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INTEREST OF AMICI CURIAE

Amici are 102 Members of Congres24 Senators and8 Members of the
House of Representativ€s e r e i n ), VMepnederdim@d States. A complete
list of Amici Members is found in the Appendix to this brief.

Amici Members have a special interest in the correct pnégation,
application, and enforcement of health and safety standards for elective abortion
enacted by the People of the States they repre&Semti strongly urge the Court to
reversgheDi s t r | cdecisimandto provile clarity regarding the bods of
the Governmentdos ability to safeguard t

SUMMARY OF ARGUMENT 1?
Amici curiaeMembers of Congress are charged vatlersight of the U.S.
Food and Drug Administratio(FDA) under Art. I, Sec. 8 of the Constitutido
ensure that this federal agency discharges its statutory duty to approve the marketing
of drugs and devices only upon a demonstrationthatducu gs and devi ce
and effectiveo f ablic.Twengy ydarg ago, the FDA approvedc a n

the marketing ofthe chemical abortiomlrug RU486 (known asmifepristone

1 Amici have authority to file this brief under Fed. R. App. P. 29 because all parties
have consented to its filing. A partyos
in part, nor contributed money that was intended to fund the preparation or
submisgon of the brief. No person outsideAmicior their Counsel has contributed

money intended to fund preparation of the brief.
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subject to and conditional oa set of safeguardsurroundingits use to protect
women from known risksviifeprex(Mifepristone)information U.S. Food and Drug
Admin. (Feb. 5, 2018), https://www.fda.gov/drugs/postmarketugsafety
informationpatientsandproviders/mifeprexmifepristoneinformation The lower
courtsubstituted its own judgment, basedpamported nedical evidence presented
by the plaintiffs for theconsidered scientific judgment of the agency and imposed a
nationwide injunctionagainst theenforcement of certaifiRisk Evaluation and
Mitigation Strategies REMS). The co u r Andics urge that this decision was
contrary totheéSs u p r e me reCeatdirectiod ® overturn an abortion regulation
only if it operates as a substantial obstacle for a large fraction of weeaimg
abortion. Further, t he onelluestdbiisisedsadetyd e r
concerns the FDA relied upon in adopting the REBI®I failed to take into account
the important public interegt ensuring that women are not subject to intimidation
and coercion in seeking abortion. For these reagangi urge tke court toreverse
the decision of the district court.
ARGUMENT

|. THE DISTRICT COURT MISAPPLIED CASEYSs UNDUE BURDEN STANDARD.

By applying the cosbenefit test frorWh o | e Widealthwn Eedlerstedt
the district courterroneouslyoverlooked the holding alune Medical Services.

RussoAs discussed belowjune Medicaleestablishedhe undue burden standard



of Planned Parenthood v. Casegs the properstandardfor assessing the
constitutionality ofanabortionrestriction.UnderCasey fia r egul at i on
purpose or effect of placing a substantial obstacle in the path of a woman seeking an
abortion of a nonviable fetus®otutiand an
I nfringement on a womanos AnmurCdlaaient al
Obstetricians and Gynecologists v. U.S. Food and Drug Adfmereirafter
A A C O GNpn) TDG20-1320,2020 U.S. Dist. LEXIS 12201&t *52i 53 (D. Md.
July 13, 2020)citing Planned Parenthood of Se. Pa.Gasey 505 U.S.833,877
(1992). Wh ol e Wo ma subsequdthtbsaggdsted that th€aseystandard
includesa costbenefit analysis whictwould require thatfidcourts consider the
burdens daw imposes on abortion access together with the benefits those laws
conf krat*®{citingWh ol e Womanods He83b 86.ICt. 2292, He | |
2309 (2016).

Earlier this year, the Supreme Court again addresseskp s undue bur
standard. In a splintered44 decision inJune Medical ServicetheSupreme Court
held unconstitutional a Loui si anlaneadmit
Med. Servs. L. L. G.. Russp140 S. Ct. 21032113(2020)(plurality). Notably, he
four-Justiceplurality first analyzedAct 620under a substantial obstacle test, finding
that Act 620 placed substantial obstacle in the path of women seeking abortion in

Louisianald. at2122 2130.The plurality then turned to a benedftiardens analysis



of Act 620, findingthatit he | aw of f er srelated bendfitgh.iatf i ¢ a n
2130 2132 In turn,the plurality heldAct 620was an undue burdem aw o ma n 6 s
constitutional right to an abortiohd. at 2132.
In his concurrence, Chief Justice Roberts providechdoessary fifttvote to
affirmtheCour t 6 s | hboltlgctr6RGuiconatitutibnalld. at 213 (Roberts,
C.J., concurring in theudgment).Notably, Chief Justice Roberts agreed with the
pluralityds hol ding t hat,rekiogtonthdaddthava s a
the language of Act 620 wasrtually identical to the statute struck down in
Hellerstedt and the principal of tare decisis ld. However, the Chief Justice
expressly rejectetl h e p | relfarcé ond gogtbenefit analysisld. at 2135
2139 According to the Chief Justice, a ch&nefit analysisequires Justices taia
as legislatorswithan6 unanal yzed exercise of judici
ut i I itar i @mt2t36(titmgiNew 3erséy . T.L.0469U.S. 325, 369
(1985)(Brennan, J., concurring in part and dissenting in pantxhis regard, Chief
Justice Robertseaffirmed thatCaseyii | o o k [ s ] to whether the
burden, not whet her bldat®i3v.t s out wei ghed
At issue here is the application of tharksrule toJune Medicalln Marks
v. United Stateghe Supreme Court hefd[ w] Kragmentd Court decides a case
and no single rationale explaining the

holding of the Court may be viewed as that position taken by those Members who



concurred i n the jJjudgmen®UdS. #88, 193l{1877)nar r
(citing Gregg v. Georgiad28 U.S. 153, 169 n.15 (1976) (opinion of Stewart, Powell,
and Stevens, JJAs thedistrict court notd, Nt he JuocelMedical §ervicds
I's fairly I'imted to the reasoniChigf t hat
Justice Roberts har ed wi t h AGO éNo. pDG20-1820 i202QU. SO
Dist. LEXIS 122017at *59. The district court also referent@d.T. Massey Coal Co.
v. Massaari, in which the Fourth Circuit held tHdarksrule does not appl{o a
decisioniicunless the narrowest opinion represents a common denominator of the
Court 6 s O0and anshades anppsitiaimplicitly approved by at least five
Justices who suppotte judgment @. at *60. (referencingA.T. Massey Coal Co.
v. Massanari 305 F.3d 226, 236 (4th Cir. 2002)h this regard, Fourth Circuit
precedent directs district courts to look at the common reasoning shared by the
plurality and concurrences.

As the district courindicated, thé{June Medicdlplurality did not agree with
t he Chi ef Ju s heibalandng test, andtneitler tiserpluralify nor the
Chief Justice predicated the decision on an overrulingglofo | e Wo ma.nod s He
Id. In turn, the district courheldiJune Medical Services appropriately considered
to have been decided without theed to apply or reaffirnthe balancing test of
Whol e Wo ma,ndbtksatWwhed let Wo ma and its balduecind testrhave

been ovHkHrar*éll ed. O



Unfortunately instead of analyzing thearrowestholding of June Medical
the district courappiedtheJune Medicap | u r aeénefitsudens analysias if
it was thestandard of the Courld. at *65i 99; see alsad. at *61 (explaining that
iWh ol e Wo ma reains theensost tedent majority opinidalineating the
ful l parameters of the undue buButadn t es
best the Supreme Court is split over whethet can be said there
opiniond under theMarksrule, and, thuswhether lower courts may kalowedto
disregard the opiniRamos. Louisianal40 S. Ct. 13901403(2020)(plurality);
id. at 1416 85 (Kavanaugh, J.concurring in paljt id. at 1431 (Alito, J., with
Roberts, C.J., and Kagan, dissenting).the narrowest terms, undbtarks and
MassanarjJune Medicaheldonly that Act 620 was a substantial obstacle to women
seeking abortion in Louisiandune Med. Servd40 S. Ct. at 2134 (Roberts, C.J.,
concurring);id. at 2130 (plurality).In this regad, precedent does not support the
di strict courtods deci sune Meditaln fador f thee gar d
pl ur adasoningd s

Il n i ght of Chief Jusline MegicgRhe Eightht s 6 s
Circuit recently reversedand remandedan abortioncase for reconsideration.
Hopkins v.Jegley 968 F.3d 9128th Cir. 2020)In its analysi®f June Medicaglthe
Eighth Circuit emphasiedt hat Chi ef Justice Roberts |

not t he pl ur ald att9i4ddirgernal eitatioroamittedprheoEighh



Circuit noted that Chief Justice Roberts discus§szabep s undue bur den
length while rejectinghe benefitdourdens tesktomWh ol e Wo ma.idéas He a l
914. In this regardfi Chi ef R® b g tsit] @ose wls necessary in holding
unconstituti onal -privileges law, sore Geparate dpmionh tsi n g
c ont r od. atiAlb (@eferencingMarks 430 U.S.at 193). The Eighh Circuit

further expbinedt hat A[ i1 ] n ti gkt RobeChsés$ Jdapar
Members of the Court reject[ed] tiiéh o | e Wo maacostlse rHeefail tt hst and
Id. (internal citation omitted)Since thelegleydistrict courthad analyzed the case
undertheWh ol e Wo ma costlsenefit stantardhe Eighh Circuit vacated

and remanded the <case for considerat.
concurrence, A w ld.iatoh6 Forghese reasonand to lavoid an. o
unnecessary conflict with the Eighth Circuib@t of Appeals over thapplication

of June Medical the court should reverse and remandsticase fo further
consideration in |1ight of Clone eéMedical u st i
Services

Il. THE PRELIMINARY INJUNCTION REMOVES HEALTH AND SAFETY
SAFEGUARDS FORWOMEN SEEKING CHEMICAL ABORTIONS.

The preliminary injunctionpermits an untested form of telemedicime
chemical abortiomand puts at riskw 0 me headlth and afety. The recent use of

telemedicindor chemicala b or t i on @A c | o s-persgn proeess foniliel e s



pr oc e W dongYany & Kathy B. KozhimanniMedication Abortion Through
Telemedicine: Implications of a Ruling by the lowa Supreme Cb2irt Obstetrics
& Gynecology313(Feb. 2016)A woman will go into an abortion clinic, receive an
ultrasound, and e her vital signs measured by a nurse or trained techniclan.
The womarthen consults with a physician via video chat, and if she is determined
to be a mdically appropriate candidate for the drug, the doctor remotely unlocks a
drawer and sees her take the pills fromld., see also Comm. on Practice
Bulletinsd Gynecologyandth8 o c 6y of F aMeaditayMaRageananhaf n g ,
First-Trimester Abortion Practice Bulletin No. 143 at 11 (reaffirmed 2016)
(describing the telemedicine modelwhich abortion patients are seercimic but
have a video consultation with an-gfte physician)One to three weeks after taking
the pils, the woman returns to her provider for a follow up visit. In fact, the Mayo
Clinic states that: A Medi.fclaln 64 b onatkieo rd ol
up visitstoyourdoctoor donot have ac cMedicl Abatione mer g
Mayo Clinic  (May 14, 2020), https://www.mayoclinic.org/tests
procedures/medicalbortion/about/pa20394687 see alsdViedical Management of
First-Trimester Abortionsuprg at3 ( not i ng t hat chemical
follow-up to ensure completionafb or t i on o) .

In contrastthe preliminary injunction allowsvomento receive achemical

abortion entirely remotelyThe FDA already allows he det er mi nati on



eligibility andinformed consent counselivga telemedicineACOG No. TDG20-
1320,2020 U.S. Dist. LEXIS 12201'At*11i 13. The FDA alsaloes not require a
follow-up visit to check that the chemical abortion completeddThe temporary
injunctionthusstrips away the remaining-fperson protections for dispensing and
signature requirenmes. Id. at*132 As the district court noted partion providers
indicate they canand will, use telemedicine entirely remotefgpr chemical
abortions Id. at*26i 27 (internal citations omitted)However,abortion providers
cannotremotely asseswhetherchemical abortion is medically appropriate for a
woman.

The FDA requires certaihealthcareprovider qualifications includng the
Ala] bility to assess the dthefta]omi |aft y
diagnose eci c pr e g RPrasariber e Agre@ment Form: Mifeprex
(Mifepristone)  U.S. Food and Drug  Admin. (Mar. 2016)
https://www.accessdata.fda.gov/drugsatfda_docs/rems/Mifeprex-G316
29 Prescriber_Agreement_Form.pdb fulfill theserequirements e district court
noted that abortion providers can determiremotely the length of pregnancy,
whether it is ectopic, @hif there are contraindicationACOG No. TDG20-1320,
2020U.S. Dist. LEXIS 112017at*84 (internal citation omitted)Yet, the district
c o u ffirndidgsis contrary to establisheahedicine Mayo Clinic indicates that a

physiciancanonly diagnose an ectopic pregnancy by blood tests and an ultrasound.



Ectopic Pregnancy Mayo Clinic (Feb. 28, 2020),
https://www.mayoclinic.org/diseasesnditions/ectopikpregnancy/diagnosis
treatment/dre20372098. In other words, a physician cannot determine via
telemedicine whether a pregnancy is ectopic.

Determining gestatial age usually is donein-person by ultrasand.
Ultrasound is the most accurate method to establish or confirm gestational age in the
first trimester.Comm. on Obstetric Practiden. Inst.of Ul t rasound i n |
for MaternatFetal MedicingMethods for Estimating the Due Dat@omm. Op. No.

700, atl (May 2017)Dat ng a pregnancy by wusing a wc
( A L MiBlesk accuratd.he American College of Obstetricians and Gynecologists
(ACOQG) indicates aly one half of women accurately recall their LM®. at 2.In

one studyforty percent of womeiad more than five-day discrepancy between

their LMP dating and thaltrasound datingd. In this regard, LMRlatingis not as

precise as an ultrasour8ut an accurate measurement of gestaiage isrequired

to show that a woman is even a candidate for a chemical abortion.

Without an inperson requiremendbortion providersilsocannot test for Rh
negative blood typduring pregnancy, if a woman has Rh negative blebie her
fetus 1 s Rh pobkodytmaywpeoduce antibodiescaftea ex@osure to
fetal red blood cells.Rh Factor Blood Test Mayo Clinic (June 17, 2020),

https://www.mayoclinic.org/testisrocedures/rfiactor/about/pa@0394960
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Abortion can causematernal exposure to fetl blood. Id. Therefore, a
healthcare provider must givee womanwith Rh negative bloocdh Rh immune
globulin injection. Without the injection, antibodiegandamage future pregnancies
by creating lifethreatening anemia in fetal red blood cdlls ACOG describes that
ARh testing I s standard of care in the
be administered if indicatéd d ur i n g Medlwad Managemeat.of First
Trimester Abortiopat 6.Rh negative blood typg is thusamedicallynecessaryest
butit camot occur during medical abortions that domeentirely via telemedicine.
Regrettably t he di stri ct court put | ittt
judgment that then-personrequirements are necessary oo me health and
safety ACOG No. TDG20-1320, 2020J.S. Dist. LEXIS 11201,7at*97i 99, 116i
119. The district courindicatedthat the FDAIn 2016characterized the risk @t
Amaj or ade f mdepnstoneuse s A dexceedingly rar
belowD. 1 % f or any i ndi M.iatt98@nterna dtatienroraitted)e v e n t
Even so, the districtcourtnatée hat @At he degree of risk a
Is relevant here only to the extent it piades a basis to require advanced counseling
of p a tldi le this regandl, the district court presumed the safety ibéiex
while ignoring the underlying issues of informed consent and whatbleemical

abortion is medically appropriate.
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