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THE FDA AND EMERGENCY CONTRACEPTION:
AFTER THREE YEARS OF WAITING, IT’S FINALLY AVAILABLE OVER
THE COUNTER.

Emergency contraception (EC) — also known as the “morning-after” pill - is simply a
concentrated dosage of ordinary birth-control pills which, if taken within days of
unprotected sex, can significantly reduce a woman’s chance of becoming pregnant.! It is
safe, effective, and simple to use. It is not associated with any serious or harmful side
effects, and it is not dangerous for women with particular medical conditions. In
addition, women can diagnose their own need for treatment.?

For these reasons, EC meets the FDA'’s criteria for over-the-counter drug status.’
However, for more than three years, the FDA denied approval on the application to
make EC an over-the-counter drug, thus blocking many women’s access to a safe and
effective means of preventing pregnancy. Finally, in August 2006, the FDA approved
non-prescription sales for EC but only for women ages 18 and older. Please read below
for a timeline of the FDA’s review of EC for over-the-counter status.

*  July 1999: The FDA approves the emergency contraceptive Plan B®for prescription
use.t

* February 2001: NARAL Pro-Choice America and more than 70 organizations,
including the American Nurses Association, the American Academy of Pediatrics,
the American Public Health Association, and the Association of Reproductive Health
Professionals, files a citizen’s petition to request that the FDA switch certain
emergency contraceptive drug products from prescription to over-the-counter
status.’

= April 21, 2003: Women’s Capital Corporation (WCC), former product manufacturer
of Plan B®, submits an application to the FDA requesting to switch Plan B® from
prescription-only to over-the-counter-status.®

* October 2003: New York-based generic drug maker Barr Laboratories announces its
acquisition of Plan B® from WCC.

* December 8, 2003: Forty-four anti-choice members of Congress write a letter to the
FDA, urging the agency to reject the application, claiming it will make emergency
contraception “as accessible to our nation’s daughters as aspirin or hairspray.””



* December 16, 2003: After hearing and reviewing both oral and written testimony
from Barr officials, medical experts, and advocacy groups—including NARAL Pro-
Choice America—the FDA Advisory Committees on Reproductive Health Drugs
and Nonprescription Drugs overwhelmingly recommends (23-4) that Plan B® be
made available over-the-counter.® In addition, the committees unanimously agree
that Plan B®is safe for OTC use and will not cause women to substitute EC for
regular contraception.’

* January 9, 2004: Forty-nine anti-choice members of Congress write to President
Bush, urging him and the FDA commissioner to reject the advisory panels’
recommendation and deny the Plan B® application.!

* February 2004: The FDA postpones its decision on Plan B® for 90 days.!

NARAL Pro-Choice America files a Freedom of Information Act (FOIA) request
seeking documentation of the FDA’s internal decision-making process in the Plan B®
application. (The agency fails to comply with the request.)

* March 2004: FDA Commissioner Mark McClellan resigns to oversee the federal
Medicaid and Medicare programs. Lester Crawford begins tenure as acting
commissioner.

= May 6,2004: The FDA bows to political pressure from the far right and denies the
application to switch Plan B® to over-the-counter status.!

» Inits “non approvable” letter to the manufacturer of Plan B®, Barr
Laboratories, the FDA outlines two possible options for Barr to obtain
approval for over-the-counter sale of Plan B® (1) submit additional data
demonstrating that the drug can be used safely by women under the age of
16; or (2) supply information supporting a revised “dual label” indication,
which would allow for the marketing of Plan B® as a prescription-only
product for women under 16 years old and an over-the-counter product for
women 16 and older.’* This kind of discriminatory labeling has never before
been issued and runs counter to the recommendations of the vast majority of
public-health experts. Even Steven Galson, acting director of the FDA’s
Center for Drug Evaluation and Research acknowledges at a subsequent
press conference that his decision overrode FDA staff opinion as well as that
of the expert advisory committees.!

* June 2004: Press reports reveal that top FDA staff believe that top agency officials
applied a different standard to Plan B® than to other drugs. One FDA staff member
calls the logic for rejecting the application “flawed and speculative.”>



Rep. James Greenwood (R-PA), chairman of a subcommittee with jurisdiction over
the FDA, blasts the Plan B® decision as a “horrible one” and meets privately with
Galson after a number of lawmakers call for a congressional hearing on the Plan B®
decision. Rep. Greenwood reports that Galson suggested during the meeting that
the FDA was leaning toward approving Plan B® with a “dual label” in six months.¢

Sen. Hillary Rodham Clinton (D-NY) and 23 colleagues formally request the
Committee on Health, Education, Labor and Pensions to conduct an oversight
hearing about the FDA’s actions. They also request a Government Accountability
Office investigation, noting reports that suggested “there may have been
irregularities in the decision and the process by which it was reached.””

July 2004: As the FDA suggested, Barr Laboratories submits a response to the FDA
proposing the marketing of Plan B® with the “dual label.”!#

January 2005: The FDA delays its decision on Plan B® again, indicating to Barr
Laboratories that it will complete its review of the application in the near future.

The Center for Reproductive Rights files a lawsuit in a New York federal court on
behalf of several plaintiffs. The suit challenges the FDA's ongoing denial of Barr
Laboratories” application and seeks an order requiring the FDA to approve Plan B®
for over-the-counter status for women of all ages.

February 2005: President Bush nominates Lester Crawford to be commissioner of
the Food and Drug Administration.

March 17, 2005: During his confirmation hearing, Lester Crawford fails to answer
senators’” questions about the Plan B® application’s hold-up.

April 2005: Crawford meets privately with selected HELP Committee Democrats
but, according to press reports, is no more forthcoming on when the application
might be acted on.?

Sens. Hillary Rodham Clinton (D-NY) and Patty Murray (D-WA) announce that they
will place a hold on Crawford’s nomination until the FDA acts on the much-delayed
Plan B® application.

In an unrelated development, the HELP Committee postpones a vote on Crawford’s
nomination while awaiting an investigation by the Inspector General (IG) into
personal allegations raised by an agency employee.

May 2005: Press reports reveal that Bush appointee to the FDA’s Reproductive
Health Drugs Advisory Committee W. David Hager claimed to have been asked to



write a memo to Crawford critical of Plan B® which he further claimed played a
central role in the agency’s decision to deny the application.

NARAL Pro-Choice America announces plans to file a second request under the
Freedom of Information Act for all documents showing contact between the FDA
and the White House on the Plan B® application. (The agency refuses to comply with
the request.)

June 2005: The IG report is released, clearing the way for committee action on
Crawford’s nomination.

June 15, 2005: The HELP Committee passes Crawford’s nomination by voice vote.
As his nomination moves to the Senate floor, for various reasons Crawford’s
confirmation continues to draw holds on floor action from both sides of the aisle.

July 2005: Sens. Clinton and Murray lift their hold on Crawford’s nomination after
receiving written assurances from Health and Human Services Secretary Michael
Leavitt that the FDA will act on the Plan B® application by September 1, 2005.

August 2005: The FDA once again delays its decision on whether to allow the
emergency contraceptive pill Plan B® to be sold without a prescription, breaking a
written promise by the Bush administration to make a decision on the application by
September 1.2 A few days later, Susan F. Wood, the FDA’s commissioner for
women’s health and director of the Office of Women'’s Health, left the FDA over the
Administration’s refusal to issue a final decision on the Plan B® application. She
said, “I can no longer serve as staff when scientific and clinic evidence, fully
evaluated and recommended for approval by professional staff here, has been
overruled.”?!

September 2005: FDA Commissioner Lester Crawford resigns.??

November 3, 2005: Pro-choice lawmakers introduce the Plan B for Plan B Act
(H.R.4229) to require the FDA to end its two-year delay and make a decision on the
application.

November 2005: The U.S. General Accountability Office makes public an extensive
report to Congress that shows political interference played a role in the FDA’s delay
on the original Plan B® decision. The report, Decision Process to Deny Initial
Application for Over-the-Counter Marketing of the Emergency Contraceptive Drug Plan B
Was Unusual, finds: (1) directors of FDA offices that reviewed the Plan B®
application — and normally would have been in charge of signing the Plan B® action
letter — disagreed with the FDA’s “not approvable” decision and did not sign the
letter; (2) the FDA’s high-level management was much more involved in the review



of the Plan B® application compared to other over-the-counter switch applications;
(3) there were conflicting accounts on whether the decision on the Plan B®
application had been made before reviews of the application were completed; and
(4) the rationale for refusing to switch Plan B® to over-the-counter status was “novel”
and did not follow traditional FDA practices.?

March 10, 2006: Rep. Henry Waxman (D-CA) announces that he has received copies
of previously undisclosed documents and asks acting FDA Commissioner Andrew
von Eschenbach to provide an explanation for the continuing delay on the Plan B®
application. In his letter, Rep. Waxman raises additional questions about the FDA’s
claim that the second “dual-label” application posed “novel and difficult” issues,
pointing out that agency staff outlined potential solutions to such regulatory
questions at least 15 months before the FDA announced in August 2005 that the
issues required an indefinite delay.?*

March 15, 2006: President Bush nominates von Eschenbach to be commissioner of
the Food and Drug Administration.?> Sens. Clinton and Murray announce they will
place a hold on von Eschenbach’s nomination until the FDA issues a final decision
on the Plan B® application.?

July 31, 2006: In a letter to Barr Laboratories, von Eschenbach indicates that the FDA
may be willing to approve Plan B® for over-the-counter sales for women ages 18 and
older. However, at his Senate confirmation hearing the very next day, von
Eschenbach refuses to provide a deadline for when the FDA would make such a
decision. He also admits that the decision to raise the age restriction to 18 is not
based on scientific or medical data.?”

August 18, 2006: The media reports that, after meeting with FDA officials, Barr
Laboratories submits a revised application to sell Plan B® over the counter to women
ages 18 and older.?

August 24, 2006: After stalling on the application for more than three years, the FDA
finally approves Plan B® for over-the-counter sales for women ages 18 and older.
Public-heath experts agree that this age restriction is unnecessary, so unfortunately,
the FDA decision will do little to stem the teen-pregnancy epidemic in America.
Requiring those under 18 to get a prescription and find a pharmacist means some
teens simply won't have access to the medication, and will face unintended
pregnancy - and some, abortion - as a result.



August 24, 2006
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