkins University
& Medicine, Testing Trends Toplhttps://coronavirughu.edu/testing/tracker/overvielast
visited July 1, 2020§*JHU, COVID-19 Statistic8). The daily reported number of new cases in
July has surpassed the daily reported casb® gteak of the pandemic in March 20ZxeCDC,

New Gases by Dafycomparing data on number of new cases from March and April 2020 with data
in July 2020). Because many individuals infected with coronavirus lack symptoms, and there is
no effective cure orvaccine, any timehat abortion patients enture outof their residence,
including to fulfill the InPerson Requirements, they risk contracting a highly dangerous disease.

Although Dr. Reingold has stated, in his expert opinion, that tHeerson Requiremest
“unnecessarily increggehe infection risk fo patients, their families, health care professionals,
and the larger communities in which they work and’liRegingold Decl. § 10, Defendants argue

that the actual risk to any individual abortion patieatveling to a medical officies low, and that
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the overall difficulty of such travel for the broader population does not impose a sudistanti
obstacle Their claims however,are belied by their own actions-ollowing the Secretarg
declaration thathe COVID19 pandemids a public health emergency pursuant to the Public
Health ServiceAct, HHS has taken specific actions to effectively waive varioupdarson
requirements relating to drug distribution for the duration of the pandehhiese actionbave
included:
e In March 2020, FDA announced that during phsblic health emergencyt would
not enforce REMS ETASU requirements that mandated that a patient undergo
certain inperson procedures, such as laboratory test4Ris, before prescribing
certain drugs, whea health care professionakercising medial judgmenthas
determined that the patient could safely forgo the procedure.
e In March and April 2020FDA agreed that during the pandemic it would not
enforce the ETASU C requiremethtattwo specific drugs, Spravato and Tysabiri,
be administered and dispensed in a healthcare faelign though both still must
be administered Hperson by a physician.
e In March 2020, th&ecretary, with concurrence of the ActiD§A Administrator,
activated thé‘telemedicine exceptidnin the CSA, 21 U.S.C. § 802(54)(D), to
allow physicians taise telemedicine to satisfgh@rwise mandatory requirements

that they conduct an dperson evaluation of a patient before prescribing certain
controlled substances, including opioids.

As to the lifting of requirements to undergo otherwise mandatory testing and imaging
before receiving certain drugsPA stated thatt actedbecause completion of such procedures
during the pandemitmay be difficult because patients may need to avoid public plaaed,
traveling to undergo such procedurésan put patients and others at risk transmission of the
coronavirus.” FDA, COVID-19 REMS Guidancguotedin Reingold Decl. { 46 DEA stated
that the telemedicine exceptiaras invokedn orderto provide grear flexibility in prescribing
and dispensing drugt “ensure necessary patient therapies remain accéssibieng the
nationwide public health emergenceelLetter from Thomas W. Prevoznik, Deputy Assistant

Adm'r, Diversion Control Div., DEAL (Mar. 31, 2020), https://www.deadiversion.usdoj.gov/
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GDP/(DEA-DC-022)(DEA068)%20DEA%20SAMHSA%20buprenorphine%20telemedicine%
20%20(Final)%20+Esign.pdtited in Reingold 148), even though it would mean that certain
controlled substancesillegal drugs when not dispensed with a prescriptiovould be released
into the community with fewer safeguardhese extraordinary actions exhibit a clear recognition
by the federal government, including HHS and FDA, that during the pandemic, travel to hospitals,
clinics, and medical offices for any purpose is particularly burdensome for Amerda need
health car@nd presents a significant risk to patients.

Beyond these specific actiot$HS and its component agenciease taken multiple steps
to advance the use of telemedicine during the pandemic, for the specific purpose ioigallow
patientsto “access heditare they need from their home, without worrying about putting
themselves or others at risk during the COMI® outbreak. Azar, Telehealth Announcement
These actions include (1) HHS waiving penalties for good faith violations of priggayements
by health care providers using standard online communications platf@SMStemporarily
expandingMedicare coverage to include a broader range of telemedicine services during the
pandemic to allowpatients to access doctorg&hwout having to travel thiealthcare facilities and
to “limit risk of exposure and spread of the virtu6MS, TelehealthAnnouncement3) CDC
issuing an advisory tbealth care professionals to use telemeditimeenever possibleas“the
best way to protect patients astff from COVID19,” CDC, PrepareYour Ractice and (4)
CDC separately advigg patients td'[u]se telemedicine or communicate with your doctor or nurse
by phone or email,to reschedule procedures that are not urgently needed, and to {peitson
visits to the pharmacy by using mailder or delivery services where possidiEDC, Doctors and
Medicines As all of these actions illustrate, Defendants have effectively acknowledged that the

COVID-19 pandemic has created a significant burden upon patients and the public that renders
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travel to medical facilities fraught with health risk to themselves, medical pimiats others
they encounter during such trips, and the members of their households to whom they return.
On top ofthis generaburdenarisng fromtravelto medical officegluring the pandemic,
patients who may be required to travel to a medical facility to obtain mifepristonenfmtieation
abortion face additional barriers arising from the pandefikst, at various timeshe pandemic
has causetlealthcare facilities providing medication abortion services to close suchehattre
circumstances where doctors dempletely unable to provide medication abortion care . . .
because . .. patierftsanjnot come in to pick up their mifepristone prescriptioR&dladine Decl.
1 15 Evenwhenmedicalofficesreopen their capacity to serve patientsy beso limited that
they are not able to offer medication abortion appointmddi§ 14. Becauseedicalofficesare
modifying their practices to allow foproper social distancinggome facilities, such as Dr.
Paladinés clinic, are schedulingnly one patient appointment at a tins® that theoffice is
operating at around 10% of . . . previousfrersorncapacity and cannot offer medication abortion
appointments.Id. Given the ongoing threat of COVADO, Dr. Paladine estimatésat the clinic
will be able to operate anly 25percenf previous inperson capacity at leasttil Spring 2021
which will limit the ability of patients who need abortion care to come th&oclinic to receive
mifepristone.ld. Dr. MacNaughton has also described how the COV@pandemic caused the
hospital system in which she works to close all but three primaryctaies to inperson visits,
so that abortion or miscarriage patients had to be referred to family planning, elihick are
only open one halflay per week and are often located outside the paital community, in
order to obtain mifepristone. MacNaughton Decl. 9] The impact of such reduced capacity is
exacerbated during the pandemic because, as noted by Dr. Bryant, the demand for aborgen servic

is likely increasing because of tgeeaterchallenges associated with obtaining contraceiuh
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the heightenedeconomic challenges faced by women who become pregnant and their families.
Bryant Decl. 11 18-1%ee alsdreingold Decl. 1 51-54.

Even with reduced cases of COVID in certain states, these closures or limited openings
will continue. According to Dr. Reingolthe United Statecan expect resurgences of COVID
19, including significant community transmission, throughout 2020 and into 2021 across the
United States, until the development and widespread use of a vadeeiagold Decl. § 28
Where daily COVIDB19 cases are otie rise in42 states JHU, COVID-19 Statistics and the
number of new cases daily is presently equal to or higher than at any time during the pandemic,
CDC, New Cases by Dagffices that have reopened may close for a second time, which would
cause them tbagain be entirely barred froproviding this urgent servitesimply because there
is nophysical officein which the patient can be handed her medication. Paladine Decl. T 15.

Second, even if an abortion patient can find a clinic that is open and can obtain an
appointment, abortion patients generally face mmeifscant health risks arising frortraveling
to a medical facility during the pandemic. According to a 2016 study, 60 percent of women who
have abortions are people of color, and 75 percent are poor-egmdome. Bryant Decl.{f 18
19. Due to longstanding inequities, people of color are at a higher risk of death or serious illness
from COVID-19—as much as three and half times the-ridhkecause they are more likely to suffer
from preexisting medical conditions and less likely to have access to quatiigal care.ld. 1
12, 86 Simpson Decl. ;Reingold Decl. § 51For example, in New Mexico, Native Americans
constitute 11 percent of the population but 50 percent of deaths from CTMithe state. Espey
Decl. 1 10.These demographic groups also are more likely to work in essential jobs with exposure
to the public, live in denser urban environments, and live in intergenerational oifamilyi

housing. Bryant Decl. { 86; Reingold 11 36,31 Thus, darge fractiorof abortion patients face
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heightened risk if they contract the coronavirus. Although Defendegie that such patients are
necessarily younger in age and thus at low risk for COY®DCDC has specifically identified
pregnancy as a condition that may place an individual at increased risk for sevesefithne
COVID-19. SeePeople of Any Age with Underlying Medical ConditiddsS. Ctrs. for Disease
Control & Prevention https://www.cdc.gov/coronavirus/20X@ov/neeeextraprecautions/
peoplewith-medicatconditions.htm[lastupdated June 25, 2020). MoreovEgbortion patients
contract COVID19 they also face a higher likelihood of transmitting CO\IEDto their family
membersincluding elderly relativediving with them inintergenerational housing.

Third, these same factors create otkerioushurdles that hinderraabortionpatients
ability to travel to a medical facility during a pandemic, particularly transportation ardtatel
challenges As noted by Simpson, the Executive Director of SisterSong, people of color are less
likely to own a car than white people. Simpson Decl. 8nsistent with tis fact and thelata
showing that abortion patients are predominantly low income, Dr. Palaasasserted thé{t] he
vast majority ofmy patients cannot afford private transportatiamd as aesult, theln-Person
Requirementforces them to take an unnecessary trip on the subway and/or bus system, increasing
the risk to their health and lives (and those of others).” Paladine Dersdel#lsoChen Decl.

9. Oher abortion patientwithout a carseek rides from friendsr use a rideshare service
SimpsorDed. 19 According to Dr. Reingold, both public transportation and sharing an enclosed
car with others increases the risk of exposure to CGMDReingoldDecl. 36 For abortion
patients in rural communities, such as those of Dr. Espey in New Mexicaptbartrlast several
hours each way, which creates additional risks associated with stops atigas atat restrooms.

Espey Decl. § 10-11.
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Further whereapproximately 60 percenf abortionpatients seeking abortion care already
have childrenmanyabortion patientsvho would need to fulfill the IFPerson Requiremesinust
arrange forchildcare in order to pick up their prescriptioBryant Decl. 11 23, 83As Dr. Chen
has observed, abortion patients may femerious hurdlésin “finding any childcare during the
COVID-19 crisis” Chen Decl. {1 10Because many schools artuldcare facilitieshave closed
Bryant Decl. 1 95andwheremany medical facilitis, such as Dr. Ché&npractice, do not allow
patients tdoring children or others with them intiee medical facilityduring the pandemic, these
hurdles can prevent or, at a minimum, delay women from accessing the abortion caredhey nee
Chen Decl. 1 10.In order to meet the {Rerson Requirements, abortion patients therefore may
have toaccept the risk thdtbringing someone outside the family into their home to care for their
child, or sending their child to someone &sbome, will expose them andeth family to a
potentially deadly virus. Id. As one example, Dr. Chen had a regular patient who sought a
medication abortion but, because of COVIB, was not able to rely on her usual childcare
arrangement and was not allowed to bring her children to the medical office. #\dtastee had
to ask her elderly mother to travel to her home to care for her child, at signifséaiatiher mother
and risking exposure to her and her child. Chen Decl. { 18. Similarly, Dr. Floyd hddra pa
who during the pandemic had to borrow a car to come to the medical office to pick up mifepristone
and also had to bring her three children with her because she could not find childeapaitting
all parties at risk for viral exposure. Floyd Decl. § Z¥. MacNaughtons patients alstoften
struggle to fincchildcare and even more so during the COVIB-crisis? MacNaughton Decl. |
12. By causing certaipatients to decide between forgoing or substantially delaying abortion care,
or risking exposure to C@D-19 for themselves, their children, and family members,lrihe

Person Requirements present a serious burden to many abortion patients.

48



Case 8:20-cv-01320-TDC Document 90 Filed 07/13/20 Page 49 of 80

Finally, where the pandemic has resulted in a severe economic crisis, and where a study
cited by SisterSong reflectisat people of color are also more likely to have suffered wage or job
loss during the pandemic, Simpson Decl. § 7, the transportation and childcare barriers are
exacerbated. In such economic timbsyen paying for transportation to the clinic presents
hardship.” MacNaughton Declf 13.

In light of the convergence of all of thefsetorsstemming from the COVIEL9 pandemic,
the Court finds that the In-PersoedRiiremerg imposea substantial obstacle abortion patients
seeking medication abortiaare First, thefederal governmeig general acknowledgment of the
difficulty of traveling to medical office as reflected in its waiver of several-person
requirements, thechallenges caused by medical office closures and limited capdicéy,
heightened health risk that many abortion patients daeeto demographic characteristitsg
particularized risk and challengassociated with transportation to get to such offitesgreater
difficulty of securing childcare under present conditi@msl the impact of the economic downturn
on the ability of patients to secure transportation and childcare combine toaemaperson visit
to pick up medicatioand sign formgaricularly burdensome and dangerous during the pandemic.
A combination of such barriers can establisfubstantial obstacleSee, e.g.June Med. Servs.
2020 WL 3492640, at?8-19 (plurality opinion);Whole Woman’s Healti36 S. Ct. at 2317-18.

Secoml, these barrier$n combinationgelay abortion patients from receiving a medication
abortion, which can either increase Healthrisk to them or, in light of the teweek limit on the
MifepristoneMisoprostol Regimerprevent them from receiving a medication abortion atSake
Bryant Decl. 1 101 (stating th&fid]elaying abortion care imposes serious medical risk, and that
“the risks increase as pregnancy advdarcdr exampleas discussed above, Dr. Paladine had a

patient who sought abortion services but could not be prescribed mifepristone because Dr.
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Paladine’s office was closed, and she still had not received abortioceseseveral weeks later.
Paladine Decl. 1 18Similarly, Dr. Floydhas reported that she recently hgshient whchad no

car and thuspaid someone to drive her to her abortion care appointment, only to have to leave
without seeing the doctor when the dribercame impatienwith the wait and decided to leave.
The patient then had arrange foanother rile for a second visit and thus haditccur additional

risk of viral exposure to come back to the clinic to pick up her medicatiloyd Decl. § 21. By

the time the patienwas able to returto the office she was onlya couple of daysaway from

“the limit when medication abortion care is availdbdeich that with any further deld{she would

no longer have been eligible for a medication abortion and would have had to havdi@ic in
procedure instead, further increasing her risk of exposude.”

Such delays in abortion cacanconstitute an undue burdeither because they increase
the risk from medication abortion or they cause the patient to miss the opportunityedicaton
abortion such that they must seek a more invasive form of aboSealune Med. Servs2020
WL 3492640, at *18 (plurality opinion) (relying in part of the finding that “delays in obtaining an
abortion increase the risk that a woman will experience complications frgyroitexdure and may
make it impossible for her to choose a noninvasive medication abort®ief)berg530 U.S. at
931, 938;Humble 753 F.3d at 915 (holding thigpractical considerations, such as the frequency
with which clinics can see patients and difficulties women face in obtaining tfrfrerofwork or
transportation to a clinjenay effectively precludmedication aborticghbeforethe applicable limit
of eligibility); Schimel 806 F.3d at 918.

The Court therefore finds that taken together, the burdens of-feréon Requirements
in the specific context of the unprecedented COXYfDpandemic, impose a “substanbaktacle

in the path of women seeking an abortiokvhole Woman’s Healfl136 S. Ct. at 2317-18.
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4. Benefits

UnderWhole Womars Health the Court musalso onsider the alleged benefits. 136 S.
Ct. at 2309 Plaintiffs assert that tHa-Person Requiremenpsovide no medical benefit. Plaintiffs
have offered the declaration of Dr. Bryant, a bezedified OB/GYN and an Associate Professor
at Harvard Medicabchoolwho has concluded thathere is no clinical reason to require patients
to travel to a clinic, hospital, or medical office in person to obtain mifepristadBeiantDecl.
69.

In her expert opinion, DiBryantstates that[lJeading medical atiorities agree that, for
many patients, health care professionals can safely and effettigsytelemedicine to conduct
the three main assessments needed to prescribe mifepristone as tretMifepristone-
Misoprostol Regimen a determination of thehgth of the pregnancy; whether the pregnancy is
intrauterine or ectopic; and whether there are contraindications, such geeslléd. T 49-50.
Through this process, feealthcare providetan identify patients who need to be seepérson
before determining whether they are eligible for a medication abortibrfl 50. Telemedicine
provides comparable health outcomes to traditional methods and is integrated inticolastdtr
gynecology.ld. 1 53.

Although Defendants generally raise the specter of health risks and corapicdtie
actual operation of theMifepristoneMisoprostol Regimen illustrates that theln-Person
Requirementslo not advance general interests of patient safatythusconstitute“unnecessary
health regulatios.” Whole Womars Health 136 S. Ct. at 2309 (quotir@asey 505 U.S. at 877
(plurality opinion)) Since there is no requirement forperson administration of the drug and
patients may take it at home;person dispensing does nothing to provide for monitoring of the

patient for complications. Notably, any complications, such as infection or seriousg)esali
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not occur until hours or days after the pill is ingested, long after a patient wouldefftathes |
medical facility after ipperson dispensingr administration of the drugBryantDed. § 35. In
particular, it is only after the patient takes misoprostol, the second pill in thisatiediabortion
regimen, 2448 hours after the ingestion of mifepristone, that the bleeding and cramping occurs,
and the contents of the uterus are actually emptgkdThere is no FDA requirement for any in
person follow up, which typically occurs by telephome. 36

Dr. Bryantalso assertthat ahealthcare provider can, through telemedicine, provide all
necessary counseling and disclosure of risks. Pitient Agreement Forgan be fully reviewed
and discussed with the healthcare provalar telemedicine as welld. 1 5054; Paladine Decl.
1 16. Accordingly, Dr.Bryant has concluded thaft]here is no safety or medical benefit in
requiring patients to make a trip to the health care facility just to pick up the ntibegtis Bryant
Decl. 1 48 Five other physicians who regularly proviokeoverseebortion care and prescribe
mifepristonehave alsmfferedtheir expert opinions that the required assessment and counseling
canfrequentlybe accomplisheduccessfullyby telemedicine and that such instancethe In
PersorRequiremert “serve[]Jno medical purposeindare“medically unnecessary.Chen Decl.
11 1417; MacNaughton Decl. § 18aladine Decl. 916, 26-27 Floyd Decl. 1 17-19 Espey
Decl. 1 13 A recent comprehensive report on the safety of abortidhdhational Academies
of Sciences, Engineering, and Med&iranindependent, nonpartisan group, also fotinal
“[t]here is no evidence that the dispensing or taking of [medication abortion pills]e®dué
physical presence of a clinicidnLetter to FDAat 4, Compl. Ex. 4ECF No. 16 (citing Nat'|
Acads. of Sci., Eng & Med.,The Safety & Quality of Abortion Care in the United St@&§The
National Academies Press, 2018) (https://www.nap.edu/read/

24950/chapter/4#733
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In the face oPlaintiffs’ evidence that thin-Person Requirement®nstituteunnecessary
regulations Defendantsrely entirely on FDAs prior determination that the requirement is
necessaryto mitigate serious risk associated with the dsugse. Oppn Mot. Pl at 22 FDA,
however, has not conducted any assessment of the benefitiofReeson Requirementis, the
context of presentlay facts and circumstances. AlthougtMarchand April 2020, ACOG and
other medical associations and entities formally requested that FDA agreeentorce thdn-
Person Requiremendsiring the COVIDB19 pandemic, FDA has not respondethett requesand
has provided no sign that it has undertaken a fommaew of the issue in light of the now
widespread use of telemedicine and the ongoing pandemic.

In 2016, FDA considered and made significant changes to the mifepristone REMS,
including the elimination of the requirements forp@rson administration ahifepristone at a
medical facility; extending the gestational period of approved use from seven to ten amed
allowing certain nonphysicians to prescribe the drug. However, as acknowledDetebgants
at the hearing on the Motion, because the drug sponsor did not request a chaniye Rethan
DispensingRequirement FDA did not specifically review that issue. RDA’'s 2016 REMS
Modification Memorandum, FDA provided only the following statement as explanation for the
retention of the requirement:This ensures that Mifeprex can only be dispensed by or under the
direct supervision of a certified prescriber.” 2016 REMS Modification Mem.@pgn Mot. PI
Ex. 18, ECF No. 62-10.

FDA’s most recent analysis justifying thePerson Requirementscurred in 2013, the
last time it conducted a complete assessment of the mifepristone REMS. ImgetenREMS,

FDA noted that mifepristone i8associated rarely with serious infection and hemorrhage

sometimes resulting in transfusions, hospitalization, and de2@i.3REMS Reviewat11,0pgn
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Mot. Pl Ex. 14, ECF No. 6B. As a result, FDA justified the decision to restrict the administration
and dispensing of mifepristone to certain healthcare settings so as tbveffetmit its
distribution to knowledgeable healthcare providers with established relationshipthe&vittug
sponsor in order to prevent the followitwyorst casé scenario occurrences: patients not being
properly counseled about the serious complications of the drug, patients failing to pick up the drug
in a timely manner, resulting in ineffective or inappmate use of the drug and possible
complications, and patients having difficulty finding a pharmacy that stocks the idruaf 13.
Thus, the medical benefits identified by FDA consisted of providing an opportunityferson
counseling prior to dispensing aadoiding potential difficultiesn the receipt of mifepristone that
could delay the taking of the drug.

Defendants argue that the Court should gi\agnificant deference to FDA's
determination because“iies squarely within FDAs area obpecial expertiSeand is“based on
dozens of clinical trials and agency review®ppgn Mot. Pl at 22. Although Defendants assert
that FDAs determinatiorf'should not be subject to secegdessing by an unelected federal
judiciary,” id. at 25, tle Suprene Court inWWhole Womalrs Healthheld that although courts are to
review factfindingby a decision-making entity with deferentegyshould not place “dispositive
weight” onthe entitys conclusionsand instead retairs an independent constitutional duty to
review factual findings where constitutional rights are at stake86 S. Ct. at 231Qquoting
Gonzales 550 U.S. at 165 see also June Med. Serv2020 WL 3492640at *10 (plurality
opinion). Here, although FDA &s subject matter expertise on this issue, its 2013 assessment is
entitled to only limited deference because its analysis is dated and did naictakent of
intervening events. It did not consider the 2016 determinations that mifepristone no l@ugdr ne

to be administered by a physician in person, but instead could be handed over by certain non
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physicians and taken at home by the patient, and that the window for taking mifepristone was
extended from seven weeks into the pregnancy to ten weeleed, the 2016viewdetermined
that thereis “no significant difference in either efficacy or safefgr women who ake both
mifepristone and misoprostol at hom&compared to women whakemifepristone in the office
and misoprostol at home. 2016 Clinical Review at 39.

More importantly, as Defendants acknowledged at the hearing on the Motion, in the 2013
and 2016 reviews, FDA did not consider the use of telemedicine in any way, preshethlge
it was notfrequently usedt the time. As Plaintiffsexpert withesses have stated, telemedicine is
now in widespread use, including as an effective means to providing counseling relating to
medication abortionChen Decl. T 8Bryant Decl. I 53 Thus, both the 2013 and 2016 reviews
are outdated on this point and of only limited value on the salient question of whethelPérson
Requirementgemain necessary given the presgay ability to use telemedicine to counsel
patients at or near thiene the drug is providedAccordingly, while the Court gives FDA prior
determination appropriate deference, it is particularly important to conk@igpecific evidence
in the record relating to the alleged benefits of Ith€erson Requirementa light of present
circumstances.

The first alleged benefit of the-lRerson Requiremesiis thatthey provide an opportunity
for the healthcare provider to counsel the patient about the risks of complicesmtsated with
the medication, including serious infection, sometimestlifeatening bleeding, or incomplete
abortion. Plaintiffs, howeverhaveprovided specific evidence from several physicians who attest
that faceto-face counseling can be accomplished with equal effectiveness theegiedicine,
especially during the pandemiEor example, Dr. Chelmas stated in her declaration that shesuse

telemedicine to consult with patients seeking an abortion and disctissassks, benefits, and
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alternatives for each kind of abortion care for which they are elig#nd answers any questions

so that the patient can make an informed decision. Chen Decl. § 14. If a palgiblsfor a
medication abortion, she provides specific counseling by telemedicine, including reyibei
Patient AgreemenEorm, answering any questions, confirming whether the patient consents,
discussinghe specific inguctions for use and followip steps, and informing the patienthaiw

to handle serious buvery raré complications.Id. §{ 1415. Although a patient must come to

Dr. Cheris office to pick up the drug and sign the Patient Agreement Form, the information in the
form is the same as was previously reviewed by telemedidohe] 16. Where all necessary
counseling can occur through telemedicine, Chen concludes tHatPeeson Requiremenare
“medically unnecessaty.ld. { 6.

Likewise, Dr. McNaughtonhas stated that at the hospitals and clinics at which she
practices, telemedicine is used to determine eligibility for a medication abortitaistoiss the
risks, benefits, and alternatives associated with medication abbrtmreview the Patient
Agreement Form, and to provide instructions for how to take the medicimeNaughton Decl.

1 11. As a result, she also views timePerson Dispensing Requiremeot be “medically
unnecessary.ld. 1 16. Dr. Floyd whooversees several clinies which patients are counseled
on abortion services through telemedicine, has stated thatised to" obtain the information
necessary to determine whether the patient is eligible for medication abariito* discuss the
risks, benefits, and alteatives, to review FDAs Patient Agreement Form and the Medication
Guide for mifepristone, and to answer any questions. Floyd. BletlF. Accordingly, she
concludes thatthere is no clinical reason why any of this has to happen in pérsdn{ 18.

Notably, the In-Person Requirements do suecificallyrequire that counseling occumn-person
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Significantly, Defendants have offered no evidence demonstrating that telemedicine
counseling sessions are ineffective or insufficient for communicating infaimaliout the risks
or alternatives to medication abortion. The 2013 and 2016 FDA reviews do not address this issue.
If anything, the 2016 reviewevealed that, in light of a prior study demonstrating ‘tB8tpercent
of abortion facilities surveyed provided pmbortion counseling with patient educatiomhe
Patient Agreement Form that is thémct of the IAPerson Signature Requiremenitdsplicative
and no longer necessary to ensure that the benefits of the drug outweigh the2ls Clinical
Review at88-89. Considering the evidence presented, the Court finds that in light of tbatadv
of telemedicine, thén-Person Requirementdonot demonstrably further the stated interest of
counseling patients before the prescription of mifepristone.

Defendantssecond identified benefit of tHa-Person Requirementspecifically the In
PersorDispensing Requiremeng thatit preventsany delay in filling the prescription that may
occur if mail delivery or retail pharmacies are used, which in turn preveaig idehe initiation
of the MifepristoneMisoprostol Regimen Defendants argue that a later start to the process can
increase the health risks to the patient.

Defendants, however, offer no evidence that removing Ith@erson Dispensing
Requirementwill result in delayed taking of mifepristone. First, Defendants misconstrue
Plaintiffs requested relief. Plaintiffs do not seek to bapénson visits for examinations,
counseling, or dispensing of mifepristone relating to medication abortion. rRiswne seek the
temporary option to forgo #person visits if, in dealthcare providés medicaljudgment, it is not
necessary to meet the patisnheeds. If ifperson dispensing the most efficient meets of
delivery for a particular patient, thattam will remain available. In fact, adreadydiscussed,

see suprgart 11.A.3., under the circumstances of the pandemic, where medical offices are closed
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or operating in a limited way, and patients face significant hurdles in visiting sucksdfiecase

of health risks, transportation challenges, and childcare limitatibednPerson Requirements

arein many instances a slower means of providing the drug to the p&mate.gMacNaughton

Decl. § 15(The need to obtain mifepristone in person could push these patients beyond the time
in pregnancy when medication abortion is an option, when they could otherwise pariicipat
telehealth visit, have their medications mailed to them, and avoid unnecessar$).detas,

under the present circwstances of the COVI9 pandemic, aigid In-PersonDispensing
Requirement des not actually serve the purpose of preventing delays in the initiation of the
MifepristoneMisoprostol Regimen

Second, thdn-Person Dispensing Requirement specifically does not control when the
mifepristone is actually taken. Since the 2016 elimination of thgelison administration
requirement, gatientreceiving mifepristone at a medical offingay take the pill at homeata
time of her choosingyithout clinical supervision The requirement therefore does not actually
address any interest in having the patient take the mifepristone as soon as possible.

Third, to the extent that timing might make any difference in awichail case, Plaintiffs
have identified the option of laealthcare providedirecting the use of a courier to deliver the
medication directly from the medical office to the patient that would get the medicatioa to th
patient the same dayReplyMot. Plat 6, ECF No.73. Indeed, where the REMS require that the
drug sponsor distribute mifepristone only to certified healthcare providers and ndaito re
pharmaciesMifepristone REMSY 1.A.2., a temporarywaiver of the IRPerson Requiremesnt
would not open up the distribution chainamvay that takes control away frothose healthcare
providers Rathersuch healthcargroviders would be able to choabe most efficient means of

getting the drugrom their officeto their patient under thexisting circumstancesvhether by
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mail, courier, or ipperson The Court therefore finds that the evidence does not support a finding
thatthe InPerson Dispensing Requirem@nbvides any significarttealthrelatedbenefit relating
to an allegecelimination of delay in the taking of mifepristone.

Finally, Defendants invoke general concerns about the medical risks of mdegrist
including the statement on the mifepristone drug label fafiout 2 to 7 out of 100 women taking
[the drug] will need a surgical procedure because the pregnancy did not completelgmpabe f
uterus or to stop bleedirigMifeprex Drug Label at 17Compl. Ex. 1, ECF No.-B. In the most
recent safety assessment of mifepristone conducted in 2016, however, FDA chardhtheriisk
of mifepristone by stating thdf{m]ajor adverse events . . . are exceedingly rare, generally far
below 0.1% for any individual adverse evenR016 Clinical Review a#7. In any event, the
degree of risk associated with mifepristone is releliarg only to the extent it provides a basis to
require advanced counseling of patients. Where Plaintiftsdence establishes that such
counseling can and will occur through telemedicine, and there is no evidence thatussgiicg
is insufficient to meet the interests of patients,gbeeralrisks of mifepristone do notveal a
significanthealthrelatedbenefit of the InPerson Requiremest

Considering the evidence in the record, and affording due deference te ER2afed
analysis, the Coufinds that thdn-Person Requiremestin the context of the elimination of the
in-person administration requirement in 20th@ present widespread availability of telemedicine,
and the present delays associated witharson visits to medical offices eldo the COVID19
pandemic, providerfo significant healtiielatedbenefit” June Med. Servs2020 WL 3492640,
at *20,andare“unnecessary regulatishunder current circumstargaVhole Womalrs Health

136 S. Ct. at 2309
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5. Undue Burden Deter mination

UnderWhole Womars Health the undue burden determination is based on whether, after
consideration of both “the burdens a law imposes on abortion access together withetlie ben
those laws confgr the abortion restriction imposes a “stardial obstacle” on a “large fraction”
of the women for whom it is relevanil36 S. Ct. at 230%ee also Humb]e753 F.3d at 9123
(holding that a couftimustcompare the extent of the burden a law imposes on a weirght to
abortion with the strength of the.justification for the law). “[T]hemore substantial the burden,
the stronger the statgjustification for the law must be to satisfy the undue burden test; conversely,
the stronger the stagejustification, the greater the burden may be before it becamdse’”

Humble 753 F.3d at 912-13.

In Whole Womars Health the Supreme Court held that where abortion patients had
particularly low rates of serious complications and virtually no deaths, the Tdratirag-
privileges requirement hatho . . . healthrelated benefit because'there was no significant
healthrelated problem that the new law helped to ¢ueamd the surgicatenter requirement
likewise had no benefit because any conipations requiring surgical interventiéwould almost
always arise only after the patient . . . left the facilit36 S. Cat2311, 2315. Where these laws
would result in abortion clinic closures that caused increased waiting timdesr@awvding, and
increased the travel time for abortion patients, the Court found that the m@s¢rictiposed a
“substantial obstacldo a womais choice and thus imposed an unconstitutional undue burden.
Id. at 2309, 2313.

In Humble the most analogous case to the present dispute, the court concluded that where
there was no evidencéthat the FDAapproved odabel regimehadvances in any way its interest

in womens health, the benefit of restricting use to only that method of abortion was outweighed
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by the burdens on abortion patients because the increased cost ofladbelargimen and the
requirement of a second-person visit created hardship for patients who had difficulty getting
time off of work or arranging for transportation to a clinic, all of which led to delays ¢l c
prevent the use of a medication abortion during the serxeek window. 753 F.3d at 915%.
Significantly, the court reached this conclusion even though tHabeh regimen was the only
medication abxion regimen approved by FDASee idat 909.

Here, as discussed above, the burdens of th@drson Requiremesnin light of the
COVID-19 pandemic are significant atilely place“a substantial obstacie the path of a
womaris choic€. June MedServs, 2020 WL 3492640at *21 (quotingCasey 505 U.S. at 895%)
Whole Womars Health 136 S. Ct. at 2I2. Although a single ifperson visit may not appear
particularly onerous in normal times, by declaring a nationwide public health emergetc
permiting nationwide waivers of several-person requirements relating to the dispensing of
drugs, Defendants and the federal government more broadly have effectively ackedvitextg
during the pandemic, medical visits present substantial challenges taaient.p When one
considers theeextraordinary circumstancesongside the facts that during the pandemiedical
offices that dispense mifepristonenay be closed or operating with limited capacitg,
disproportionate number of abortion patients are fd@mographic groups with heightened risk
for serious illness from COVIA9, andsuch patients facearticularized barriers posed by
transportationchildcare and the economic downtumuring the pandemic, the burdens are
properly characterized as creatisgch asubstantialobstacle particularly where any delay in
obtaining mifepristone that extends past the tenth week of pregnancy can force a twoma

consider more complicated, invasive surgical aborti@ee supraart 11.A.3.
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Even if the burdens alenwereinsufficient to support a finding @ substantial obstacle,
such a findingvould necessarily follow upon consideration of the alleged benefits of-fherson
Requiremets, whichthe evidence shows to likely bannecessarfiealthregulations™under the
present circumstance$Vhole Womalrs Health 136 S. Ct. at 2309Although the need to counsel
patients is an important interest, the evidence in the record supports the ocontthasiwith
personal counseling now occurring thrbuglemedicine, the requirement is not actually necessary
to meetthis interest.Likewise, the stated interest in ensuring that patients receive the mifepristone
promptly is not presently advanced by thePerson Requirements, whateey donot actually
guarantee that a patient takbe pill promptly, there are other means of prompt delivery, and in
light of the pandemic, it has actually delayadt acceleratedhe distribution of mifepristone in
some instancesThus, a comparison of thesestrictiors with no significant healthelated benefit
against theserious burdens imposed by thePerson Requiremeniduring the COVID19
pandemicfurther establishes that the-Person Rquiremerd arelikely imposinga substantial
obstacleo a womais choiceduring the pandemic.

Finally, the Court finds a likelihood that this substantial obstacle affétasge fractior
or “significant numbér of “those women for whom the provision is an actual rather than an
irrelevant restrictiori. Whole Womars Health 136 S. Ct. at 232@asey 505 U.S. at Here,
that universe consists of the womseeking amedication abortiorthrough the Mifepristone
Misoprostol Regimenduring the COVID19 pandemic for whom am-person visit is not
medically necessary becauseamsessmenty a healthcare provider eligibility and counseling
can properly occur by telemedicine.Where the federal government has imposed nationwide
waivers for certain iperson requirements ksaese of the COVIEL9 pandemic, it is reasonable

to infer that thechallenges for receiving iperson medical carare significant,affect the
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population generallyand are geographically widespread. Although at this preliminary stage,
specific statisticon how many of the affected women face an undue buateemot available
Plaintiffs have submitted evidence thi& percent of womembtaining abortion care are poor or
low-incomeand 60 percent are people of color, and that these populations facefiaasitiyi
higher health risk from COVIEL9 and in turn faceparticularly significant transportatipn
childcare, and economichallenges duringhe pandemic that make accessingpgrson care
particularlydifficult and dangerousSege.g, BryantDecl. I B; Simpson Decl. § 7. The physician
experts, such as Dr. Paladine, have corroborated these fagitestheir own practicesSee
Paladine Decl. T 10 (stating tHaimost all of her patients are people of color, and at least 75
percent are people oflop). Within this framework, the extensive evidence relating to the burdens
of the InPerson Requiremenduring the COVID19 pandemicsupportsthe “commonsense
inferencé thatthey present a substantial obstacle to a large fraction of the women for whom the
In-Person Requiremenarerelevant. Whole Womars Health 136 S. Ct. at 2317 (holding that
courts may draw commonsense inferené¢eom the evidence in assessing whether atuan
burden exists). The Court therefore finds that Plaintiffs have establishesdileobd of success
on the merits of theiue processlaim.

B. Equal Protection

Plaintiffs also assert a claim that theRerson Requiremeswiolate the equal protection
rights of the physicians and patients who dispense and receive mifepristone kbeguse
unjustifiably treat them differently from similarly situated individuals who dispendereceive
other drugs during the pandemic without such requiresneBecausehte Court has found a
likelihood of success on the merits of the due process claim, it need not addreksnthess it

relates to the use of mifepristone for medication abortions. Where the due pracess loéesed
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on the constitutional right to an abortion, however, it does not protect the rights of physicians and
patients who dispense and receive the drug for miscarriage treatment. TheviCdberefore
consider the likelihood of success of the equal protection claim as applied to ieggcaaément
only.

The Equal Protection Claugenerallyrequires thatall persons similarly situatezhould
be treated aliké.City of Cleburne v. Cleburne Living Ct473 U.S. 432, 439 (1985). Thus, a
plaintiff challenging a statute or regulation on equal protegrindsmust firstestablishthat
the plaintiff has beerftreated differently from . . similarly situated individuals and that‘the
unequal treatment was the result of intentional or purposeful discrimirfatiaibe v. Hogan
849 F.3d 114, 146 (4th Cir. 201{®uotingMorrison v. Garraghty 239 F.3d 648, 654 (4th Cir.
2001) (internal citations omitted). Thef[i]f that initial showing has been madé&e court
proceeds to determine ether the disparity in treatment can be justified under the requisite level
of scrutiny.” Id. (quoting Morrison, 239 F.3dat 654). Here, where individuals involved in
miscarriage treatment are not subject to any heightened scrutiny, the requesice dmalysis is
the rational basis test, under which the differential treatment mustabenally related to a
legitimate governmental purposeCity of Cleburne473 U.S. at 446.

Plaintiffs equal protection theory is that FDeA failure to waive theln-Person
Requiremergduring the pandemic treats those involved in the use of mifepristone for miscarriage
treatment differently from those involved in the use of other prescription drugs fdrivigerson
requirements were waivedlaintiffsfocus onthree waivers of kperson requirements(1) HHS,
in conjunction with DEAjnvoking a statutory‘telemedicine exceptidrunder theCSAto allow
a requirement for am-person evaluation requiremedngfore aphysicianmay prescrib certain

controlled substancés be fulfilled through a telemedicine examinati{) FDAannouncinghat
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it will notenforceETASUD and ETASU Eequirements for patients to undergo ceriaiperson
laboratory tests or imaging studies before timayreceive pescriptions for certain drugs; and (3)
FDA announcingdhat it will not enforce certaie TASU C requirements that two specific drugs be
dispensed and administered at a hospital, clinic, or medical office, providetithadctivity still
occur inperson at different location under the supervision of a physician

Although these waivers of certain-rerson requirements appear to reflect differential
treatment during the pandemic of the relevant drugs, and by extension the individuals involved in
the dispensing of those drugs, the Court finds that the record at present is insuffi@achta r
conclusion that the treatment of any or all of these drugs are sufficisitijarly situated, that
the treatment is actually different, and that any differential treatment lacks aardiasis to
support a finding of a likelihood of success on the merits of an equal protection claim.

First, as to the decision by HHS and DEA relating to controlled substances, théorggula
scheme underlying that decision, grounded inGB&, 21 U.S.C. § 829(e), is different frotine
FDA REMS regime underlying the-lRerson Requiremesithat arisaunderthe FDCA, 21 U.S.C.

88 3551, 3551(f)(3). The decision relating to controlled substances was based on acspecif
telemeditne exception to a specific-[merson examination requirement during a public health
emergency, 21 U.S.C. § 829(e), an exception not included in the FDCA. One dagsans to
have beerprimarily made byDEA, a component agency of the United Statesdbepent of
Justice,while the other was made by FD#ithin HHS. In the face of these clear distinctions,
Plaintiffs have not offered evidence or analysis shifficiently establishethat these two scenarios
andthe affectedndividuals are*similarly situated for purposes of equal protection analysis.

Kolbe 849 F.3chat 146 For example, the Court lacks information on whetthere arelistinctions
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betweenmifepristone and the drugs at issue in @A determinationthat warrant differential
treatrrent.

Second, the Court similarly lacks information necessary to assess properly whether t
ETASUD and ETASUE waivers relating to laboratory testing and imaging studieSsaralarly
situated to potential waivers of the ETASO requirementsld. While the ETASU requirements
are grounded in the same statutory provision, they arise under differeatsabsof the statute
and appear to address different concerns. Although Defendants have argued th&etiserin
Requiremerdarenecessary to ense sufficient opportunity for counseling and to minimize delays
in receiving the drug, the limited information submitted relating to the temporary wditee
laboratory testing and imaging study requirementgestshat these requirements serve difg
purposes relating teafeuse of the medication and monitoriofja patients condition SeeFDA,
COVID-19 REMS Guidancat 7 (citing21 U.S.C.8 3551(f)(3)(D)-(E)). Most importantly,
Plaintiffs have submitted insufficient information to allow the Court to fairly etalwhether the
requirements relating to obtaining tests and imaging studies are more, lagsalty ienportant
for purposes of patient safety than BEASU C requirements, such that waiver of one should
necessarily warrant waiver of the oth&klithout further evidence or expert analysis to assist the
Court in evaluating such distinctions, it cannot conclude that these those affected Isyintbe te
waivers are similarly situated to Plaintiffs.

Third, the record relating to the waiver of enforcement actionsvo drugs subject to
ETASU C requirements is too limited to draw fair conclusions. After the hearing on thenyot
Defendants disclosed that during the pandemic, following the request of two drug sponsors, FDA
waived ETASUC requirements for Spravato, a nasal spray treatment for depression, and Tysabri,

a drug for multiple sclerosis and Crobrdisease. Although these drugs are subjectetsdime
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ETASU category as mifepristone, the information provided to date suggests that ploeatym
waiver does not actually eliminate anpgarson dispensing or administration requirement, but
instead permits that4person activity to occur at a locatiother than a hospital, clinic, or medical
office. Moreover, wherd5 other drugs are subject to ETASUSs inperson dispensing or
administration requirement but have not received any waiver, the Court would need additional
information about those drugadtheir treatment by FDA to fairly assess whether Plaintiffs are
likely to succeed on a clailmased on alleged differential treatment from other drugs subject to
ETASUC requirements.See21 U.S.C. § 358.(a)(1)(A}(F) (noting that REMS should be based
on factors such as the estimated size of the population likely to use ththdsggiousness of the
conditionto be treatedthe expected beifits of the drugthe duration of treatmenwith the drug,
theseriousness of potentially adverse events, and the drug’s molecular entity).

Finally, although not specifically included as a similarly situated drug undetlyengqual
protection argumentpPlaintiffs note that FDA permitshe same chemical compouras
mifepristone, marketed under the brand naradyn® for daily use by patients with endogenous
Cushings syndrometo be provided to patients without any REMS requiremanitto be
obtainedrom amail-orderpharmacy fodelivery to the patierds home.According to Dr. Bryant,
Korlym is taken in higher doses on a more frequent basis than mifepristone, whichafiytypic
taken only once for its intended purpo&ryant Decl.] 63. Nevertheless, where Korlym is taken
by a different patient population, for a different medical condition, and with a differpected
outcome, the Court is not prepared at this time to conclude that there is no ration&brbasis
differential treatment foKorlym. Since mifepristone is taken as part of a regimen designed to

result in the expelling of the contents of a pregnancy with potential complications, thevGolgirt
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need additional information about Cushimgyndrome and the potential complicasi@ssociated
with taking Korlym for that condition before reaching even a preliminary conclusion asgsbat

In summary, the Court finds that the present record leaves too many gaps to establish that
Plaintiffs’ identified comparator drugs are faidgemed to be similarly situated or differentially
treated, or that any disparate treatment of mifepristone prescribers amtgetlative to those
associated with the use of the other drugs lacks any rational basis. Accordinglypradithisary
stage, the Court will not find a likelihood of success on the merits of the equal proteeiioras
to miscarriage treatment and will thus deny the Motion as to tRelson Requiremeswis applied
to that particulause.

[I1.  IrreparableHarm

The second requirement for a preliminary injunctiotheg the plaintiff willlikely suffer
irreparable harm in the absence of preliminary relgdeWinter, 555 U.Sat 20. Plaintiffs assert
that they have satisfied this prong because the denial adnatitutional right necessarily
constitutes irreparable harnThey also argue that the-Person Requirementause irreparable
harm becausthey“needlessly expofePlaintiffS members, their patients, and their families to
increased risk of lifghreatening disease Am. Mot. PI (‘Mot. PI”) at 33, ECF No. 12.

“[T]he denial of a constitutional right . . . constitutes irreparable harm for purposes of
equitable jurisdictiori. Ross v. Meese818 F.2d 1132, 1135t#Cir. 1987). Wher¢he Court has
found a likelihood of success on Plaintiffdue process claim, the deprivation siich a
constitutionalright alone would constitute irreparable har®eeElrod v. Burns 427 U.S. 347,

373 (1976) (plurality opinion) (finding that infringement on a First Amendment right, even for
“minimal periods of time, unquestionably constitutes irreparable iHjudumble 753 F.3dat

911 ({T]he deprivationof constitutional rightsinquestionably constitutes irreparable injury.”).
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Specifically, as discussed abottee In-Person Requiremes)ticombined witithe COVID
19 pandemicplacea substantial obstacle in the patwaimenseeking a medication abortion and
that may delayor preclude a medication abortion and thus may necessitate a more invasive
procedure. Particularly in light of the limited timeframe during which a medicatbortion or
any abortion must occur, such infringement on the right to an abortidd wanstitute irreparable
harm. In a recent case challenging a state restriction on elective surgeries durir@\ie-C9
pandemic as infringing on the constitutional right to an abortion, the United States Court of
Appeals for the Sixth Circuit found likely irreparable harm because a womangeaekabortion
during the pandemic stodtht risk of losing her constitutional righd or at leastof incurring
substantial physical, emotional, and financial harms en route to exercising thosésigitghat
it was“not a case that can be remedied with money damages, orlzopagbology. Adams &
Boyle 956 F.3cat92728; see alsd’lanned Parenthood of Wis., Inc. v. Van Hollé&8 F.3d 786,
79596 (7th Cir. 2013])finding irreparable harm in part based gwential delay in obtaining an
abortion that'can result in the progression of a pregnancy to a state at which an abortion would
be less safe and, eventually illegal

Defendants argue that Plaintiftannot show irreparable harbecause making an-in
person visit solely to pick up medication does not constittisibstantial obstaclé¢o obtaining
an abortion, and that the risk of exposure to COYfDis“premised largely on speculatioand
insufficient to establish irreparable harmOppgn Mot. Pl at 3. To advance their claim,
Defendants cite to twonpublished district court cases finditthgt, under specific facts relating to
the risk of exposure to COVHR9 in a detention facility, there was no likely constitutional
violation, and there wassufficient evidence that detainees would contract COY®Dto

otherwise meet the standard of likely irreparable ha&@ee Aslanturk v. HgtNo. 1:20cv-00433,
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2020 WL 2465663, at *14 (E.D. Va. May 8, 2020pure v. Hott No. 1:20cv-395, 2020 WL
2092639, at *13 (E.D. Va. Apr. 29, 2020). As discussed above, however, Platiéffs is
focused not on the risk of contracting COVID-19, but on the risk of losing the ability to obtain an
abortion. The Court fas found thaPlaintiffs havedemonstrated a likelihood of successthis
constitutional claim that is related to, but not dependent on, a likelihood that any panimuian
seeking an abortion will contract COVAD. Seesupra part II.A. Where Plaintiffs have
established a likely violation of a constitutional right, particularly one that, givedirthted
timeframe for obtaining a medication abortion, would be permanently lost absent maegfimi
relief, the Court finds likely irreparablearm.
V. Balanceof Equitiesand Public Interest

The remainingrequiremenrd for a preliminary injunctiorarethat the balance of equities
tips in the plaintiffs favor, and that an injunction is in the public inter&e Winter555 U.Sat
20. When oneparty is theGovernment, these two factors merge and are properly considered
together. Nken v. Holder556 U.S. 418, 435 (2009)Here, as discussed above, the Court has
found a likelihood that enforcement of the-Rerson Requirementduring the COVIDB19
pandemic would infringe on a constitutional right and that, as a result, Plaintiffsriguarable
harm in the absence of a preliminary injunctioBee suprgars II.A., Il The Government,
however, will not be harmed by a preliminary injunctiemporarilypreventingthe enforcement
of a regulation that is likely to be unconstitutionabler the present circumstanc&eeNewsom
v. Albemarle Cty. Sch. Bd354 F.3d 249, 2614th Cir. 2003) (holding that a public school
defendantvas”in no way harmed by issuance of a preliminary injunction which prevents it from
enforcing a regulation, which, on this record, is likely to be found unconstitutjpidntro

Tepeyac v. Montgomery Cty22 F.3d 184, 19Mth Cir. 2013)(“[P]recedentounsels that a state
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is in no way harmed by issuance of a preliminary injunction which prevents the state from
enforcing restrictions likely to be found unconstitutiondilanything, the system is improved by
such an injunction.”Jcitations omitted)

Defendants argue that the balance of equities should tip in their favor herasese on
FDA'’s scientific judgment,the In-Person Rquiremerd are necessary to assure safe ude
mifepristone and thu protect patientssafety. Opjn Mot. Pl at 3:32. As discussed above,
howeverthe most recent judgmeai the h-PersonRequirement®ccurredn 2013 andFDA has
not sinceconsideed whether the requiremengse stillwarrantedn light of the 2016 changes to
the mifepristone REMS and the pemt widespread use of telemedicihdoreover, the proposed
preliminary injunction wouldbe limited in that it would merely allow healthcare providers to forgo
the InPerson Requiremesibased on their medical judgment; it would not mandate dispeosing
counselingvithout an inperson visit. Healthcare providevsuld still be permitted and expected
to require inperson dispensing, and even ameérson examination if, based on their medical
judgment, such steps were warranted by the needs of the patigmeliminary injunction also
would not eliminate any of the other FDA REMS, state laws, or other restrictions oeshelpng
and dispensing of mifepristone. Thus,@lance theequities weighs in Plaintiffavor.

Moreover, temporarily enjoining tHe-Person Requiremegnplainly promotesthe public
interest in . . . safeguarding public healtiecause it aligns with the public health guidance to
eliminate unnecessary travel angp@rson contactPashby 709 F.3cat 331 Notably, this is not
a caselike others advanced during the pandemic to uphold abortion rightsjich the Court is
asked to allow women to venture to medical offices to béeetionprocedures contrary fmublic
health measures imposed by the governm&etg, e.gAdams & Boylg956 F.3d at 928 (finding

that the balance of equities and public intesttit favored allowing women to obtain surgical
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abortions under certain circumstances to uphold their constitutional rights deppitéchealth
order temporarily barring elective surgeries during the panderlt)ough Defendants contend
that the risk ofa patients single vsit to amedical clinicis limited, as Plaintiffsassert the In-
Person Requirementjeopardizg] the safety not only of patients seeking [mifepristone], their
clinicians, and other health care staffut also that of the family members to whom they return;
the neighbors with whom they share public transportation; and other members of the public with
whom they will ineract the next day.Mot. Pl at 34.Particularly when all of the individual visits
of medication abortion patients are combined, the preliminary injunction seule to advance
public health during the worst pandemic the world has seen in a century, undeGi@cts
zealously encouraging social distancindimoit the spread of COVIEL9. Indeed, Defendants
themselves have instituted waivers ofpgrson requirements relating to other drugs for the
specific purpose of protecting public healffhereforea preliminary injunction serves the public
interestnot only becauseaipholding constitutional rightssurely servethe public interest but
also because it would help to safeguard public health by eliminating unnecegsaryan visits
during the pandemidcCentro Tepeya&22 F.3d at91 Quoting Giovani Carandold,td. v. Bason
303 F.3d 507 (4th Cir. 200R) Accordingly, the Court finds that the balance of equitesl the
public interestavorthegranting of a preliminary injunction.
V. Remedy

Where all four required elements have been established, the Court will granirangirgli
injunction to temporarily bar enforcement of theRarson Requirements. The parties disagree on
the scope of any such injunctiorRlaintiffs seeka preliminary injunction barring FDA from
enforang the In-Person Requirementgainst Plaintiffs their members all similarly situated

mifepristone prescriberand any other individuals involved in implementing the injunatief
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until the pandemic is ovendtravd at health care facilities no longer pose a significant threat of
COVID-19transmission and illnesdAt the hearing on the Motion, Plaintiffs mark this end point
as the date when a vaccine is approved and available in the United Betesdantobjed to
such sweeping reliéfand assert that absent a certified class action, this @ayrhot grant relief
beyond what is necessary to address the harm to Plaintiffs, and that nationwidke othierwise
inappropriategiven the varying levels of risk posed by COVID in different places and among
different age groupsOppn Mot. Pl at 33, 35.

“It is well established . . that a federal district court has wide discretion to fashion
appropriate injunctive relief in a particular cds®ichmond Tenants Org., Inc. v. Kerfp6 F.2d
1300, 1308 (4th Cir. 1992). Such relief, if approptiatay extend outside the district in which
the court sits. See Texas v. United State809 F.3d 134, 188 (5th Cir. 2015) (holding that the
“Constitution vests the District Court witlthe judicial Power of the United Statéswhich
“extends across the watry’ and includes the poweéflin appropriate circumstances, to issue
nationwide injunctions”) (quoting U.S. Const. art. 11l § Bjf;d by an equally divided coyr136
S.Ct. 2271 (2016)That discretion must be balanced against the tenet that a court ordinarily should
craft a remedy that isno more burdensome to the defendant than necessary to provide complete
relief to the plaintiffs. Califano v. Yamasak#42 U.S. 682, 702 (1979).

At the outset, the Court notes that relief that addresses the harms to all Plaicisisaniy
will have broad impact becauige membership ahe OrganizationaPlaintiffs is extensive in
number and geographyACOG hasmore than 60,000 members, including practitioners in all 50
states, the District of Columbia, Puerto Rico, and other locations in Biodthouth America At
the hearing on the Motion, Plaintiffs asserted, and Defendants did not dispute, that ACOG

members comprisg0 percentof theOB/GYN physicians in the Unite8tates CUCOG is also a
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nationwide organizatiorwith 146 members representing tldepartments of obstetrics and
gynecology within or affiliated wittmedical school$n 48 states, the District of Columbia, and
Puerto Rico.NYSAFP, which is the New Yorkiapter of the Academy of Family Physicians, has
over 3,000 practicing physician membanglover 500 medical resident membetso collectively
serve millions of patients.SisterSong ighe largest national muéthnic and multcultural
Reproductive Juite collective in the country, witlh membership represamy Indigenous,
African American, Arab and Middle Eastern, Asian and Pacific Islander, atmgalwomen and
LGBTQ communities.Thus, even before considering an injunction applicable beyond tlespart
a preliminary injunction in this case would necessarily cover over 90 percedB/&YN
physicians in the United States and apply to some extent in all 50 sBded/a. Sog for Human
Life v. Fed. Election Comim 263 F.3d 379, 393 (4th Cir. 2001) (in vacating a nationwide
injunction in a case filed by a single organization, acknowledgind phltionwide injunctions
are appropriate if necessary to afford relief to the prevailing partgt citingRichmond Tenants
Organization, Inc. 956 F.2dat 1302, in which such an injunction was “appropridietauséthe
plaintiffs were tenants from across the couijtrgverruled on other grounds [yhe Real Truth
About Abortion, Inc. v. Fed. Election Comma81 F.3d 544 (4th Cir. 2012).

Contrary toDefendants claim, courts may, under appropriate circumstances, grant a
preliminary injunction beyond relief directly applicable to the partiesTrimmp v. Inérnationd
Refugee Assistance Proj€tiRAP’), 137 S. Ct. 2080 (2017), the Supreme Court denied in part
an application to stay a nationwide injunction of an Executive Order barring travel toited U
States by nationals of certain designated countries and left in place an injunctiog s
enforcement against not only the plaintiffs in the pending case, butldse“similarly situated

to the plaintiffs. Id. at 2088. InRoe vDepartmenif Defense947 F.3d 207 ¢ Cir. 2020), the

74



Case 8:20-cv-01320-TDC Document 90 Filed 07/13/20 Page 75 of 80

Fourth Circuit, citingiRAP, recentlyaffirmedthe principle thaain injunction extending relief to
those who are similarly situated to the litigants is not categorically beyond thatégpiower of
district courts Id. at 232. h Roe two members of th&nited Stateir Force diagnosed with
human immunodeficiency virus'HIV”) sought to enjoin enforcement of the Department of
Defensés policies relating téllV -positive servicemembethat resulted in their discharg&ee
id. at 212. After finding that the plaintiffs were likely to succeetheclainsthat their discharges
violated their constitutional rights and tAeministrative Procedure Acthe district court issued
a preliminary injunction thatarred the discharge and unequal treatment in promotions and
transfers of both the plaintiffs and otheimilarly situated service members throughout the Air
Force Id. at 23132. In affirming the scope of the injunctiohgetFourth Circuitfocused on the
fact that the policy was not applied individually based on the specific characteoétibe
plaintiffs, but was insteadin “arbitrary, acrosshe-board determination that H¥gositive
servicemembers must be deemed ineligible to deployregardless of each servicemeniber
actual physical conditighand concluded thdtategorical polices relied upon by the Government
call for categorical reliet. 1d. at 23233. The court foundhatthe broader preliminary injunction
was further justified wheréthe longstanding stigma and discrimination facing those living with
HIV may pose a challenge for other similarly situatedisemembers to bring suits on their own
behalfand where granting relief to all similarly situated servicemembers.is the only way to
ensure uniform, fair, rational treatmeot individuals who belong to a vulnerable, and often
invisible, class. Id. at 23334.

As in Roe the policy at issue here, the-Person Requirements a categorical policy
applicable to alhealthcare providerand patients involved in the prescribing of mifepristone,

regardless of individual circumstanceSeeRoe 947 F.3dat 232. It applies no matter whether
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the healthcareprovider’s office or clinic is open or closed, whether the patient has economic,
transporation, or childcare challenges in visiting the office, and whether the CQ9Ipandemic

has rendered local travel unsafe. Such a categorical policy warrants categhbeictdat includes
others similarly situated to PlaintiffSee id.

Additional corsiderations warrant an injunction that bars enforcement against similarly
situated nofPlaintiffs. First, as inRoe nonPlaintiffs adversely affected by tha-Person
Requirementénclude abortion patients wHdbelong to a vulnerable, and often invisibdtass’

947 F.3dat 23334, in that they have challenges bringing suits on their own behalf based on
legitimate privacy concernbavea limited time period within which to file suit based on the nature
of abortion, and where they are predominantly losmcome, people of color,have
disproportionatelgignificant economic and health concerns during the COMIPpandemicSee
suprapartl.B.3. An injunction covering similarly situated nd?laintiffs would providéuniform,

fair, [and]rational treatmeritof such vulnerable individualsRoe 947 F.3cat 23334. Relatedly,

to the extent that some patients or some of the limited numkB/&8YNswho are not members
of ACOG were to choos#o file suit following the issuance afpreliminary injunction that does
not cover them, such litigation would bauplicative.” Nat’'l Min. Assn v. U.S. Army Corps of
Engineers 145 F.3d 1399, 1409 (D.C. Cir. 1998)issuance of a broad injunctibrs therefore
also appropriate becauséabviates such repetitious filings.d. (affirming in part on this basis

a nationwide injunction against enforcement of a rule that exceeded an’agautyrity under
the Clean Water Act).

Second, enforcement offdaintiffs-only injunction would creat practical, administrative
complexities. In crafting an injunction, a district court may appropriately conbeltdeasibility

of equitable relief and is empoweretto weigh the costs and benefits of injunctive relief and, in
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particular, to assessdpractical difficultiesof enforcement of an injunctierdifficulties that will
fall in the first instance on the district court itselt.ord & Taylor, LLC v. White Flint, L.P.780
F.3d 211, 217 (4th Cir. 2015). A Plaintdtsly injunction would be g@ctically difficult for the
parties to comply with and for the Court to enforce. Any failure to comply withntferson
Requirements/ould necessitate a determination whether the physician is a member of one or more
of the Organizational Plaintiffs befany enforcement action could be taken, and factual disputes
could arise, such as on whether the physisiamembership was current as of the operative date,
and even on what the operative date was. Where an injunction covering Plangéy alovers
90 percent oOB/GYN physicians in the United States, the costs of addressing the issues relating
to enforcement against themaining healthcare providdes outweigh the benefits of a narrower
injunction.

For the same reasons, the Court will not agp@ieographical limitation to the injunction.
Although Defendants have argued that COMI® has had varying levels ohpact in certain
states and regions, the impacts of the pandemic have fluctuated even during the pendency of this
Motion. For examplen their amicus brief, th®pposingStatesaassertedhatduring the last week
of May 202Q the rate of positive tests f@OVID-19 continued to be in decline and remained
stable at low levels, the deatdtehad also continued to decline for the sixth consecutive week
and states like Oklahomadaot been significantly affectedAs of July 1, 2020,however the
number of daily COVIBP19 casess increasingn 42 different statesincluding Oklahomaand
those trends arechanging daily Where Dr. Reingold expert opinion that there would be
“resurgences of COVH29” across the United States during 2020, including Hewt spot[s]
after stayathome orders were relaxed, has already proven to be correct, Reingold Decl. § 28, the

Court finds that crafting relief that attempts to account for both the unprediatadhges and

77



Case 8:20-cv-01320-TDC Document 90 Filed 07/13/20 Page 78 of 80

nuanced regional differences across 50 different states over an extended periodsositimpdyi
infeasible.

For all of these reasons, the preliminary injunction will apply to bar FDA enforceshent
the In-Person Requirementagainst Plaintiffs, their members, and other similarly situated
individuals, without geographic limitation.

The Court, however, will not agree wiHaintiffs' request that the preliminangjunction
extend until“Defendants demonstrate that the pandemic is” owethat travel to health care
facilities“no longer pose a significant threaf COVID-19. Mot. Pl at 35. Such terms lack clarity
and are too subjective to be practicalpplied Sed_ord & Taylor, 780 F.3d aR17-18.The Court
also will decline the request that the preliminary injunction extend until a vasaegeloped ah
available. Where the Court has an obligatiorirteld its decree to meet the exigencies of the
particular caseand narrowly tailor an injunction that balan¢ése concrete burdens that would
fall on the parties and. . the public consequences of ajunction,” Roe 947 F.3dat 232, such
an endpoint, which could be years into the future, is temporally overbroad based on the evidence
presently before the Court. Rather, the Court will impose the preliminary injunctiem#rin
effect during the pendency of the public health emergency based on €@WBclared by the
Secretary of HHS pursuant tiee Public Health Service AcOn January 31, 202(hé Secretary
issued a declaration af public health emergen@ffective as oflanuary27, 2020, and én later
renewed the declaratiofor another 90 daysbeginning onApril 26, 2020. Renewal of
Determination that a Public Health Emergency Exiktsalth and Human Ser¢8pr. 21, 2020,
https://www.phe.gov/emergency/news/healthactions/phe/Pages/covid19-21apr2028easX
U.S.C. § 247d(a) (providing that a public health emergency declaration expires after 9Gdays if

renewed). Based orthe declarationFDA issued the guidance stagi that it would exercise its
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discretion to temporarily cease enforcemaintertain ETASU requirements, ahiiHS andDEA
waived in-persorpatient examinatiossrequirements relating frescriptiongor certain controlled
substances. Where the Secretafy247d PHE declaration is an objectively identifiable marker
that the COVID19 pandemiaontinues tchave a significant impact on the nation warranting
emergency relief, and in fadtas been a precondition for emergency waivers gienson
requirements tating to the prescribing and dispensing of drugs based on the COV/ID
pandemic, the preliminary injunction will extend for the duration of the declared PHE, ngeludi
the periods of any subsequeahewals of the declaratiorRecognizing that the duration of the
PHE is a decision to be made by a Defendant in this case, the Court will extend thimgmelim
injunction for an additional 30 days following the expiration of the PHE to dllamtiffsto file,
and for the Court to resolve, a motion forextersion ofthe preliminary injunctionf warranted
by specific evidencelemonstrating an ongoing public health justificafimnits continuation.
Finally, in imposing a preliminary injunction against Defendaetdorcement of the in
Person Requiremesitthe Courtnotes that it is nobaring the enforcement of other REMS
requirementsiot dependent on an-person patient visior the enforcement of any other federal
or state laws or regulations, which are not presently before the Court. Thuscertified
healthcare providers maiirectly arrange for mifepristone to be mailed or delivered to patients
andmayhave a patiergign aPatient Agreement Forauring a telemedicine session and return it
by mail or electronically, they must still comply with all other REMS requirements dimgjuhat
they must review the Patient Agreement Form with the patient and explain thefridkes
Mifepristone-Misoprostol Regimen through telemedicine prior to signature, pravmiesoof the
form and the Medication Guide to the patient, and maintain a copy of the form. Even if dispensing

need nophysicallyoccur in“clinics, medical office and hospital$,t must still be conductetby
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or under the supervision of a certified prescriband the drug sponsenust still ensure that
mifepristone is notdistributedto or dispensed through retail pharmagies® the drug will still
have to be distributed first to certified healthcare providers who then must awatigeniailing
or delivery of the mifepristone to their patients and must still arrange to recoreritlensimbers
of the distributed packages of mifepristone. Mifepristone REMBA.

Accordingly, the Court will issue a preliminary injunction enjoining Defendants, their
agents, employees, appointees, or successors, from enforcing, threatening to enféresyigeot
applying theln-Person Requiremeniontained in the mifepstone REMSas to medication
abortion patientsto extend until the resolution of this case or udfildays aftethe end ofthe
public health emergency declared by the Secretary of HHS pursuant to 42 U.S.C., § 247d
whichever comes firstA separate O shallissue withthe specific terms of the preliminary
injunction.

CONCLUSION

For the foregoing reasons, the Motion for a Preliminary Injunction will be KRZD IN
PART and DENIED IN PART. It will be granted astte due process claiarising from the in
person dispensing and signature requirements applicable to the presofilbmifgpristone to
medication abortion patients, subject to the specific terms identified in the @amopimy

Preliminary Injunctionand will be otherwise denied.

Date July 13, 2020 /s/ Theodore D. Chuang
THEODORE D. CHUANG
United States District Judge
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