Fifth Circuit reinstates mifepristone — under original
regime

By Terry A. Hurlbut April 13, 2023
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Late on the night of April 12, 2023, an appellate court reinstated mifepristone as an approved
drug — but only under the restrictions and other conditions of the approval of the drug in
2000. Every change from 2016 onwards remains “stayed” until further notice.

Fifth Circuit issues mixed ruling

The Court of Appeals for the Fifth Judicial Circuit issued an emergency ruling in response to
an emergency appeal by the Food and Drug Administration, the Department of Health and
Human Services, and Danco Laboratories, the current mifepristone distributor. (The
Population Council originally acquired the intellectual-property rights to the drug from its
developer, Roussel-UCLAF S.A., now part of Sanofi.)

The Court found that the plaintiff’'s (Alliance for Hippocratic Medicine et al.) arguments
against the 2000 approval of the drug were out of time. However, the plaintiffs had also
argued against changes made to that approval in 2016 and forward. Those arguments, the
court held, were timely. Therefore, mifepristone remains available — but under the 2000
restrictions and conditions. (Alliance for Hippocratic Medicine et al. v. Food and Drug
Administration et al., case 23-10362, doc. 183-2, 12 April 2023.)
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At this preliminary stage, and based on our necessarily abbreviated review, it appears
that the statute of limitations bars plaintiffs’ challenges to the Food and Drug
Administration’s approval of mifepristone in 2000. In the district court, however,
plaintiffs brought a series of alternative arguments regarding FDA’s actions in 2016 and
subsequent years. And the district court emphasized that its order separately applied
to prohibit FDA's actions in and after 2016 in accordance with plaintiffs’ alternative
arguments. As to those alternative arguments, plaintiffs’ claims are timely. Defendants
have not shown that plaintiffs are unlikely to succeed on the merits of their timely
challenges.

Earlier actions

Judge Matthew J. Kascmaryk of the U.S. District Court for the Northern District of Texas
(Amarillo Division) stayed all FDA approvals of mifepristone last Friday. In his ruling he found
that the

| FDA stonewalled judicial review — until now.

Specifically he found that the plaintiffs filed a challenge two years after the fact (2002), and
the FDA sat on their challenge for 4,971 days. This put the FDA in violation of statute that
requires action on such a challenge within 180 days. It also, as one may infer from his
specific discussion of “what took them so long,” stopped the clock. Evidently the Fifth Circuit
did not follow Kascmaryk’s reasoning, but recall their reference to their “necessarily
abbreviated review.”

The Justice Department directly challenged the District Court’s authority and asserted that
there existed no

basis in administrative law for the district court’s unprecedented overriding of FDA’s
considered scientific judgment.

And that the ruling “ignored decades of established science,” according to Nathaniel Weixel
of The Hill, which reported this story early this morning (April 13).

Specific holdings

The Fifth Circuit for the first time acknowledged that the FDA asserted that pregnancy was “a
life-threatening illness.” Even Judge Kacxmaryk did not go quite that far,| except only by
inference, not direct statement.

The appellate court also held that the plaintiffs have standing in every particular in which they
have asserted standing. It did so on the particulars of the kinds of complications doctors see
every day with mifepristone. In the process they threw out the absurd argument by the FDA

2/3


https://cnav.news/2023/04/09/news/mifepristone-fda-approval-enjoined/
https://storage.courtlistener.com/recap/gov.uscourts.txnd.370067/gov.uscourts.txnd.370067.137.0_11.pdf
https://cnav.news/2023/04/10/editorial/talk/mifepristone-court/
https://thehill.com/policy/healthcare/3946530-court-preserves-abortion-pill-access-with-limits/

that mifepristone is no more dangerous than ibuprofen. The court cited the package insert to
disprove that.

The timeliness question is trickier. One may petition to challenge FDA action six years after a
petitioner has a right to act. The “2016 changes” the FDA made, and every FDA action
subsequent to that, fall within the six years. But the right of action for the 2000 approval
dates from March 29, 2016 — the day the FDA finally acted on the petition against the 2000
approval. The plaintiffs didn’t file suit until November 18, 2022 — and on that basis the Fifth
Circuit finds their suit untimely. Judge Kacsmaryk held that the FDA had reopened the case
with their 2016 changes; the Fifth Circuit is not so sure. Kacsmaryk also found the plaintiffs
entitled to “equitable tolling” of the statute of limitations. The Fifth Circuit disagreed.

However, the Fifth Circuit also expedited the case “to the next available Oral Argument
Calendar.”
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