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effacts can occur.

“The approval of mifepristone is the result of the
FDA’s carefﬁl evaluation of the scientific evidence related
to the safe and effective use of this drug,” said Jane E.
Henney, M.D., Commissioner of Food and Drugs. “The FDA’s
review and approval of this drug has adhered strictly to
our legal mandate and missign as a science-based public
health regulatory agency.”

FDA based its approval of mifepristone on data from
clinical trials in the United States and.France.

The labeling for mifepristone emphasizes that most
women using the product will experience some side effects,
primarily cramping and bleeding. Bleeding and spotting
typically last for between 9 and 16 days. In about one of
‘190 women, bleediﬁg can be so heavy that a surgical
procedure will be required to stop the bleeding.

The drug’s labeling also warns that it should not be
used in women with the following conditions:
¢ Confirmed or suspected ectopic (“tubal”) pregnancies
; Intrauterine device (IUD) in place

e Chronic failure of the adrenal glands

-More-
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s« Current long-term therapy with corticosteroids
®* History of allergy to mifepristone, misoprostol or other
prostaglandins
e Bleeding disorders or current anticoagulant (blood-
thinning) therapy.

Under the terms of the approval, mifepristone will be
distributed to physicians who can accurately determine the
duration of a patient’s pregnancy and detect an ectopic (or
tubal) pregnancy. Physicilians who prescribe mifepzistone
must also be able to provide surgical intervention in cases
of incomplete abortion or severe bleeding -- or they must
have made plans in advance to provide such carze through
others.

To gather additional data about the use of
mifepristone, the Population Council (sponsor of the
product) has made a commitment to conduct postmarketing
studies. These include a study comparing patient outcémes
among physicians who refer their patients needing surgical
intervention, compared to those who perform suzrgical
procedures themselves; an audit of prescribers that will
examine whether patients and their physicians are signing
the patient agreement and placing it in the patient’s

-More-
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medical record, as requiréd: and a system for surveillance,
reporting and tracking rare ongoing pregnancies after
treatment wifh mifepristone in the U.S.

Mifepristone, which\@as developed by a French
pharmaceutical firm, was'first approved for use in France
in 1988. Since then, more than 620,000 European women have
taken mifepristone in combination with a prostaglandin to
terminate pregnancy. The drug has also been approved in
the United Kingdom, Sweden, and other countries.

Mifepristone will be distributed in the U.S. by Dance
Laboratories, LLC, New York, N.Y.

More detailed information about this product is

available on FDA’s website at

http://www.fda.gov/cder/drug/infopage/mifepristone/
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Patients must also be registered and participate in mandatory
pregnancy testing prior to receiving the drug.

Q: Why is FDA requiring a physician to be able to provide surgical
intervention or to provide a plan for obtaining thase services for each
woman using mifepristone?

A: Clinical mials and expcric}u:c in countries where mifepristone is
- approved have shown that this regimen fails in five o eight of 100 women.
Therefore, if the regimen fails and a woman still wants fo erminare the

pregnancy, a follow-up surgical procedure will be necessary and must be
available.

Also, in abour one of 100 women. bleeding can be so heavy that a
surgical procedure will be required 1o stop the bleeding.

Q: Will FDA or the manufacturer establish a registry of physicians
who have access to mifepristone?

A:  Neither FDA nor the manufacturer has any plans w0 eswablish a
registry of physicians.

Q: How can cancer paticats obtain mifepristone?

A: Mifepristone is available for certain cancer parients through a single
patdent IND. Panents must be reared according to a specified reatment
plan. The drug is provided by the Feminist Majority Foundarion.

Pressure on FPA:

Q: There have been press reports that the politics of abortion have
delayed FDA'’s action. How does tbel agency respond to thase reporws?

A: FDA is a sciemific regulatory agency that makes decisions on the
basis of science. The agency’s review and approval of mifepristone adhered
strictly 1o its Jegal mandate and mission as a science-based public health
regulatory agency.
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madc arrangemenis for any necessary surgcry Doctozs n:nxst ensure that women havce
access to medical facilities for emergency care, a.nd nmst agree 10 other responsibilities,
such as dispensing the Medication Guide and: g any adversc events to the sponsor.
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7. What aathority deoes FDA bave to restrict distrlbution of a drug?

The law authorizes FDA to approve new drugs only if they have been demonstrated to be
safe and effective for use under the conditions ofusc momm:ndcd in the label FDA
has broad authority to require restrictions on: 1 to ensure safe and effective use.
FDA'’s full legal authority ta restrict distribution’ of a drug is described in more detail in
the preamble to agency drug regulations. (LINK to CRF or scanned copy)

8. Can health carc providers other than dncton dispense mifcpristone?
Some states allow physicians to supervise otberzhr.alth care practitionsrs, such as certified
registered nurse practitioners and nurse midwives; and these states may allow a

supcrvised health care provider to dispense mife nstonc ‘Health care providers should
check their state law provisions.

of pregnancy?
;pregnancy if they believe such

9. Is there ap age restriction for terminatio
States may set age restrictions on tcrrnination
restrictions are appropriate.

10. Are therc studies with mxfepnstone in

enunder the age of 187
Studies to evaluate mifepristone mcluded WO

ages 18-45

11. What are the possible side eﬂ'ccb ol‘ namg mlfepnstone"
Mifepristone treatment will cause cases vaginal bleeding can

be very heavy. In a few cases, this blecdmg Wxﬂ need: to "be stopped by a surgical
procedure. 8 \

Onber possible side cffects of the tratmegi ind

fdia;t’_}hez nausea, vomiting, headache,
dizziness, back pain, and tiredness. . TR

The possible side cffects are described inthe cation Guide. Please rcad the
Medication Gaide (LINK). : A

12. What is a Medicationr Guide? .- : Hash LD
A Medication Guide contains FDA-nppm cd:fhiformation; written especially for patients.
de for: "ifépriutonc”

FDA determined that a Medication Guldewas" 1eCesaTy  for women to be able © use
mifepristone effectively and safely. It is’
how mifepristone works and about ns n!xks—““‘










.08/28700 THU 11:38 FAX 202 4015783 CHIEF OF STAFF o doo3

Page 2, P00-19, Mifepristone
effects cﬁn 6ccur.

“The approval of mifepristone is the result of the
FDA’s careful evaluation of the scientific evidence related
to the safe and effective use of this drugq,” said Jane E.
Henney, M.D., Commissioner of Food and Drugs. “fhe FDA’s
review and approval of this drug has adhered strictly to
our legal mandate and missipn as a science=based public
health regulatory agency.”

FDA based its approval of mifepristone on data from
clinical trials in the United States and France.

The labeling for mifepristone emphasizes that most
women using the product will experience some side effects,
primarily cramping and bleeding. Bleeding and spotting
typically last for between 9 and 16 days. In about one of
.190 women, bleediﬂg can be so heavy that a surgical
procedure will be required to stop the bleeding.

The drug’s labeling also warns that it should not be

used in women with the following conditions:
* Confirmed or suspected ectopic (“tubal”) pregnancies
e Intrauterine device (IUD) in place

e Chronic failuze’of the adrenal glands
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