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WASHINGTON, DC 20510

March 25, 2026

VIA ELECTRONIC TRANSMISSION

The Honorable Martin A. Makary, M.D., M.P.H.
Commissioner of Food and Drugs

U.S. Food and Drug Administration

10903 New Hampshire Ave.

Silver Spring, MD 20993

Commissioner Makary:

We write to urge the Food and Drug Administration (FDA) to take immediate action to prevent
misbranded and unapproved versions of the chemical abortion drugs, mifepristone and
misoprostol, from being marketed in the U.S. by online retailers in violation of federal law. The
illegal sale of these drugs harms women and undermines FDA’s core mission to protect American
consumers through the regulation of medical products. The widespread online dispensing of
chemical abortion drugs without medical supervision poses serious risks to women’s health and
increases the risk of forced and coerced abortions.

As you know, federal law prohibits the introduction, or delivery for introduction, of misbranded
and unapproved drugs into U.S. interstate commerce.! As FDA acknowledges, “[u]napproved
prescription drugs pose significant risks to patients because they have not been reviewed by FDA
for safety, effectiveness or quality.”? Furthermore, “[w]ithout FDA review, there is no way to know
if these drugs are safe and effective for their intended use, whether they are manufactured in a way
that ensures consistent drug quality or whether their label is complete and accurate.”® These
concerns are true for any misbranded and unapproved drug, but are especially serious for chemical
abortion drugs that kill an unborn child and may lead to lasting, serious health problems for women
who take them.

While FDA acknowledges the risks of buying chemical abortion drugs online, with a warning on
its website stating, “FDA Does Not Recommend Buying Mifepristone Online,” and advises
Americans that there are serious health risks involved in doing so,* FDA must do more.

As far back as 2018, the Charlotte Lozier Institute found that at least 72 unique websites sold and
shipped chemical abortion drugs directly into the U.S. in violation of federal law.> Notably, 39

121 U.S.C. §§ 331(a), 331(d), 355(a).

2 Unapproved Drugs, U.S. FOOD & DRUG ADMIN., https://www.fda.gov/drugs/enforcement-activities-fda/
unapproved-drugs (last visited Mar. 25, 2026).

31d.

4 Information about Mifepristone for Medical Termination of Pregnancy Through Ten Weeks Gestation, U.S. FOOD &
DRUG ADMIN., https://www.fda.gov/drugs/postmarket-drug-safety-information-patients-and-providers/information-
about-mifepristone-medical-termination-pregnancy-through-ten-weeks-gestation (last visited Mar. 25, 2026).

5 See Fact Sheet: Oline Sales of Mifeprex and Misoprostol for Self-Abortion, CHARLOTTE LOZIER INST. (Apr. 23,
2018), https://lozierinstitute.org/fact-sheet-online-sales-of-mifeprex-and-misoprostol-for-self-abortion/.
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percent of these websites falsely claimed to be selling FDA-approved versions of the drugs.®
Despite acting illegally,” international sellers of misbranded and unapproved chemical abortion
drugs have flourished in recent years with little to no FDA enforcement action. A study in the
Journal of American Medicine found that one online seller, Aid Access, illegally sent 43,259
packages of chemical abortion drugs to 30 U.S. states during a one-year period from September
2021 through August 2022.% This amount has only increased in recent years, with a New York
Times investigation finding that as many as 100,000 packages of chemical abortion drugs were
illegally sent to the U.S. by international sellers in 2023 (accounting for 10 percent of all abortions
in the U.S. that year).’

There are generally four types of entities that market chemical abortion drugs to Americans
online—all of which FDA must prioritize enforcement action against when they fail to adhere to
the Mifepristone Risk Evaluation and Mitigation Strategy (REMS) Program and violate federal
law:

1. A group of seemingly U.S.-based online clinics at least purport to sell the FDA-approved
versions of mifepristone and misoprostol, but many openly market the chemical abortion
drugs for use after the FDA-approved limit of 10 weeks gestation, with some marketing
drugs for use up to 14 weeks (see Appendix A for examples). If these clinics prescribe the
drugs based on self-reported gestational age at the time of the drug is purchased, it can be
a week or more before the drugs actually arrive, and women purchasing these drugs may
be at risk of taking them long after FDA has approved them for safe and effective use. In
addition, the U.S.-based online clinics lack transparency into whether and how they abide
by the Mifepristone REMS Program requirements, including whether they use a certified
prescriber to prescribe the drugs, whether the drugs are dispensed from a certified
pharmacy, or whether patients are required to sign the Patient Agreement Form.!'’
Furthermore, there is no transparency into how online clinics comply with other REMS
requirements like ensuring prescribers can “assess the duration of pregnancy accurately,”
“diagnose ectopic pregnancies,” and “provide surgical intervention in cases of incomplete
abortion or severe bleeding, or . . . have made plans to provide such care through others.!!
It is also unclear how the “providers” prescribing the chemical abortion drugs online, often
without even a call or telehealth appointment, and who determine eligibility by reviewing
a cursory (and often anonymous) online form submitted to them, could possibly meet the
REMS requirement to ensure any deaths associated with the use of the drug are reported to
the manufacturer. '

$1d.

7 See 21 U.S.C. §§ 331(a), 331(d), 355(a).

8 Abigail R. A. Aiken, PhD et al., Requests for Self-managed Medication Abortion Provided Using Online
Telemedicine in 30 US States Before and After the Dobbs v Jackson Women’s Health Organization Decision, 328
JAMA 17 (2022), https://jamanetwork.com/journals/jama/fullarticle/2797883.

9 Allison McCann, Inside the Online Market for Overseas Abortion Pills, N.Y. TIMES (Apr. 14, 2023), https://www.
nytimes.com/interactive/2023/04/13/us/abortion-pill-order-online-mifepristone.html.

10 See Risk Evaluation and Mitigation Strategy (REMS) Single Shared System for Mifepristone 200MG, U.S. FOOD
& DRUG ADMIN. (Sept. 2025), https://www.accessdata.fda.gov/drugsatfda_docs/rems/Mifepristone 2025 09 30
REMS Full.pdf.
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2. Non-U.S.-based online clinics sell unapproved and misbranded chemical abortion drugs to
Americans and often market the drugs past the FDA-approved 10-week limit (see
Appendix B for examples). The drugs being sold often come from a variety of
manufacturers in India.!® Further, many of these websites tell women that even if they are
seeking care for a severe adverse event like heavy bleeding, incomplete abortion, or
infection, they do not have to tell the medical staff that they took the chemical abortion
drugs, but rather they can tell them that they had a spontaneous miscarriage.'* Giving this
dangerous advice to lie to, or withhold information from, their doctors does not just put
patients at greater risk of harm, but also prevents serious adverse events from chemical
abortion drugs from being reported to drug manufacturers and FDA.

3. Community networks made up of loosely organized groups distribute unapproved and
misbranded chemical abortion drugs, often for free, that are illegally imported from foreign
countries, including Mexico and India, and then repackaged before distribution to
customers'® (see Appendix C for examples). These networks usually have no gestational
age limit and often advertise that customers can have the drugs delivered as “loose,
unidentifiable pills” or “foil, blister packs.”!'® There is no medical consultation provided to
screen for contraindications and no prescription is needed.!” Further, nearly every
community network only requires someone to send them an anonymous email to request
the chemical abortion drugs with not even a cursory online intake form. '®

4. A plethora of websites acting as online pharmacies sell and ship unapproved and
misbranded chemical abortion drugs directly to customers in the U.S. (see Appendix D for
examples). These include websites that sell drugs manufactured in many countries,
including India and Vietnam, with no restrictions to purchase them, no medical oversight,
and sold in flagrant violation of federal law. ! Some even claim to be selling FDA-approved
versions of the chemical abortion drugs while actually selling various unapproved and
misbranded versions.?’ Others encourage U.S. contacts to purchase a bulk order of the
drugs and then resell them for profit as customers place orders.?!

13 For example, both Women on Web and Abortion Pills In Private sell unapproved and misbranded drugs
manufactured in India.

4 See, e.g., Frequently Asked Questions, ABORTION PILLS IN PRIVATE, https://www.abortionpillsinprivate.com/
abortion-questions-and-answers/ (last visited Mar. 25, 2026).

15 David S. Cohen et al., Abortion Pills, 76 STAN. L. REV. 317, 382 (2024), https://review.law.stanford.edu/wp-
content/uploads/sites/3/2024/02/Cohen-76-Stan.-L.-Rev.-317.pdf.

16 See, e.g., Free Medication Abortion, RED STATE ACCESS, https://www.redstateaccess.com/ (last visited Mar. 25,
2026).

17 See, e.g., id.

18 See, e.g., Community Networks in Louisiana, | NEED AN A, https://www.ineedana.com/telehealth/community-
networks-in-louisiana-reczxaSdpH84DzpGn (telling individuals they only need to request the chemical abortion
drugs by email and that the pills “often come repackaged in plastic baggies”).

19 See 21 U.S.C. §§ 331(a), 331(d), 355(a).

20 See, e.g., Buy Abortion Pill Pack Online, ABORTION PILLS RX, https://www.abortionpillsrx.com/abortion-pill-
pack.html (last visited Mar. 25, 2026); Mifepristone + Misoprostol, ABORTIONRX, https://www.abortionrx.com/
mifepristone-misoprostol.html (last visited Mar. 25, 2026).

21 See Allison McCann, Inside the Online Market for Overseas Abortion Pills, N.Y. TIMES (Apr. 14, 2023), https://
www.nytimes.com/interactive/2023/04/13/us/abortion-pill-order-online-mifepristone.html.
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FDA'’s core mission is to protect American consumers through the regulation of medical products,
and the agency has numerous tools at its disposal to prevent misbranded and unapproved versions
of the chemical abortion drugs from being marketed in the U.S. by online retailers in violation of
federal law. We exhort FDA to prioritize this issue and fully leverage its authorities to keep women
and girls safe from the scourge of illegal chemical abortion drugs being sold into this country.

Warning Letters

FDA can issue warning letters to entities when they violate federal law. Since January 21, 2025,
FDA has issued at least 772 warning letters to various entities across the agency’s jurisdiction for
illegal activity.?? This includes 62 warning letters specifically related to the unlawful sale of
unapproved and misbranded drugs over the internet.>* You stated in a recent announcement: “It’s
anew era. We are paying close attention to misleading claims being made by telehealth and pharma
companies across all media platforms—and taking swift action.”?* Yet, to date, FDA has not sent
any warning letters to illegal chemical abortion drug sellers during your tenure, despite the harms
these unapproved and misbranded drugs continue to cause.

In March 2019, under the first Trump administration, FDA sent two warning letters to websites
illegally selling misbranded and unapproved mifepristone and misoprostol into the U.S. The first
warning letter, sent to Aidaccess.org, stated that the company violated federal law by selling
unapproved and misbranded “Combipack[s]” directly into the U.S. through its website.?*> These
“Combipack[s]” contained unapproved mifepristone and misoprostol and were misbranded
because their label did not include required warnings about the dangers associated with the drugs,
and circumvented the REMS requirements in place for the FDA approved versions of the drugs.?®
According to the warning letter, the chemical abortion drugs in the “Combipack™ were
manufactured by Synokem Pharmaceuticals Ltd. in India and marketed by DKT India.?” The letter
ordered Aidaccess.org to “promptly cease causing the sale of unapproved new drugs and
misbranded drugs to U.S. consumers and correct all other violations of the FD&C Act.”?

The second warning letter, sent to Rablon, stated that the company violated federal law by selling
unapproved and misbranded “Abortion Pill Pack[s]” directly into the U.S. through its website and
through its network of 86 partner websites, all without a prescription.?’ These “Abortion Pill
Pack[s],” containing unapproved mifepristone and misoprostol, were also misbranded because
their label did not include required warnings about the dangers associated with the drugs, did not
require a prescription, and circumvented the REMS requirements in place for the FDA-approved

22 Warning Letters, U.S. FOOD & DRUG. ADMIN., https://www.fda.gov/inspections-compliance-enforcement-and-
criminal-investigations/compliance-actions-and-activities/warning-letters (last visited Mar. 25, 2026).

BUd.

24 Press Release, U.S. Food & Drug Admin., FDA Warns 30 Telehealth Companies Against Illegal Marketing of
Compounded GLP-1s (Mar. 3, 2026), https://www.fda.gov/news-events/press-announcements/fda-warns-30-
telehealth-companies-against-illegal-marketing-compounded-glp-1s.

25 Warning Letter from U.S. Food & Drug. Admin. to Aidaccess.org (Mar. 8, 2019), https://www.fda.gov/
inspections-compliance-enforcement-and-criminal-investigations/warning-letters/aidaccessorg-575658-03082019.
2 1d.

7 1d.

B1d.

2 Warning Letter from U.S. Food & Drug Admin. to Rablon (Mar. 8, 2019), https://www.fda.gov/inspections-
compliance-enforcement-and-criminal-investigations/warning-letters/rablon-1111111-03082019.
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versions of the drugs.’® The letter ordered Rablon to “promptly cease causing the sale of
unapproved new drugs and misbranded drugs to U.S. consumers and correct all other violations of
the FD&C Act.”?! It appears that Rablon is now defunct. However, many of the websites selling
the drugs and listed on the warning letter to Rablon are still active and illegally selling these drugs
to U.S. consumers. FDA must prioritize investigating and shutting down these illegal online sellers.

We urge FDA to issue additional warning letters to entities violating federal law by offering
unapproved and misbranded chemical abortion drugs for sale to U.S. consumers. FDA must also
take further action against entities refusing to take corrective action in response to warning letters,
such as seizure and injunction.

Abuse Complaints

FDA'’s Office of Regulatory Affairs Health Fraud Branch (HFB) can issue abuse complaints to
registrars of internet domain names (websites) when registered domain names are used for illegal
purposes,®? such as selling unapproved and misbranded drugs to U.S. consumers. The 2013
ICANN Registrar Accreditation Agreement further provides that internet domain name registrars
have a duty to investigate and respond appropriately to reports of illegal activity.>* As FDA HFB
noted in prior abuse complaints it issued, “[a]n appropriate response to [abuse complaints] would
be to ensure that [the] website is not able to sell or otherwise offer for sale any unapproved drugs

or ... potentially . . . misbranded products to U.S. consumers in violation of U.S. law.”*

In March 2019, FDA HFB issued at least five abuse complaints to registrars because websites
registered by their companies offered misbranded and unapproved chemical abortion drugs for sale
to U.S. consumers in violation of federal law.* The registrars receiving these abuse complaints
had a total of 28 different registered domain names amongst themselves that were illegally selling
chemical abortion drugs to Americans.*® However, as of the date of this letter, at least eight of

0 1d.

d.

32 Section 3.18.2, 2013 ICANN Registrar Accreditation Agreement, ICANN, https://www.icann.org/en/contracted-
parties/accredited-registrars/registrar-accreditation-agreement/2013-registrar-accreditation-agreement-08-06-2023-
en (for Registrar Accreditation Agreements entered into before Jan. 22, 2024); Section 3.18.3, 2013 ICANN
Registrar Accreditation Agreement, ICANN, https://itp.cdn.icann.org/en/files/accredited-registrars/registrar-
accreditation-agreement-21jan24-en.pdf (for Registrar Accreditation Agreements entered into since Jan. 22, 2024).
33 Id. at Sections 1.13, 3.18 (same in both versions).

34 E.g., Abuse Complaint from Health Fraud Branch, Off. of Regul. Affs. to Rebel Ltd (Mar. 20, 2019), https:/www.
fda.gov/consumers/rebel-1td-abortion-onlinecom-abortionrxcom-and-more.

3 See 21 U.S.C. §§ 321,331, 352, 353, 355, et. seq.

36 See Abuse Complaint from Health Fraud Branch, Off. of Regul. Affs. to Rebel Ltd (Mar. 20, 2019), https:/www.
fda.gov/consumers/rebel-1td-abortion-onlinecom-abortionrxcom-and-more (16 websites); Abuse Complaint from
Health Fraud Branch, Off. of Regul. Affs. to Public Domain Registry (Mar. 20, 2019), https://www.fda.gov/
consumers/public-domain-registry-realpharmacybiz (1 website); Abuse Complaint from Health Fraud Branch, Off.
of Regul. Affs. to NameCheap, Inc. (Mar. 20, 2019), https://www.fda.gov/consumers/namecheap-inc-onlinepills
rxcom (1 website); Abuse Complaint from Health Fraud Branch, Off. of Regul. Affs. to Crazy Domains FZ-
LLC/Dreamscape Networks FZ-LLC (Mar. 20, 2019), https://www.fda.gov/consumers/crazy-domainsdreamscape-
networks-fz-1lc-abortionpillrxcom-and-more (9 websites); Abuse Complaint from Health Fraud Branch, Off. of
Regul. Affs. to Communigal Communication Ltd (Mar. 20, 2019), https://www.fda.gov/consumers/communigal-
communication-ltd-abortionpillrxnet (1 website).



these websites are still active, accessible to consumers in the U.S., and selling misbranded and
unapproved chemical abortion drugs into U.S.?” Some of the websites even claim to be selling
FDA-approved versions of the drugs, when they are in fact misbranded and unapproved versions.*®

We urge FDA to issue additional abuse complaints to website registrars when websites registered
by their companies illegally offer unapproved and misbranded chemical abortion drugs for sale to
U.S. consumers. FDA must also use all available tools to take further enforcement action against
registrars of websites operating illegally to ensure these websites cease their illegal activity or are
permanently shut down if they do not.

Interdiction

FDA through engagement with U.S. Customs and Border Protection (CBP) and U.S. Postal
Inspection Service (USPIS) can improve the interdiction of unapproved and misbranded chemical
abortion drugs that sellers attempt to illegally mail into the U.S. CBP is responsible for
administering and enforcing the laws and regulations pertaining to the import and export of drugs
into and out of the U.S., including interdicting illegal drugs.’® Whenever drugs that fall under
FDA'’s jurisdiction (like chemical abortion drugs) are declared or offered for importation into the
U.S., CBP notifies FDA to determine whether the drug should be sampled and whether importation
of the drug is lawful.*’ Furthermore, the U.S. Postal Service (USPS) is required by law to collect
advance electronic data (i.e., the shipper or sender, recipient, and contents) for all mail packages
coming from post offices outside the U.S. and send the data to CBP.*! As the law enforcement arm
of USPS, USPIS is responsible for enforcing the laws that defend the nation’s mail system from
illegal or dangerous use, including protecting against the use of the mail to transport illegal drugs.*?
USPIS can also use “mail covers” to record any data appearing on the outside of packages before
they are delivered at the request of law enforcement to obtain evidence about the commission of a
crime or the violation of a statute.*’ There are reports that some illegal chemical abortion drug
shipments from online clinics and community networks have been confiscated both at the border**

37 The active websites are: Abortionrx.com, Abortpregnancy.com (now doing business as Panda.healthcare),
Nopregnancy.net (now doing business as Nopregnancy.com), Abortionpillrx.com, Abortionpills247.com,
Abortionpillsrx.com, Buyabortionpills.net, Daynighthealthcare247.com, and Safeabortionpillrx.com.

38 See, e.g., SAFEABORTIONPILLRX, https://www.safeabortionpillrx.com/ (last visited Mar. 25, 2026); DAYNIGHT
HEALTHCARE, https://daynighthealthcare247.com/ (last visited Mar. 25, 2026).

39 See Indictment, United States v. Ursula Wing, No. 3:19-cr-00084-jdp, at 7 (W.D. Wis. June 26, 2019).

0 Jd. at8.

41 See Substance Use-Disorder Prevention That Promotes Opioid Recovery and Treatment for Patients and
Communities Act, Pub. L. 115-271, 132 Stat. 4073—4081 (2018).

4 Annual Report 2024, U.S. POSTAL INSPECTION SERV. 2 (2024), https://www.uspis.gov/wp-content/uploads/2026/
01/USPIS_Annual Report FY24-508Compliance-011226.pdf.

439 C.FR. §233.3.

44 See Carrie N. Baker, Community Providers Have Given Free Abortion Pills to Over 70,000 People in Restrictive
States Since Dobbs, MS. MAGAZINE (Sept. 13, 2024), https://msmagazine.com/2024/09/13/community-providers-
have-given-abortion-pills-to-70000-people-in-restrictive-states-since-dobbs/ (explaining that some shipments of
unapproved and misbranded chemical abortion drugs from foreign sources have been confiscated); Verified
Complaint, Gomperts v. Azar, at 12 (D. Idaho Sept. 8, 2019), https://embed.documentcloud.org/documents/6390359-
Access-Aid-Verified-Complaint-With-Exhibits/ (alleging that between three and 10 doses of unapproved and
misbranded chemical abortion drugs Aid Access sent to individuals in the U.S. were seized).
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and within the U.S.,* and this work must be prioritized. By increasing its engagement with CBP
and USPIS, FDA can leverage those agencies’ resources and authorities to prevent international
shipments of unapproved and misbranded chemical abortion drugs from entering the U.S. and
harming Americans.

We urge FDA to prioritize working closely with CBP and USPIS to interdict shipments of
unapproved and misbranded chemical abortion drugs both at the border and within the U.S. FDA
must also work with these agencies and other partners to track where the illicit shipments are
coming from and act against those using the U.S. mail system for illegal purposes.

Investigation and Prosecution

FDA through its Office of Criminal Investigations, can prioritize working alongside the U.S.
Department of Justice (DOJ) to investigate and prosecute individuals who illegally sell unapproved
and misbranded chemical abortion drugs into the U.S. FDA and DOJ have long worked
collaboratively to prosecute those seeking to subvert federal law and it has yielded success,
including, on at least one occasion, holding a chemical abortion drug dealer accountable. In 2020,
DOJ prosecuted Ursula Wing, a New York resident, for supplying chemical abortion drugs without
a prescription to customers in the U.S. and throughout the world and concealing her conduct from
U.S. governmental regulatory and enforcement authorities like FDA.*S In this case, Wing operated
a website where she sold foreign-sourced and unapproved versions of mifepristone and
misoprostol from India to U.S. customers,*’ which is exactly what many online sellers continue to
do today. This is illegal and FDA together with DOJ must use its resources to bring the perpetrators
to justice. It is also important for FDA and DOJ to prosecute this illegal activity because federal
law permits FDA to debar an individual from importing any drug into the U.S. if that individual
has been convicted of a felony for conduct relating to the importation of any drug into the U.S.*
Ursula Wing herself was debarred under this authority*’ and debarring other perpetrators following
convictions will help FDA deter potential criminals from illegally importing chemical abortion
drugs into this country.

We urge FDA to engage closely with DOJ to investigate and prosecute individuals and entities
(including co-conspirators) who illegally sell unapproved and misbranded chemical abortion drugs
to U.S. consumers. FDA must also maximize its debarment authorities against individuals who are
convicted of felonies for illegally importing drugs into the U.S.

Given the documented harms to Americans caused by unapproved and misbranded chemical
abortion drugs, and FDA’s core mission to protect Americans by regulating and supervising

45 See Debbie Nathan, Undelivered: Drug-Sniffing Police Dogs Are Intercepting Abortion Pills in the Mail, THE
INTERCEPT_ (Oct. 16, 2024), https://theintercept.com/2024/10/16/abortion-pills-mail-usps/ (reporting on how USPIS
seized “dozens” unapproved and misbranded chemical abortion drugs stuffed into “hot pink envelopes” from a post
office in Jackson, Mississippi using mail covers to assist in its investigation).

46 Press Release, U.S. Att’ys Off., W.D. Wis., New York Woman Sentenced for Selling Abortion-Inducing Pills
Illegally Smuggled Into US (July 10, 2020), https://www.justice.gov/usao-wdwi/pr/new-york-woman-sentenced-
selling-abortion-inducing-pills-illegally-smuggled-us.

Y1d.

421 U.S.C. § 335a(b)(1)(D).

4 Ursula Wing: Final Debarment Order, 86 Fed. Reg. 16,226 (Mar. 26, 2021).
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medical products, we strongly urge FDA to prioritize taking the four actions listed above. We also
urge FDA to quickly reinstate the REMS requirements removed by Democrat administrations,
especially the in-person dispensing requirement and the requirement for manufacturers to report
non-fatal adverse events to FDA. We want to work closely with FDA to ensure these actions are
taken, and therefore ask that you answer the following questions, on a question-by-question basis,
as well as provide us with an update on FDA’s plans to implement these actions, no later than

April 8, 2026:

1. The April 2023, New York Times investigation stated that “[i]n most circumstances,
importing drugs into the United States for personal use is illegal—but the F.D.A. does make
exceptions, including in situations when ‘the drug is for use for a serious condition for
which effective treatment is not available in the United States.””? It then said that “[t]he
F.D.A. declined to comment on whether mifepristone would meet this requirement.”! Is it
FDA’s policy that importing mifepristone into the U.S. for personal use is illegal and does
not fall under any exceptions?

2. Has FDA taken any further enforcement action against Aid Access, Rablon, or any of the
other websites listed in the warning letters identified above? If yes, please explain what
actions FDA took and what the results were. If no, why not?

3. Has FDA taken any further enforcement action against the registrars of websites that
continue to be used for illegal purposes despite FDA issuing them abuse complaints? If
yes, please explain what actions FDA took and what the results were. If no, why not?

4. Has FDA taken any action to ensure that the three FDA-approved sponsors of mifepristone
(Danco, GenBioPro, and Evita) are implementing the Mifepristone REMS Program
requirements and ensuring compliance by their prescribers, pharmacies, and distributors?
If yes, please explain what actions FDA took and what the sponsors have done to ensure
compliance. If no, why not?

Thank you for your attention to this important matter.

Sincerely,

Bl Cassioh, M1 e [asma

g

Bill Cassidy, M.D. Steve Daines
Chairman United States Senator
U.S. Senate Committee on Health,

Education, Labor, and Pensions

30 Allison McCann, Inside the Online Market for Overseas Abortion Pills, N.Y. TIMES (Apr. 14, 2023), https:/www.
nytimes.com/interactive/2023/04/13/us/abortion-pill-order-online-mifepristone.html.
SUId.
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Cindy lHyde- mith

#James¥ankford
United States Senator United States Senator
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Lindsey 0¥Graham
United States Senator

CC: Tia Harper-Velazquez, Division Director, Office of Drug Security, Integrity, and Response,
Office of Compliance, Center for Drug Evaluation and Research, Food and Drug Administration



APPENDIX

Appendix A: U.S.-Based Online Clinics

Many U.S.-based online clinics openly market the chemical abortion drugs for use beyond the
FDA-approved limit of 10 weeks gestation. These include:

e Up to 14 weeks: Aid Access™?

e Up to 13 weeks: Pills by Post, Roxy, Abuzz, OPTIO Women’s Health, 199 Abortion
Telemedicine, Southern Woven, and We Take Care of Us>?

e Up to 12 weeks: Maitri Wellness, Choices Rising, carafem, Serenity Choice Health, Whole
Woman’s Health Virtual Care, and Juniper Midwifery>*

e Up to 11 weeks: Sunny, All Our Bodies, The MAP, and Atlanta Comprehensive Wellness
Clinic®

Appendix B: Non-U.S.-Based Online Clinics

Many non-U.S.-based online clinics openly market unapproved and misbranded chemical abortion
drug for use beyond 10 weeks gestation. Women on Web markets the drugs for use at up to 14
weeks gestation®® and Abortion Pills in Private markets the drugs for use at up to 11 weeks
gestation.”” Even worse, however, the two non-U.S.-based online clinics sell unapproved and
misbranded chemical abortion drugs with very few guardrails to ensure patient safety.

32 AID ACCESS, https://aidaccess.org/en/ (last visited Mar. 25, 2026).

33 PILLS BY POST, https://www.pillsbypost.com/ (last visited Mar. 25, 2026); ROXY CLINIC,
https://www.roxyclinic.com/ (last visited Mar. 25, 2026); ABUZZ HEALTH, https://www.abuzzhealth.com/ (last
visited Mar. 25, 2026); OPTIO WOMEN’S HEALTH, https://optiowomenshealth.com/ (last visited Mar. 25, 2026); 199
ABORTION TELEMEDICINE, https://www.abortiontelemedicine.com/ (last visited Mar. 25, 2026); SOUTHERN WOVEN,
https://southernwoven.com/en (last visited Mar. 25, 2026); WE TAKE CARE OF US, https://www.wetakecareof.us/care
(last visited Mar. 25, 2026).

54 MAITRI WELLNESS, https://my3wellness.com/birth-control-and-abortion/ (last visited Mar. 25, 2026); CHOICES
RISING, https://choicesrising.com/ (last visited Mar. 25, 2026); CARAFEM, https://carafem.org/ (last visited Mar. 25,
2026); SERENITY CHOICE HEALTH, https://serenitychoicehealth.com/ (last visited Mar. 25, 2026); WHOLE WOMAN’S
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e Women on Web is based in Canada®® and it claims that its prescriptions are written through
a licensed U.S.-based physician.’® However, Women on Web makes clear that no
identification is required to get a prescription, and like most online sellers, openly allows
individuals to buy the drugs in advance for future use.®’ Its CEO has said that the website
“keep[s] questions to a minimum’” and all that is needed is for a buyer to fill out a survey
and then “in most cases . . . they will automatically receive a prescription.”®! Women on
Web also does not hide the fact that it sells misbranded and unapproved versions of the
chemical abortion drugs through its website. In fact, it says the drugs are “generic versions”
(though not one of the two FDA-approved generic versions) shipped in “a discreet
package” (without FDA-approved labeling).®? There are some reports that the chemical
abortions drugs Women on Web sells are manufactured by Synokem in India and then
brought to market by DKT India®—neither of which have any FDA approval to
manufacture and market these drugs. The website says that it uses the unapproved and
misbranded generic versions to be “independent from U.S. supply chains,” which it says,
“have faced political attacks and unscientific scrutiny.”®* But these ideological claims are
no excuse to violate federal law and openly market unapproved and misbranded chemical
abortion drugs for sale into the U.S.

e Abortion Pills In Private lists its mailing address as a business park in the United Arab
Emirates® and while the company claims to be “a legitimate and certified online
pharmacy,” it is marketing unapproved and misbranded chemical abortion drugs for sale
into the U.S.%® The website claims that its “medicines comply with the regulations set forth
by the US FDA,”%’ but this is false advertising because the drugs it sells are not approved
by FDA. Furthermore, the website ships the drugs “in a plain yellow envelope with only
your name and address mentioned on it,” and without any required labeling or medication
guide.®® It is reported that Abortion Pills In Private sends the prescriptions to a pharmacy
in India, which mails the unapproved and misbranded drugs directly to the patient “in a
plain envelope.”® And like many other online sellers, the website also tells women that
even if they are seeking care for a severe adverse event like heavy bleeding, incomplete
abortion, or infection, they “do not have to tell the medical staff that [they] tried to induce

8 About Women on Web, WOMEN ON WEB, https://www.womenonweb.org/en/women-on-web/ (last visited Mar. 25,
2026).

5 WOMEN ON WEB, https://www.womenonweb.org/en/order-abortion-pill-online/usa/ (last visited Mar. 25, 2026).
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U.S., No Matter What, MS. MAGAZINE (Nov. 17, 2025), https://msmagazine.com/2025/11/17/abortion-pills-usa-
women-on-web-fda-trump-rfk/ (emphasis added).

2 WOMEN ON WEB, https://www.womenonweb.org/en/order-abortion-pill-online/usa/ (last visited Mar. 25, 2026).

3 Anna Farrow, Health Canada finds no wrong in online abortion pill, THE CATHOLIC REGISTER (Apr. 16, 2024),
https://www.catholicregister.org/item/28 1 -health-canada-finds-no-wrong-in-online-abortion-pill.

% WOMEN ON WEB, https://www.womenonweb.org/en/order-abortion-pill-online/usa/ (last visited Mar. 25, 2026).

5 Contact Us, ABORTION PILLS IN PRIVATE, https://www.abortionpillsinprivate.com/contact-us/ (last visited Mar. 25,
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an abortion,” but rather they “can tell them that [they] had a spontaneous miscarriage.””°

Giving this dangerous advice to lie to their doctors does not just put them at greater risk of
harm, but also prevents serious adverse events from chemical abortion drugs from being
reported to drug manufacturers and FDA. In case it was not already clear that Abortion
Pills in Private does not intend to follow any FDA requirements, a representative of the
company recently said, “We will continue to send mifepristone, even if the FDA takes it
off the market inside the U.S.””! The representative also said that if FDA does reinstate the
in-person dispensing requirement for the chemical abortion drugs, the company will
continue to allow women to buy the drugs online, in violation of these requirements.””

Appendix C: Community Networks

Many community networks made up of loosely organized groups distribute unapproved and
misbranded chemical abortion drugs for free with no gestational limit. The drugs they distribute
are often illegally imported from foreign countries like Mexico and India and then repackaged by
the groups before distribution to customers.”® Further, nearly every community network only
requires someone to send them an anonymous email to request the chemical abortion drugs with

not even a cursory online intake form.
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Red State Access offers chemical abortion drugs “at any stage of pregnancy”’> and it even

has a guide for women who take the drugs between 11 and 16 weeks gestation.”® Notably,
this guide says “There is absolutely no reason to tell a medical professional about taking
abortion medication.””” The website notes that customers can have the drugs delivered as
“loose, unidentifiable pills” or “foil, blister packs.”’® There is no medical consultation
provided, no prescription, and no identification required.” It provides misbranded and
unapproved chemical abortion drugs manufactured in India.’® Red State Access sent

0 Frequently Asked Questions, ABORTION PILLS IN PRIVATE, https://www.abortionpillsinprivate.com/abortion-
questions-and-answers/ (last visited Mar. 25, 2026).
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chemical abortion drugs to over 70,000 people in the U.S. from August 2022 through
August 2024.8!

e MidWest+ Access offers unapproved and misbranded chemical abortion drugs
manufactured in India with no gestational limit, no medical consultation, no prescription,
and no identification required.® It also allows customers to have the drugs delivered in
either identifiable blister packs or generic medicine bottles, or as unidentifiable loose pills
in sealed pill packets.®?

e DASH provides unapproved and misbranded chemical abortion drugs manufactured in
India with no gestational limit, no medical consultation, no prescription, and no
identification required.*

e ARtogether provides unapproved and misbranded chemical abortion drugs manufactured
in India with no gestational limit, no medical consultation, and no prescription.®’

e Idaho Access provides unapproved and misbranded chemical abortion drugs manufactured
in India with no gestational limit, no medical consultation, no prescription, and no
identification required.*

Appendix D: Online Pharmacies

Many online pharmacies are foreign-based and sell unapproved and misbranded chemical abortion
drugs directly to customers in the U.S. with no restrictions to purchase them and no medical
oversight. Some even claim to be selling FDA-approved versions of the chemical abortion drugs
while actually selling various unapproved and misbranded versions.®” A list of a select few of these
online pharmacies is below, but there are potentially hundreds of them currently active.

Websites FDA Has Already Sent Abuse Complaints to Registrars For
e Abortionrx.com appears to be based in the Netherlands® and sells at least 14 unapproved
and misbranded chemical abortion drugs despite claiming its drugs are “FDA Approved.”®
These include “Mifegest Kit” (manufactured by Zydus Healthcare Ltd in India), “Cytotec”
(which is actually “Misoprost-200” manufactured by Cipla Ltd. in India and not brand
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8 Information about abortion pills from Idaho Access, PLAN C, https://www.plancpills.org/idaho-access (last visited
Mar. 25, 2026).

87 See, e.g., Buy Abortion Pill Pack Online, ABORTION PILLS RX, https://www.abortionpillsrx.com/abortion-pill-
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mifepristone-misoprostol.html (last visited Mar. 25, 2026).
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name “Cytotec” manufactured by Pfizer), and “Mifeprex” (which is actually “Mifeprin”
manufactured by Sun Pharmaceutical Industries Ltd in India and not brand name
“Mifeprex” manufactured by Danco).*

e Abortpregnancy.com (now doing business as panda.healthcare) is based in England and
sells at least 22 unapproved and misbranded chemical abortion drugs.”! These include
“AntiPREG Kit” (manufactured by Intas Pharmaceuticals Ltd. in India), “Mifepristone
Linepharma 200 mg” (manufactured by Linepharma International Ltd. in England),
“Killpreg Kit” (manufactured by Synokem Pharmaceuticals Ltd. in India), and “Contrakit”
(manufactured by Cadila Pharmaceuticals in India).*?

e Nopregnancy.net (now doing business as nopregnancy.com) is based in Puerto Rico and
sells at least 16 unapproved and misbranded chemical abortion drugs despite claiming its
drugs are “FDA Approved.”** These include “Unwanted Kit” (which is actually “MTP Kit”
manufactured by Cipla Ltd, and which the website wrongly claims has been “clinically
optimized by the health managers of Food & Drug Association (FDA) [sic]”"),
“Mifegyne” (manufactured by Exelgyn in France), and “Mifeprin Kit” (which is actually
“Mifekit” manufactured by Naman Pharma Drugs in India).

e Abortionpillrx.com sells at least seven unapproved and misbranded chemical abortion
drugs despite claiming its drugs are “FDA Approved.””® These include “MTP Kit,”
“Mifeprex” (not the actual brand version), and “Misoprost-200.”°7

e Abortionpills247.com claims to be based in Texas’® and sells at least six unapproved and
misbranded chemical abortion drugs despite claiming its drugs are “FDA Approved.””’
These include “Abortion Pill” (which is actually “Mifegest Kit” manufactured by Zydus
Healthcare Ltd in India), “Mifegest Kit”, “Mifepristone” (manufactured by Linepharma
International Ltd. in England), and “MTP Kit.”!%

e Abortionpillsrx.com is based in Seychelles (claiming to be operated by Rax Global LLC)
and sells at least eight unapproved and misbranded chemical abortion drugs despite
claiming its drugs are “FDA Approved.”'”! These include “MTP Kit,” “Misoprost-200,”
“Mifeprex” (not the actual brand version), and “Cytolog” (misoprostol manufactured by
Zydus Cadila in India).!*
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1 https://panda.healthcare/product-category/abortion-pills/.
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Buyabortionpills.net sells at least four unapproved and misbranded chemical abortion
drugs despite claiming its drugs are “FDA Approved.”!”> These include “MTP Kit,”
“Mifeprex” (not the actual brand version), and “Cytolog.”!%

Daynighthealthcare247.com claims to be based in Texas!® and sells at least three
unapproved and misbranded chemical abortion drugs despite claiming its drugs are “FDA
Approved.”!% These include “Mifegest” and “Cytotec.” "’

Safeabortionpillrx.com sells at least five unapproved and misbranded chemical abortion
drugs despite claiming its drugs are “FDA Approved.”!®® These include “Abortion Pill
Pack,” “MTP Kit,” “Cytolog,” and “Mifeprex” (not the actual brand version).!®”

5

Other Online Pharmacies

Lifeeasyonpills.co claims to be based in both Virginia and Nevada''® and sells at least three

unapproved and misbranded chemical abortion drugs.!!! These include “MTP Kit” (which
is actually a “Medoz Kit” manufactured by Medoz Pharmaceuticals in India), “MTP Kit +
Extra Miso Pack” (containing both a “Medoz Kit” and a “Divabort Kit” manufactured by
Jagsonpal Pharmaceuticals Ltd in India), and “Abortion Pill Combipack™ (which contains
a “Medoz Kit” and “Medo Tablets” mifepristone, among other generic drugs).!!'?
Medside24.com sells at least four unapproved and misbranded chemical abortion drugs.!'
These include “Abortion Kit” (containing both “mifewomem” manufactured by Thuoc Biet
Duoc in Vietnam and “Misoprostol STELLA 200 mcg” manufactured by Stella in Vietnam)
and “Prepper kits 3-40 packs (for future use)” (which is actually an “AntiPREG Kit”).!!*
Abortionprivacy.com sells at least eight unapproved and misbranded chemical abortion
drugs.'!"® These include “M TP Kit,” “Misoprost-200,” and “Mifeprex” (not the actual brand
version).!1®

Pillpulse.org claims to be based in California'!” and sells at least three unapproved and
misbranded chemical abortion drugs.!''® These include “MTP Kit Combo + Misoprostol”
(which is actually a “Medoz Kit” and “Cytoheal 200mcg” misoprostol pills manufactured
by Healing Pharma in India) and “MTP Kit” (which is actually a “Divabort Kit”).!!?
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e Ybycmeds.com claims to be based in New York and sells at least three unapproved and
misbranded chemical abortion drugs.'?° These include “Combipack kits” (which is a
“CENOFI AMFY Kit” manufactured by Cenofi Healthcare Pvt Ltd in India) and
“Pregnancy Kit” (which includes a “CENOFI AMFY Kit” and “Cytoheal 200mcg”
misoprostol pills).'?!

120 https://ybycmeds.com/.
121 https://ybycmeds.com/shop/.
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