May 15, 2026

Kyle Diamantas J.D.

Acting Commissioner of Food and Drugs

U.S. Food and Drug Administration

10903 New Hampshire Ave. Silver Spring, MD 20993

Re:  Comment in Opposition to Citizen Petitions: FDA-2025-P-5434; FDA-2025-P-5436;
FDA-2025-P-5437

Acting Commissioner Diamantas,

The Center for Reproductive Rights (“Center’) submits this comment in opposition to Citizen
Petitions FDA-2025-P-5434, FDA-2025-P-5436, and FDA-2025-P-5437, (hereinafter
collectively “Petitions™) and the request to the U.S. Food and Drug Administration’s (“FDA” or
“Agency”) to regulate mifepristone—specifically the regulation of Abbreviated New Drug
Application (“ANDA™) 216616, a generic version of mifepristone—premised on unfounded
claims of environmental contamination. !

In the 25 years since mifepristone’s approval by FDA, its safety and efficacy have been
confirmed numerous times through the agency’s repeated review of the underlying scientific data
and literature; more than one hundred peer-reviewed studies; the real-world clinical experience
of millions of women who have safely used the mifepristone regimen for abortion and
miscarriage care; and FDA’s own safety monitoring systems.? Imposing any additional regulatory
requirements undermining FDA’s conclusions and the breadth of scientific evidence that proves
mifepristone’s safety and effectiveness would be arbitrary and capricious.

I. Background

FDA’s regulation of drug products is governed by the Federal Food, Drug, and Cosmetic Act
(“FD&C Act™) (21 USC § 301 ef seq.) and the Agency’s implementing regulations codified in
Title 21 of the Code of Federal Regulations (“CFR™). The National Environmental Policy Act of
1969 (“NEPA™) (42 USC § 4321 et seq.) requires each federal agency to assess the
environmental impacts of its actions and ensure that the public is informed of these analyses.>

! Citizen Petition from Students for Life of America, Oct. 17, 2025, https://www.regulations.gov/document/FDA-
2025-P-5434-0001 (hereinafter “CWA Petition™); Citizen Petition from Students for Life of America, Oct. 17, 2025,
https://www.regulations.gov/document/FDA-2025-P-5436-0001(hereinafter “ESA Petition”); Citizen Petition from
Students for Life of America, Oct. 17, 2025, https://www.regulations.gov/document/FDA-2025-P-5437-0001
(hereinafter “Catch-Kits Petition™).

2 See U.S. Food & Drug Admin., Ctr. for Drug Evaluation & Rsch., NDA Approval Letter, NDA 020687, Sept. 28,
2000, available at https://www.accessdata.fda.gov/drugsatfda_docs/appletter/2000/20687appltr.pdf; U.S. Food &
Drug Admin., TTT #2022-2468, NDA 020687, ANDA 091178, Mifepristone U.S. Post-Marketing Adverse Events
Summary through 12/31/2024, available at https://www.fda.gov/media/185245/download; see generally PubMed,
NAT’L LIBRARY OF MED., https://pubmed.ncbi.nlm.nih.gov/?term=mifepristone (last visited May 8, 2026).

3 See 42 USC 4332(2)(C); 21 CFR 25.1. FDA’s regulations in 21 CFR part 25 implement the relevant portions of
NEPA consistent with FDA’s authority under the FD&C Act and the Public Health Service Act. Additionally, 21
CFR part 25 sets forth regulations to supplement the procedural regulations established by the Council on
Environmental Quality (“CEQ”) under 40 CFR parts 1500 to 1508. Federal agencies are required to develop



NEPA directs Federal agencies to issue an environmental impact statement (“EIS™) for a
proposed agency action “that has a reasonably foreseeable significant effect on the quality of the
human environment,”* and to prepare an environmental assessment (“EA”) for a proposed
agency action “that does not have a reasonably foreseeable significant effect on the quality of the
human environment.”> Under FDA’s NEPA regulations, actions such as the approval of a new
drug, including new generic drugs, require at least the preparation of an EA unless the action
qualifies for a categorical exclusion, such as if FDA approval of the application does not increase
the use of the active moiety.® FDA must prepare an EIS for a proposed action when evaluation of
data or information in an EA or otherwise available to the Agency leads to a finding by FDA that
the action may significantly affect the quality of the human environment.” If FDA determines
that an action will not have a significant effect on the quality of the human environment, the
Agency will prepare a finding of no significant impact (“FONSI”).® NEPA does not demand
analysis of effects the agency does not cause or control (e.g., attenuated downstream effects).’

11. Discussion

The Petitions’ claims and arguments are untethered from the law, scientific evidence, and public
policy. As such, FDA should deny the Petitions.

A. There is No Legal Basis for the Petitions’ Requested Actions.

The Petitions’ legal claims are directly countered by FDA’s own understanding of the laws and
regulations applicable to itself. Further, subjecting mifepristone alone to these additional legal
and regulatory requirements, and not also to other medical products FDA regulates, would be
arbitrary and capricious.

In FDA’s original approval of Mifeprex, the brand name of the drug mifepristone, FDA
conducted an EA in 1996 (hereinafter “1996 EA”), which evaluated the potential environmental
impacts of the manufacture of the drug product, including dangers to endangered species; use of

methods and procedures to implement NEPA in consultation with the CEQ, an entity within the Executive Office of
the President (42 USC 4332(2)(B)-4344). Based on recent circuit court decisions, the CEQ lacks authority to issue
binding NEPA regulations, but is entitled to substantial deference. See Marin Audubon Society v. FAA, No. 23-1067
(D.C. Cir. Nov. 12, 2024); Andrus v. Sierra Club, 442 U.S. 347, 358 (1979). FDA has promulgated its own NEPA-
implementing regulations in consultation with CEQ.

4 See 42 USC 4336(b)(1).

5 See 42 USC 4336(b)(2); 21 CFR 25.40(b).

6 See 21 CFR 25.20; 42 USC 4336(b)(2); 42 USC 4336¢(4); 21 CFR 25.15(a). FDA has determined that certain
agency actions normally do not, individually or cumulatively, have a significant effect on the quality of the human
environment and therefore are ordinarily or categorically excluded from the EA or EIS requirement (see 42 USC
4336e(1); 42 USC 4336(b)(2); 21 CFR 25.15(¢c)). An “active moiety” is the component of a drug (such as molecule
or ion) that is responsible for the physiological or pharmacological action of the drug. See Compilation of CDER
New Molecular Entity (NME) Drug and New Biologic Approvals — Data Dictionary Ctr. for Drug Eval. & Research,
U.S. FOOD AND DRUG ADMIN., available at https://www.fda.gov/media/135308/download.

7 See 21 CFR 25.22(b).

8 See 21 CFR 25.41(a).46. Under 42 USC 4336¢(7), the term “finding of no significant impact” means a
determination by a Federal agency that a proposed agency action does not require the issuance of an environmental
impact statement.

9 See generally Seven County Infrastructure Coalition v. Eagle County, Colorado, No. 23-975 (June 24, 2024); Dep
of Transportation v. Public Citizen, 541 U.S. 752, 767 (2004).



the drug product by patients (i.e., excretion by patients); all expected mifepristone discharges
including “fetal remains;” and disposal of pharmaceutical waste.'” The 1996 EA concluded that
there was no significant impact and, therefore, issued a FONSI.!! In 2019, FDA approved the
first generic version of mifepristone; in that approval, the applicant claimed, and FDA granted, a
categorical exclusion under 21 § CFR 25.31(a) because, according to FDA, regulatory action on
the ANDA did not increase use of the active moiety (i.e., mifepristone).'> While the underlying
application for ANDA 216616 is not publicly available, based on FDA’s approval, the same lack
of increased use of active moiety and categorical exclusion can be assumed.!* As such, there is
no additional requirement for environmental assessment for this ANDA.

Additionally, the Petitions claim that the ANDA approval merits further FDA action based on
Section 313 of the Clean Water Act of 1972 (33 U.S.C. § 1251 ef seq.) (“CWA”), and Section 7
of the Endangered Species Act of 1973 (16 U.S.C. § 1531 ef seq.) (“ESA”). However, FDA is not
subject to those regulations in the manner that the Petitions contend. FDA itself has rejected
previous petitions (from these same petitioners) on similar grounds. '*

Lastly, the Petitions’ legal claims are too attenuated from the chain of FDA regulatory action,
arguing, for example, that FDA is required to comply with state and local water quality
requirements.'> NEPA does not require FDA to comply with those requirements. As noted above,
NEPA does not demand analysis of effects the agency does not cause or control (e.g., attenuated
downstream effects, such as potential disconnect with state and local water requirements). These
Petitions often conflate requirements that the CWA and ESA may impose on manufacturers or on
state and local municipal water regulatory bodies through federal grant making authorities with
FDA’s legal and regulatory obligations.'®

B. There is No Factual Basis for the Petitions’ Requested Actions.
The factual claims made in the Petitions—about supposed harms from the excretion of the drug

mifepristone, its metabolites, and the products of conception—are directly contradicted by FDA’s
own previous, consistent findings.

10 Application No. 20-687, Environmental Assessment and/or Finding of No Significant Impact (FONSI), Ctr. for
Drug Eval. & Research, U.S. FOOD AND DRUG ADMIN., Jul. 11, 1996, available at
https://www.accessdata.fda.gov/drugsatfda_docs/nda/2000/20687 Mifepristone EA.pdf (hereinafter “1996 EA”);
see also FDA Response to Docket No. FDA-2023-P-3328, U.S. FOOD AND DRUG ADMIN, Jan. 15, 2025, available at
https://www.regulations.gov/document/FDA-2023-P-3328-0004 (hereinafter “FDA January 2025 CP Response”);

1 See id.

12 See FDA January 2025 CP Response, supra n.9; see also FDA Approval Letter for ANDA 091178, Ctr. for Drug
Eval. & Research, U.S. FOOD AND DRUG ADMIN., Apr. 11,2019, available at
https://www.accessdata.fda.gov/drugsatfda_docs/appletter/2019/0911780rig1s000ltr.pdf; Guidance for Industry
Environmental Assessment of Human Drug and Biologics Applications, pg.2, U.S. FOOD AND DRUG ADMIN., Jul.
1998, available at https://www.fda.gov/media/70809/download.

13 FDA Approval Letter for ANDA 216616, Ctr. for Drug Eval. & Research, U.S. FOOD AND DRUG ADMIN., Sept. 30,
2025, available at https://www.accessdata.fda.gov/drugsatfda_docs/appletter/2025/216616s000ltr.pdf.

4 See FDA January 2025 CP Response, supran.10.

15 CWA Petition, supra n.1; ESA Petition, supra n.1; Catch-Kits Petition, supra n.1.

16 See CWA Petition, supra n.1 pgs. 4-7; ESA Petition, supra n.1 pgs. 3-6, 14, 18; Catch-Kits Petition, supra n.1; see
also FDA January 2025 CP Response, supra n.10.



The 1996 EA and subsequent FONSI stated that the agency “carefully considered the potential
environmental impact of [approving this application] and has concluded that this action will not
have a significant effect on the quality of the human environment and that an environmental
impact statement [(EIS)] therefore will not be prepared.”!” The EA evaluated the potential
environmental impacts of the manufacture of the drug product, including: dangers to endangered
species; use of the drug product by patients (i.e., excretion by patients); all expected mifepristone
discharges including “fetal remains;” and disposal of pharmaceutical waste, including disposal of
rejected, expired, returned or wasted drug products.'®

There is no evidence to suggest that mifepristone is harming the environment or people’s
health.'” The 1996 EA, based on a conservative screening assumption, specifically reviewed
excretion by patients and concluded that the calculated projection of environmental introduction
concentration into the aquatic environment from use to be less than 1 part per billion (ppb).2° The
1996 EA concluded that excretion by patients who used mifepristone is not “harmful to drinking
water sources, groundwater sources, and any other sources of water that are touched by
wastewater.”?! Additionally, the 1996 EA stated that “adverse effects are not anticipated upon
endangered or threatened species.?? The Petitions do not provide any scientific evidence that
contradict FDA’s 1996 EA findings.

FDA itself has noted that the agency is unaware of any scientific evidence suggesting that
products of conception from induced abortions differ from the naturally occurring products of
conception from spontaneous abortions (i.e., miscarriage).?* The Petitions do not provide any
scientific evidence to the contrary.

Lastly, the Petitions claim that FDA’s regulatory action to remove an in-person dispensing
requirement to which mifepristone was initially subject has resulted in more mifepristone
entering wastewater.?* This claim fundamentally misunderstands mifepristone disbursement and
use. The approval of mifepristone was always intended for outpatient use, meaning that the
patient using mifepristone did not need to remain in a clinical setting until the products of
conception or the chemicals of mifepristone were expelled from their body.?> The 2000 label for
the product identified that patients who took mifepristone, even it if was originally administered
or dispensed in a clinical setting, expected that the products of conception and the chemicals of

17 See 1996 EA supra n.10; see also FDA January 2025 CP Response, supra n.10.

18 See id,

19 See Samantha Putterman, Anti-abortion advocates turn to the environment: Is mifepristone in wastewater a
threat?, POLITIFACT, May 13, 2023, available at https://www.politifact.com/article/2023/may/3 1/anti-abortion-
advocates-turn-to-the-environment-is/; Candace Gibson, Anna Bernstein, Weaponizing Water: How the Campaign
Against Medication Abortion Co-opts Environmental Policy, GUTTMACHER INST., Dec. 2025, available at
https://www.guttmacher.org/2025/12/weaponizing-water-how-campaign-against-medication-abortion-co-opts-
environmental-policy.

20 See 1996 EA supra n.10; see also FDA January 2025 CP Response, supra n.10.

2L See id

22 See id.

2 FDA January 2025 CP Response, supra n.10.

24 ESA Petition, supra n.1 at pg. 11; Catch-Kits Petition, supra n.1 at pg. 3.

% See e.g., 2000 Mifeprex Label, U.S. FOOD AND DRUG ADMIN., available at
https://www.accessdata.fda.gov/drugsatfda_docs/label/2000/206871bl.htm (hereinafter <2000 Mifeprex Label”).



mifepristone could and would be expelled from the patient’s body in non-clinical settings.®
Therefore, there is no new risk calculus that stems from FDA’s action to eliminate the in-person
dispensing requirement.

C. The Petitions’ Policy Arguments Are Abortion Exceptionalism.

The Petitions’ policy arguments are a blatant ploy to stigmatize and restrict abortion access by
singling out mifepristone as the sole FDA-approved product that requires additional scrutiny,
regulation, and restriction in this manner.

First, Petitions target the fact that mifepristone is used outside clinical settings. Drugs like
opioids (used to treat pain), ibuprofen (used to treat pain and fever, among other symptoms),
metformin (used to treat diabetes), and sildenafil (used to treat erectile disfunction) are much
more heavily prescribed than mifepristone and are also used in non-clinical settings.?” While
FDA has provided specific consumer guidance for disposals of certain products, such as sharps
disposal and for products that pose addiction risk, mifepristone does not pose the same risks. In
fact, other drugs, such as opioids and peritoneal dialysis solution, can be drained or disposed of
into a toilet or sink.?® Targeting mifepristone for additional scrutiny and regulation because of its
at-home use is abortion exceptionalism.

Additionally, Petitions seek to impose restrictions on the disposal of the products of conception
as well as the general excretion of mifepristone only for the abortion indication. There is no
federal precedent for imposing onerous disposal requirements for the biological residuals or
metabolites of drugs expelled through human waste.?’ Regarding the products of conception, as
noted above, FDA itself has determined that the agency is unaware of any scientific evidence
suggesting that products of conception from induced abortions differ from the naturally
occurring products of conception from spontaneous abortions (i.e., miscarriage).*° The Petitions
do not provide any scientific evidence to the contrary. Regarding the excretion of the chemicals
in mifepristone in non-clinical settings, as noted above, the approval of mifepristone

was always intended for outpatient use.>! Further, Petitions target mifepristone only as indicated

26 See id.

27 See e.g., The Top 300 of 2023, CLINCALC DRUGSTATS DATABASE,
https://clincalc.com/DrugStats/Top300Drugs.aspx (last accessed May 5, 2026); Jennifer Wirth, The 50 most-filled
prescriptions, The Checkup by SingleCare, Jan. 13, 2026, https://www.singlecare.com/blog/most-prescribed-drugs/
(last accessed May 5, 2026); Sarah Lewis, The Top 50 Drugs Prescribed in the United States, HEALTHGRADES, Sept.
29, 2022, https://resources.healthgrades.com/right-care/patient-advocate/the-top-50-drugs-prescribed-in-the-united-
states (last accessed May 5, 2026).

2 Drug Disposal: FDA’s Flush List for Certain Medicines, U.S. FOOD AND DRUG ADMIN.,
https://www.fda.gov/drugs/disposal-unused-medicines-what-you-should-know/drug-disposal-fdas-flush-list-certain-
medicines; Peritoneal Dialysis, Nat’l Inst. Of Diabetes and Digestive and Kidney Diseases, NAT’L INST. OF HEALTH,
https://www.niddk.nih.gov/health-information/kidney-disease/kidney-failure/peritoneal-dialysis (last accessed May
5,2026); Usman Khan, et. al, Risks associated with the environmental release of pharmaceuticals on the U.S. Food
and Drug Administration “‘flush list,” ELSEVIER Vol. 609, Dec. 31,2017, available at
https://doi.org/10.1016/j.scitotenv.2017.05.269.

2 See e.g., Domestic sewage is exempted under the Resource Conservation and Recovery Act (RCRA). Solid Waste
Disposal Act, 42 U.S.C. §§ 6901-6992k.

30 FDA January 2025 CP Response, supra n.10.

312000 Mifeprex Label, supra n.25.



for abortion, which is a 200 milligram (mg) dosage of mifepristone intended for one-time use.
However, mifepristone is also approved and used for other indications, which is prescribed at
dosages ranging from 300 mg to 1200 mgs and requires routine use by the patient population.?
As such, targeting mifepristone specifically for the abortion indication for additional scrutiny and
regulation, when the drug is used at higher doses and more frequently for other indications, is
abortion exceptionalism.

2

If FDA accepts Petitions’ arguments, that FDA must regulate, including through additional
requirements imposed on manufacturers, providers, and/or patients (e.g., catch kits), the
discharge of the products of conception and bodily fluid and waste expelled at home after a
medical treatment when there is no evidence or scientific finding of environmental harm from
this human waste, it would need to be applied across the board to all medical products FDA
regulates rather than exclusively for mifepristone for one indication. Adding such a requirement
to mifepristone alone over other drugs would be arbitrary and capricious, reflective of the
abortion exceptionalism the Petitions seek to advance.

I11. Conclusion

The Center strongly opposes the arguments made by these Petitions. FDA should continue to
base its decisions regarding FDA-regulated medications, including mifepristone, on its
authorities under the FD&CA and gold-standard science, not on ideological attacks. FDA should
not impose additional requirements on mifepristone or take any action to further restrict access to
this essential medication. Any actions to limit access to mifepristone, including those based on
unfounded environmental claims, go against existing evidence, could further burden providers
and harm patients in need of medication abortion, and would be arbitrary and capricious.

32 See e.g., 2019 KORLYM Label, U.S. FOOD AND DRUG ADMIN., available at
https://www.accessdata.fda.gov/drugsatfda_docs/label/2019/202107s0081bl.pdf.



