
 

 

 

Nos. 20-1784, 20-1824, & 20-1970 
 

UNITED STATES COURT OF APPEALS 

FOR THE FOURTH CIRCUIT  

 

 

AMERICAN COLLEGE OF OBSTETRICIANS AND GYNECOLOGISTS, et al., 

Plaintiffs-Appellees, 

 

v. 

 

UNITED STATES FOOD AND DRUG ADMINISTRATION, et al., 

Defendants-Appellants. 

 

 

On Appeal from the United States District Court for the District of Maryland 

_______________________________ 

 

BRIEF AMICI CURIAE  OF 102 MEMBERS OF CONGRESS 

IN SUPPORT OF DEFENDANT-APPELL ANT FDA AND 

REVERSAL OF THE LOWER COURT  

_______________________________ 

 

Catherine Glenn Foster 

Steven H. Aden 

Steven.Aden@aul.org 

   Counsel of Record 

Katie Glenn 

Natalie M. Hejran 

AMERICANS UNITED FOR L IFE 

1150 Connecticut Ave NW, Suite 500 

Washington, D.C. 20036 

Telephone: 202-741-4917 

 

Counsel for Amici Curiae 



 

i 
 

TABLE OF CONTENTS  

 

TABLE OF AUTHORITIES..................................................................................... ii 

 

STATEMENT OF INTEREST OF AMICI CURIAE ................................................ 1 

 

SUMMARY OF ARGUMENT ................................................................................ 1 

 

ARGUMENT ............................................................................................................ 2 

  

I. The District Court Misapplied Caseyôs Undue Burden Standard ............... 2 

 

II . The Preliminary Injunction Removes Health and Safety Safeguards 

for Women Seeking Chemical Abortions ................................................... 7 

 

III . The Preliminary Injunction Subverts the Public Interest in Preventing 

Domestic Violence .................................................................................... 14 

 

CONCLUSION ....................................................................................................... 20 

 

CERTIFICATE OF COMPLIANCE ...................................................................... 21 

 

CERTIFICATE OF SERVICE ................................................................................ 22 

 

APPENDIXðLIST OF AMICI CURIAE ............................................................... 1a 
 

  



 

ii  
 

TABLE OF AUTHORITIES  

Cases                   Page(s) 

 

A.T. Massey Coal Co. v. Massanari, 

305 F.3d 226 (4th Cir. 2002)........................................................................... 5 

 

Am. Coll. of Obstetricians and Gynecologists v. U.S. Food and Drug Admin., 

No. TDC-20-1320, 2020 U.S. Dist. LEXIS 122017 (D. Md. July 13, 

2020) ...................................................................................................... passim 

 

Gregg v. Georgia, 

428 U.S. 153 (1976) ........................................................................................ 5 

 

Hopkins v. Jegley, 

968 F.3d 912 (8th Cir. 2020)....................................................................... 6, 7 

 

June Med. Servs. L. L. C. v. Russo, 

140 S. Ct. 2103 (2020) ............................................................................ 3, 4, 6 

 

Marks v. United States, 

430 U.S. 188 (1977) ................................................................................ 4, 5, 7 

 

New Jersey v. T.L.O., 

469 U.S. 325 (1985) ........................................................................................ 4 

 

Nken v. Holder, 

556 U.S. 418 (2009) ...................................................................................... 14 

 

Planned Parenthood of Se. Pa. v. Casey, 

 505 U.S. 833 (1992) ........................................................................................ 3 

 

Ramos v. Louisiana, 

140 S. Ct. 1390 (2020) .................................................................................... 6 

 

Trump v. Intôl Refugee Assistance Project, 

137 S. Ct. 2080 (2017) .................................................................................. 14 

 

Weinberger v. Romero-Barcelo, 

456 U.S. 305 (1982) ...................................................................................... 14 



 

iii  
 

 

Whole Womanôs Health v. Hellerstedt, 

136 S. Ct. 2292 (2016) .................................................................................... 3 

 

Winter v. Nat. Res. Def. Council, Inc., 

555 U.S. 7 (2008) .......................................................................................... 14 

 

Other Authorities  

 

Art. I, Sec. 8............................................................................................................... 1 

 

Charvonne N. Holliday et al., Racial/Ethnic Differences in Womenôs 

Experiences of Reproductive Coercion, Intimate Partner Violence, and 

Unintended Pregnancy, 26 J. of Womenôs Health 828 (2017)........................ 18 

 

Comm. on Gynecologic Practice Long-Acting Reversible Contraception 

Working Group, Increasing Access to Contraceptive Implants and 

Intrauterine Devices to Reduce Unintended Pregnancy, Comm. Op. No. 

645 (reaffirmed 2018) ...................................................................................... 16 

 

Comm. on Health Care for Underserved Women, Reproductive and Sexual 

Coercion, Comm. Op. No. 554 (Feb. 2013) .............................................. 16, 17 

 

Comm. on Obstetric Practice Am. Inst. of Ultrasound in Med. Socôy for 

Maternal-Fetal Medicine, Methods for Estimating the Due Date, Comm. 

Op. No. 700, (May 2017) ................................................................................ 10 

 

Comm. on Practice BulletinsðGynecology and the Socôy of Family Planning, 

Medical Management of First-Trimester Abortion, Practice Bulletin No. 

143 (reaffirmed 2016) .................................................................................8, 11 

 

COVID-19 FAQs for Obstetrician-Gynecologists, Obstetrics, Am. Coll. of 

Obstetricians and Gynecologists, https://www.acog.org/ .......................... 19, 20 

 

COVID-19 Resource Guide: Women in Medicine, Am. Med. Assôn (Aug. 3, 

2020), https://www.ama-assn.org/practice-management/physician-

health/covid-19-resource-guide-women-medicine .......................................... 19 

 



 

iv 
 

Ectopic Pregnancy, Mayo Clinic (Feb. 28, 2020), 

https://www.mayoclinic.org/diseases-conditions/ectopic-

pregnancy/diagnosis-treatment/drc-20372093 ............................................ 9, 10 

 

Elizabeth Miller et al., Recent Reproductive Coercion and Unintended 

Pregnancy Among Female Family Planning Clients, 89 Contraception 

122 (2014) .................................................................................................18, 19 

 

Jay G. Silverman et al., Male Perpetration of Intimate Partner Violence and 

Involvement in Abortions and Abortion-Related Conflict, 100 Am. J. of 

Pub. Health 1415 (Aug. 2010) ........................................................................17 

 

Medical Abortion, Mayo Clinic (May 14, 2020), 

https://www.mayoclinic.org/tests-procedures/medical-

abortion/about/pac-20394687 ...........................................................................8 

 

Megan Hall et al., Associations Between Intimate Partner Violence and 

Termination of Pregnancy: A Systematic Review and Meta-Analysis, 11 

PLoS Med. 1 (Jan. 2014) ..........................................................................16, 17 

 

Mifeprex (Mifepristone) Information, U.S. Food and Drug Admin. (Feb. 5, 

2018), https://www.fda.gov/drugs/postmarket-drug-safety-information-

patients-and-providers/mifeprex-mifepristone-information .............................2 

 

Mifepristone U.S. Post-Marketing Adverse Events Summary Through 

12/31/2018, U.S. Food and Drug Admin. 

https://www.fda.gov/media/112118/download ..............................................13 

 

Prescriber Agreement Form: Mifeprex (Mifepristone), U.S. Food and Drug 

Admin. (Mar. 2016), 

https://www.accessdata.fda.gov/drugsatfda_docs/rems/Mifeprex_2016-

03-29_Prescriber_Agreement_Form.pdf ..........................................................9 

 

Preventing Intimate Partner Violence, Ctrs. For Disease Control and 

Prevention (Feb. 26, 2019), 

https://www.cdc.gov/violenceprevention/intimatepartnerviolence/fastfa

ct.html .......................................................................................................15, 16 

 



 

v 
 

Rh Factor Blood Test, Mayo Clinic (June 17, 2020), 

https://www.mayoclinic.org/tests-procedures/rh-factor/about/pac-

20394960 ..................................................................................................10, 11 

 

Roles of Different Participants in REMS, U.S. Food and Drug Admin. (Mar. 

24, 2020), https://www.fda.gov/drugs/risk-evaluation-and-mitigation-

strategies-rems/roles-different-participants-rems ...........................................13 

 

Sam Rowlands & Susan Walker, Reproductive Control by Others: Means, 

Perpetrators and Effects, 45 BMJ Sexual & Reprod. Health 61 

(2019) ........................................................................................................18, 19 

 

Y. Tony Yang & Kathy B. Kozhimannil, Medication Abortion Through 

Telemedicine: Implications of a Ruling by the Iowa Supreme Court, 127 

Obstetrics & Gynecology 313 (Feb. 2016) ...................................................7, 8 
 



 

1 
 

INTEREST OF AMICI CURIAE  

 

Amici are 102 Members of Congress, 24 Senators and 78 Members of the 

House of Representatives (herein ñMembersò), representing 34 States. A complete 

list of Amici Members is found in the Appendix to this brief. 

Amici Members have a special interest in the correct interpretation, 

application, and enforcement of health and safety standards for elective abortion 

enacted by the People of the States they represent. Amici strongly urge the Court to 

reverse the District Courtôs decision and to provide clarity regarding the bounds of 

the Governmentôs ability to safeguard the lives and health of their citizens. 

SUMMARY OF ARGUMENT 1 

 

 Amici curiae Members of Congress are charged with oversight of the U.S. 

Food and Drug Administration (FDA) under Art. I, Sec. 8 of the Constitution to 

ensure that this federal agency discharges its statutory duty to approve the marketing 

of drugs and devices only upon a demonstration that such drugs and devices are ñsafe 

and effectiveò for use by the American public. Twenty years ago, the FDA approved 

the marketing of the chemical abortion drug RU-486 (known as mifepristone) 

 
1 Amici have authority to file this brief under Fed. R. App. P. 29 because all parties 

have consented to its filing. A partyôs counsel has not authored the brief in whole or 

in part, nor contributed money that was intended to fund the preparation or 

submission of the brief. No person outside of Amici or their Counsel has contributed 

money intended to fund preparation of the brief. 
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subject to and conditional on a set of safeguards surrounding its use to protect 

women from known risks. Mifeprex (Mifepristone) Information, U.S. Food and Drug 

Admin. (Feb. 5, 2018), https://www.fda.gov/drugs/postmarket-drug-safety-

information-patients-and-providers/mifeprex-mifepristone-information. The lower 

court substituted its own judgment, based on purported medical evidence presented 

by the plaintiffs, for the considered scientific judgment of the agency and imposed a 

nationwide injunction against the enforcement of certain Risk Evaluation and 

Mitigation Strategies (REMS). The courtôs Amici urge that this decision was 

contrary to the Supreme Courtôs recent direction to overturn an abortion regulation 

only if it operates as a substantial obstacle for a large fraction of women seeking 

abortion. Further, the courtôs order was contrary to the well -established safety 

concerns the FDA relied upon in adopting the REMS, and failed to take into account 

the important public interest in ensuring that women are not subject to intimidation 

and coercion in seeking abortion. For these reasons, Amici urge the court to reverse 

the decision of the district court. 

ARGUMENT  

 

I. THE DISTRICT COURT MISAPPLIED CASEYôS UNDUE BURDEN STANDARD. 

 

 By applying the cost-benefit test from Whole Womanôs Health v. Hellerstedt, 

the district court erroneously overlooked the holding of June Medical Services v. 

Russo. As discussed below, June Medical reestablished the undue burden standard 
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of Planned Parenthood v. Casey as the proper standard for assessing the 

constitutionality of an abortion restriction. Under Casey, ña regulation that has óthe 

purpose or effect of placing a substantial obstacle in the path of a woman seeking an 

abortion of a nonviable fetusô is an óundue burdenô that is an unconstitutional 

infringement on a womanôs fundamental right of privacy.ò Am. Coll. of 

Obstetricians and Gynecologists v. U.S. Food and Drug Admin. (hereinafter 

ñACOGò), No. TDC-20-1320, 2020 U.S. Dist. LEXIS 122017 at *52ï53 (D. Md. 

July 13, 2020) (citing Planned Parenthood of Se. Pa. v. Casey, 505 U.S. 833, 877 

(1992)). Whole Womanôs Health subsequently suggested that the Casey standard 

includes a cost-benefit analysis which would require that ñócourts consider the 

burdens a law imposes on abortion access together with the benefits those laws 

confer.ôò Id. at *54 (citing Whole Womanôs Health v. Hellerstedt, 136 S. Ct. 2292, 

2309 (2016)). 

 Earlier this year, the Supreme Court again addressed Caseyôs undue burden 

standard. In a splintered 4-1-4 decision in June Medical Services, the Supreme Court 

held unconstitutional a Louisiana admitting privileges regulation (ñAct 620ò). June 

Med. Servs. L. L. C. v. Russo, 140 S. Ct. 2103, 2113 (2020) (plurality). Notably, the 

four-Justice plurality first analyzed Act 620 under a substantial obstacle test, finding 

that Act 620 placed a substantial obstacle in the path of women seeking abortion in 

Louisiana. Id. at 2122ï2130. The plurality then turned to a benefits-burdens analysis 
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of Act 620, finding that ñthe law offers no significant health-related benefits.ò Id. at 

2130ï2132. In turn, the plurality held Act 620 was an undue burden on a womanôs 

constitutional right to an abortion. Id. at 2132. 

 In his concurrence, Chief Justice Roberts provided the necessary fifth vote to 

affirm the Courtôs judgment and hold Act 620 unconstitutional. Id. at 2134 (Roberts, 

C.J., concurring in the judgment). Notably, Chief Justice Roberts agreed with the 

pluralityôs holding that Act 620 was a substantial obstacle, relying on the fact that 

the language of Act 620 was virtually identical to the statute struck down in 

Hellerstedt and the principal of stare decisis. Id. However, the Chief Justice 

expressly rejected the pluralityôs reliance on a cost-benefit analysis. Id. at 2135ï

2139. According to the Chief Justice, a cost-benefit analysis requires Justices to act 

as legislators with an ñóunanalyzed exercise of judicial willô in the guise of a óneutral 

utilitarian calculus.ôò Id. at 2136 (citing New Jersey v. T.L.O., 469 U.S. 325, 369 

(1985) (Brennan, J., concurring in part and dissenting in part)). In this regard, Chief 

Justice Roberts reaffirmed that Casey ñlook[s] to whether there was a substantial 

burden, not whether benefits outweighed burdens.ò Id. at 2137. 

 At issue here is the application of the Marks rule to June Medical. In Marks 

v. United States, the Supreme Court held ñ[w]hen a fragmented Court decides a case 

and no single rationale explaining the result enjoys the assent of five Justices, óthe 

holding of the Court may be viewed as that position taken by those Members who 
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concurred in the judgments on the narrowest grounds.ôò 430 U.S. 188, 193 (1977) 

(citing Gregg v. Georgia, 428 U.S. 153, 169 n.15 (1976) (opinion of Stewart, Powell, 

and Stevens, JJ.). As the district court noted, ñthe holding of June Medical Services 

is fairly limited to the reasoning that represents a ócommon denominatorô that [Chief 

Justice Roberts] shared with the plurality.ò ACOG, No. TDC-20-1320, 2020 U.S. 

Dist. LEXIS 122017 at *59. The district court also referenced A.T. Massey Coal Co. 

v. Massanari, in which the Fourth Circuit held the Marks rule does not apply to a 

decision ñóunless the narrowest opinion represents a common denominator of the 

Courtôs reasoningô and embodies a position óimplicitly approved by at least five 

Justices who support the judgment.ôò Id. at *60. (referencing A.T. Massey Coal Co. 

v. Massanari, 305 F.3d 226, 236 (4th Cir. 2002)). In this regard, Fourth Circuit 

precedent directs district courts to look at the common reasoning shared by the 

plurality and concurrences. 

As the district court indicated, ñthe [June Medical] plurality did not agree with 

the Chief Justiceôs criticism of the balancing test, and neither the plurality nor the 

Chief Justice predicated the decision on an overruling of Whole Womanôs Health.ò 

Id. In turn, the district court held ñJune Medical Services is appropriately considered 

to have been decided without the need to apply or reaffirm the balancing test of 

Whole Womanôs Health, not that Whole Womanôs Health and its balancing test have 

been overruled.ò Id. at *61. 
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Unfortunately, instead of analyzing the narrowest holding of June Medical, 

the district court applied the June Medical pluralityôs benefits-burdens analysis as if 

it was the standard of the Court. Id. at *65ï99; see also id. at *61 (explaining that 

ñWhole Womanôs Health remains the most recent majority opinion delineating the 

full parameters of the undue burden testò which is ñbinding on this Court.ò) But at 

best, the Supreme Court is split over whether it can be said there is ñno controlling 

opinionò under the Marks rule, and, thus, whether lower courts may be allowed to 

disregard the opinions. Ramos v. Louisiana, 140 S. Ct. 1390, 1403 (2020) (plurality); 

id. at 1416 n.85 (Kavanaugh, J., concurring in part); id. at 1431 (Alito, J., with 

Roberts, C.J., and Kagan, dissenting). In the narrowest terms, under Marks and 

Massanari, June Medical held only that Act 620 was a substantial obstacle to women 

seeking abortion in Louisiana. June Med. Servs, 140 S. Ct. at 2134 (Roberts, C.J., 

concurring); id. at 2130 (plurality). In this regard, precedent does not support the 

district courtôs decision to disregard the holding of June Medical in favor of the 

pluralityôs reasoning. 

 In light of Chief Justice Robertsôs concurrence in June Medical, the Eighth 

Circuit recently reversed and remanded an abortion case for reconsideration. 

Hopkins v. Jegley, 968 F.3d 912 (8th Cir. 2020). In its analysis of June Medical, the 

Eighth Circuit emphasized that Chief Justice Roberts ñconcurred in the judgment, 

not the pluralityôs reasoning.ò Id. at 914 (internal citation omitted). The Eighth 
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Circuit noted that Chief Justice Roberts discussed Caseyôs undue burden standard at 

length while rejecting the benefits-burdens test from Whole Womanôs Health. Id. at 

914. In this regard, ñChief Justice Robertôs [sic] vote was necessary in holding 

unconstitutional Louisianaôs admitting-privileges law, so his separate opinion is 

controlling.ò Id. at 915 (referencing Marks, 430 U.S. at 193). The Eighth Circuit 

further explained that ñ[i]n light of Chief Justice Robertsôs separate opinion, ófive 

Members of the Court reject[ed] the Whole Womanôs Health cost-benefit standard.ôò 

Id. (internal citation omitted). Since the Jegley district court had analyzed the case 

under the Whole Womanôs Health cost-benefit standard, the Eighth Circuit vacated 

and remanded the case for consideration in light of Chief Justice Robertôs 

concurrence, ñwhich is controlling.ò Id. at 916. For these reasons, and to avoid an 

unnecessary conflict with the Eighth Circuit Court of Appeals over the application 

of June Medical, the court should reverse and remand this case for further 

consideration in light of Chief Justice Robertsô concurrence in June Medical 

Services. 

II.   THE PRELIMINARY INJUNCTION REMOVES HEALTH AND SAFETY 

SAFEGUARDS FOR WOMEN SEEKING CHEMICAL ABORTIONS. 

 

The preliminary injunction permits an untested form of telemedicine in 

chemical abortions and puts at risk womenôs health and safety. The recent use of 

telemedicine for chemical abortion ñclosely resembles the in-person process for the 
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procedure.ò Y. Tony Yang & Kathy B. Kozhimannil, Medication Abortion Through 

Telemedicine: Implications of a Ruling by the Iowa Supreme Court, 127 Obstetrics 

& Gynecology 313 (Feb. 2016). A woman will go into an abortion clinic, receive an 

ultrasound, and have her vital signs measured by a nurse or trained technician. Id. 

The woman then consults with a physician via video chat, and if she is determined 

to be a medically appropriate candidate for the drug, the doctor remotely unlocks a 

drawer and sees her take the pills from it. Id.; see also Comm. on Practice 

BulletinsðGynecology and the Socôy of Family Planning, Medical Management of 

First-Trimester Abortion, Practice Bulletin No. 143, at 11 (reaffirmed 2016) 

(describing the telemedicine model in which abortion patients are seen in-clinic but 

have a video consultation with an off-site physician). One to three weeks after taking 

the pills, the woman returns to her provider for a follow up visit. In fact, the Mayo 

Clinic states that: ñMedical abortion isn't an option if you . . . [c]anôt make follow-

up visits to your doctor or donôt have access to emergency care.ò Medical Abortion, 

Mayo Clinic (May 14, 2020), https://www.mayoclinic.org/tests-

procedures/medical-abortion/about/pac-20394687; see also Medical Management of 

First-Trimester Abortion, supra, at 3 (noting that chemical abortion ñ[r]equires 

follow-up to ensure completion of abortionò). 

In contrast, the preliminary injunction allows women to receive a chemical 

abortion entirely remotely. The FDA already allows the determination of a patientôs 
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eligibility and informed consent counseling via telemedicine. ACOG, No. TDC-20-

1320, 2020 U.S. Dist. LEXIS 122017, at *11ï13. The FDA also does not require a 

follow-up visit to check that the chemical abortion completed. Id. The temporary 

injunction thus strips away the remaining in-person protections for dispensing and 

signature requirements. Id. at *132. As the district court noted, abortion providers 

indicate they can, and will, use telemedicine entirely remotely for chemical 

abortions. Id. at *26ï27 (internal citations omitted). However, abortion providers 

cannot remotely assess whether chemical abortion is medically appropriate for a 

woman. 

The FDA requires certain healthcare provider qualifications, including the 

ñ[a]bility to assess the duration of pregnancy accuratelyò and the ñ[a]bility to 

diagnose ectopic pregnancies.ò Prescriber Agreement Form: Mifeprex 

(Mifepristone), U.S. Food and Drug Admin. (Mar. 2016), 

https://www.accessdata.fda.gov/drugsatfda_docs/rems/Mifeprex_2016-03-

29_Prescriber_Agreement_Form.pdf. To fulfill these requirements, the district court 

noted that abortion providers can determine remotely the length of pregnancy, 

whether it is ectopic, and if there are contraindications. ACOG, No. TDC-20-1320, 

2020 U.S. Dist. LEXIS 112017, at *84 (internal citation omitted). Yet, the district 

courtôs finding is contrary to established medicine. Mayo Clinic indicates that a 

physician can only diagnose an ectopic pregnancy by blood tests and an ultrasound. 
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Ectopic Pregnancy, Mayo Clinic (Feb. 28, 2020), 

https://www.mayoclinic.org/diseases-conditions/ectopic-pregnancy/diagnosis-

treatment/drc-20372093. In other words, a physician cannot determine via 

telemedicine whether a pregnancy is ectopic. 

 Determining gestational age usually is done in-person by ultrasound. 

Ultrasound is the most accurate method to establish or confirm gestational age in the 

first trimester. Comm. on Obstetric Practice Am. Inst. of Ultrasound in Med. Socôy 

for Maternal-Fetal Medicine, Methods for Estimating the Due Date, Comm. Op. No. 

700, at 1 (May 2017). Dating a pregnancy by using a womanôs last menstrual period 

(ñLMPò) is less accurate. The American College of Obstetricians and Gynecologists 

(ACOG) indicates only one half of women accurately recall their LMP. Id. at 2. In 

one study, forty percent of women had more than a five-day discrepancy between 

their LMP dating and the ultrasound dating. Id. In this regard, LMP dating is not as 

precise as an ultrasound. But an accurate measurement of gestational age is required 

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

Without an in-person requirement, abortion providers also cannot test for Rh 

negative blood type. During pregnancy, if a woman has Rh negative blood while her 

fetus is Rh positive, the womanôs body may produce antibodies after exposure to 

fetal red blood cells. Rh Factor Blood Test, Mayo Clinic (June 17, 2020), 

https://www.mayoclinic.org/tests-procedures/rh-factor/about/pac-20394960. 
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Abortion can cause maternal exposure to fetal blood. Id. Therefore, a 

healthcare provider must give a woman with Rh negative blood a Rh immune 

globulin injection. Without the injection, antibodies can damage future pregnancies 

by creating life-threatening anemia in fetal red blood cells. Id. ACOG describes that 

ñRh testing is standard of care in the United States, and RhD immunoglobulin should 

be administered if indicatedò during abortions. Medical Management of First-

Trimester Abortion, at 6. Rh negative blood typing is thus a medically necessary test 

but it cannot occur during medical abortions that are done entirely via telemedicine. 

Regrettably, the district court put little weight on the FDAôs scientific 

judgment that the in-person requirements are necessary for womenôs health and 

safety. ACOG, No. TDC-20-1320, 2020 U.S. Dist. LEXIS 112017, at *97ï99, 116ï

119. The district court indicated that the FDA in 2016 characterized the risk of a 

ñmajor adverse event[]ò from mifepristone use as ñóexceedingly rare, generally far 

below 0.1% for any individual adverse event.ôò Id. at *98 (internal citation omitted). 

Even so, the district court noted that ñthe degree of risk associated with mifepristone 

is relevant here only to the extent it provides a basis to require advanced counseling 

of patients.ò Id. In this regard, the district court presumed the safety of Mifeprex 

while ignoring the underlying issues of informed consent and whether a chemical 

abortion is medically appropriate. 




