
RU-486 BRIEFING POINTS 

• The FDA approved mifepristone (RU-486) with minimal restrictions that are appropriate to 
ensure safe use. 

(RU-486 can only be prescribed by a physician who can do appropriate surgical follow 
up if needed, or who has made such arrangements; the medication is taken in the 
physician's office over the course of 2 visits) 

• The decision was based on the science - the FDA carefully evaluated of the scientific 
evidence related to the safety and efficacy of the drug. This process was not politicized - the 
White House was not involved in the FDA's decision. 

• The women's groups are very pleased - they are praising the decision publicly. 
• RU-486 is safe and effective through the 7*'̂  week of pregnancy. It has been determined to be 

92%-95% effective. 
• Regimen: women take mifepristone, then return two days later for misoprostol, which 

induces contractions, and then go back to the doctor 2 weeks later for follow up. 
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n A APPROVES KZFEPBZStOKB 
FOR THE TKRMllWriOll OP EM2.Y PRECMAMC? 

The Food and Drug Administration today approved 

mifepristone (trade name Mifeprex) for the termination of 

early pregnancy, defined as 49 days or less,"counting from 

the beginning of the last menstrual period. 

Under the approved treatment regimen, a woman f i r s t 

takes 600 miUigrama of mifepristone (three 200 milligram 

p i l l s ) by mouth. Two days later, she takes 400 micrograins 

(two 200-microgram p i l l s ) of misoprostol, a prostaglandin, 

women w i l l return for a follow-up v i s i t approximately 14 

days after ta)cing mifepristone to determine whether the 

pregnancy has been terminated. 

Because of the importance of adhering to this 

treatinent regimen, each woman receiving mifepristone w i l l 

be given a Medication Guide that clearly explains how to 

take the drug, who should avoid taking i t , and what side 

-More-

ATTEWTIONTV BROADCASTERS: Please use open e.p«on for the hearing >mpair«J. 
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affects can occur. 

*'The approval of mifepristone i s the result of the 

FDA's careful 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 s t r i c t l y to 

our legal mandate and mission as a science-based public 

health regulatory agency." 

rOA based i t s approval of mifepristone on data from 

c l i n i c a l t r i a l s in the United States and France. 

The labeling for mifepristone emphasizes that most 

women using the product w i l l experience some side effects, 

primarily cramping and bleeding. Bleeding and spotting 

typically last for between 9 and U days. In about one of 

lOQ women, bleeding can be so heavy that a surgical 

procedure w i l l be required to stop the bleeding. 

The drug's labeling also warns that i t should not be 

used in women with the following conditions: 

. confirmed or suspected ectopic (-tubal") pregnancies 

. Intrauterine device (lUD) in place 

• Chronic failure of the adrenal glands 

'More-
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• Current long-term therapy with corticosteroids 

• History of allergy to mifepristone, misoprostol or other 

prostaglandins 

• Bleeding disorders or current anticoagulant (blood-

thinning) therapy. 

Under the terms of the approval, mifepristone w i l l be 

d i s t r i b u t e d t o physicians who can accurately determine the 

duration of a patient's pregnancy and detect an ectopic (or 

tubal) pregnancy- Physicians who prescribe mifepristone 

must also be able to provide surgical intervention i n cases 

of incomplete abortion or severe bleeding — or they must 

have made plans i n advance to provide such care 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 outcoines 

among physicians who refer t h e i r patients needing surgical 

inte r v e n t i o n , compared to those who perform surgical 

procedures themselves? an audit of prescribera that w i l l 

examine whether patients and t h e i r physicians are signing 

the patient agreement and placing i t i n the patient's 

-More-
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medical record, as required; and a system for surveillance, 

reporting and tracking rare ongoing pregnancies a f t e r 

treatment with mifepristone i n the U.S. 

Mifepristone, which'j was developed by a French 

pharmaceutical f i r m , was'first approved fo r use i n France 

i n 1988. Since then, more than 620,000 European women have 

taken mifepristone i n combination with a prostaglandin to 

terminate pregnancy. The drug has also been approved i n 

the United Kingdom, Sweden, and other countries. 

Mifepristone w i l l be d i s t r i b u t e d i n the U.S. by Danco 

Laboratories, IXC, New York, N.Y. 

More detailed information about t h i s product i s 

available on FDA's website at 

ht t p : //wv.fda.qov/cder/druq/infopaqe/mifepristone/ 

*«*« 

TOTRL P.05 
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Questions and Answers on Mifepristone: INTERNAL USE ONLY 

General 

Q: Wbai action did FDA take today? 

A: Today, FDA approved mifeprisTone (tnde name Mi&prex) for the 
termination of early pregnancy. The drug is approved to end pregnancies of 
49 days or less, counting &om the beginning of the last menstrual period. 

Q: What treatmeDt regimen did FDA approve? 

A: The drug (mifepri$ione) is administered to a woman by roouih. Two 
days later, the woman returns to her doctor for oral adminismtion of 
misoprostol, a prostaglandin ihai helps cause uterine contractions. Patients 
will return for a follow-up visit approximately 14 days after taking 
mifepristone to determine whether the pregnancy has been terminated. 

Q: What is the baab for FDA's approval of this regimen? 

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

Q: How effective was the regimen io clinical trials? 

A: In the U.S. trials, medical termination of pregnancy was complete in 
92% of the 827 women in the efficacy study - approximately six percent 
with mifepristone alone, and the remainder with mifepristone followed by 
misopirostol. In eight percent of patients, surgical intervention was required. 
Fewer than 1% of patients had ongoing pregnancies. 

In the French trials, more than 9S% of the 1,6SI women experienced 
complete termination of pregnancy, S.3Va without misoprostol and the rest 
after taking both drugs. Surgical intervention was required in 4.S% of 
women. 

Q: Is this the first dmg approved in the U.S, for tbe termination of 
pregnancy? 
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A: No. Two other drugs are approved for the termination of pregnancy. 

Q: What restrictions did FDA place oo the use and distribution of 
this drug? 

A: The drug may only be distributed to physicians who can accurately 
determine the duration of a woman's pregnancy and detect an ectopic (or 
tubal) pregnancy. Physicians who prescribe mifepristone must also be able 
to provide surgical intervemion in cases of incomplete abonion or severe 
bleeding - or they must have made plans in advance to provide svxch care 
through others. 

FDA approved mifepristone under its "Subpart H" regulations, which 
specifically allow FDA to establish appropriaie controls on tbe distribution 
of a drug. 

Q: What about distribution? 

A: Mifepristone will be distributed directly to qualified physicians. It 
will not be available through pharmacies or on the Intemet. 

Q: What decisions has FDA made about labeling this product? 

A: F D A is requiring a **black box" warning in the mifepristone labeling 
for physicians. The **black box" warns that surgical intervention may be 
necessary and addresses the care patients should receive should such 
intervention be necessary. In addition, because of the importance of 
adhering to this treaiznent regimen, each woman receiving mifepristone will 
be given a Medication Guide that clearly e)q)lains how lo take the drug, who 
should avoid taking it, and what side effects can occur. This Guide is also 
referenced in the "black box." 

Q: Why did FDA impose these restrictions? 

A: F D A always seeks to ensure that the products it approves are used 
appropriately, so that risks are minimized and benefits are masdmized. FDA 
believes that, for this drug, these lestrictions are needed to ensure safe use. 
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In addition, the agency believes that women should have as much accurate 
information as possible to make on informed decision about this regimen. 

Q: According to FDA regulations. Subpart "H" applies to drugs for 
serious and life-rbreatening illnesses. Isn't it overkill to invoke this 
provision for the mifepristone regimen? 

A: The sponsor proposed a restricted distribution system for its product, 
and the FDA advisory comminee that discussed this application in July 1996 
also recoiTunended such a system. FDA has concluded that the termination 
of unwanted pregnancy is a serious condition, and that these restrictions arc 
necessary for the safe use of this drug. 

Moreover, mifepristone's distribution is typically restricted in other 
countries where it has been approved- FDA has concluded that establishing 
certain controls on the distribution of this drug are needed to help ensure that 
it is used appropriately. 

Q: Has distribution of any other drugs been restricted? What are 
some examples? 

A: The distribution of several other drugs has been restricted to assure 
that they are used safely. For example: 

• Clozapine (Clozaril), a drug used to manage severe schizophrenia, is 
available only throu^ a registry system that ensures monitoring of 
certain blood test results prior to ^ delivery of the drug. 

• Transmucosal fentanyl (Oralet), a potent analgesic delivered on a 
lollipop as premedication in pediatric patients before surgery or before 
painfiil procedures, is restricted to certain registered hospitals, and is 
HOT available retail pharmacy outlets. 

• The manufacturer of trovafloxacin/alatTofloxacin mesylate 
(Trovan/Trovan-IV) agreed to limit distribution only to hospitals and 
long-term nursing care ^ilities. 

• llialidomide (Thalomid) is marketed only under a special restricted 
distribution program. Under that prograoL only registered prescribers 
and pbannaclSTS are allowed to prescribe and dispense the product 
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Patients must also be registered arui 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 those services for each 
woman using mifepristone? 

A; Clinical trials and expcric îce in countries where mifepristone b 
approved have shown that this regimen fails in five to eight of 100 women. 
Therefore, i f the regimen feils and a woman still wants to terminaie the 
pregnancy, a follow-up surgical procedure will be necessary and must be 
available. 

Also, in about one of 100 womea bleeding can be so heavy that a 
surgical procedure will be required to stop the bleeding. 

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

A: Neither FDA nor the manufacturer has any plans to establish a 
registry of physicians. 

Q: How can eancer patients obtain mifepristone? 

A: Mifepristone is available for certain cancer patients through a single 
patient IND. Patients must be treated according to a specified treatment 
plan. The drug is provided by the Feminist Majority Foundation. 

yreasure on FDA; 

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

A: FDA is a scientific regulatory agency that makes decisions on the 
basis of science. The agency's review and approval of mifepristone adhered 
strictly to its legal mandate and mission as a science-based public health 
regulatory agency. 
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Q: The average review time for priority drugs is now six months. 
The sponsor sent FDA its application in Mareh, 1996. Why did this 
review take so much longer? 

A: FDA sent the sponsor an "approvable" letter in September 1996, six 
months after receiving the application- The letter identified outstanding 
issues that needed to be resolved before FDA could approve mifepristone. 
The sponsor responded to those issues in September 1999. FDA issued 
another "approvable" lener in Februaiy, 2000, asking additional questions. 
The sponsor has now answered those questions. 

Q: Some members of Congress have expressed their opposition to 
mifepristone. Could Congrcu overniro FDA's decision? 

A: It would be unprecedented for Congress to overrule an FDA decision 
to approve a medical product-

Q: FDA is a regulatory agency in the executive branch of the Federal 
government. Could a new administracion overrule FDA's approval of 
mifepristone? 

A: As an executive branch agency in the Department of Health and 
Human Services, FDA has bases its judgments concerning medical and 
public health matters on sound science. FDA based its approval of 
mifepristone on data from clinical mis in the U.S. and in France. It would 
be unprecedented for a new administiaiion to overrule an FDA decision to 
approve amedical product. 

Q: Who manufactures and dtstributei mifepristone? 

A: Danco Laboratories, LLC. based in New York City, distributes 
mifepristone. Neither the Population Council, the sponsor of this product, 
nor Danco Laboratories has disclosed the identity of the manufacturer. 

Q: Why won't FDA disclose the identity and location of the 
manufacturing site? . j . j 
A: Because many threats and acts of violence have been directed at 
persons associated with reproductive rights issues similar to those raised by 
mifepristone, FDA will not disclose the identity of the manufecnirer or the 
manufaeruring site. 
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Under these circumstances, this manufacturing information is 
considered confidential conunercial infoimatioiL 

Q: Why is FDA withholding the names of its employees who reviewed 
the new drug application for mifepristone? 

A: Because many threats arid actions of violence have been directed at 
persons associated with reproductive rights issues similar to those raised by 
mifepristone, FDA will not disclose these employees' names. Under these 
circumstaiKcs, this employee information is considered personal privacy 
information. 

The regimen: 

Q: How can mifepristone be safely used? 

A: Basically, a woman should follow all the instructions for taking the 
product. First, a woman must read the Medication Guide and sign the 
Patient Agreement FontL 

Day 1: a patient will be given three 200 milligram tablets of mifepristone. 

Day 3: a patient must return to determine if expulsion has occurred. 
(Expulsion is infrequent with mifepristone alone, happening only in five or 
six percent of cases.) If expulsion has not occurred, the patient will be given 
two 200 microgram tablets of misoprostol that she will take orally. 

Day 14: the patient will return for a fbUow-up visit. This visit is vety 
imponani to confirm that a complete termination of pregnancy has occurred. 

Q: How did FDA eonclnde that mifepristone is safe when its use 
results in the termination of a pregnaney? 

A: The sponsor submined a new drug appUcation to the FDA. seeking the 
agency's approval to market mifepristone for the termination of early 
pregnancy. FDA concluded that the results from the clinical ttials 
established that mifepristone is safe and effective for its intended use. In its 
review and approval of this application. FDA adhered strictly to its legal 
mandate and mission as a science>hased regulatory agency. 
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Q: Why did FDA require a second visit on Day 3, when the product is 
being studied and used in a U.S. elinical trial without a return visit on 
Day 3? 

A: Mifepristone was approved on the basis of data from clinical trials, 
designed by the sponsor, in which every woman in the study was required to 
return to her physician for a second visit. Unless pregnancy termination 
through the use of mifepristone alone has been confirmed by clinical 
examination or an ultrasonographic scan, the woman will take misoprostol 
during this second visit. 

A third visit, to confirm that a con l̂eie temiination of pregnancy has 
occuned, is also required. 

Q: Why can't all physicians prescribe mifepristone? 

A: F D A is restricting the distribution of mifepristone to physicians with 
specific qualifications, such as the ability to diagnose a tubal pregnancy. 
These restrictions are designed to ensure safe and appropriaie use of the 
producL 

Q: Can nurse^practitioncn, midwives, or others prescribe 
mifepristone? Why? 

A: Some states allow physicians to sî iervise other health care 
practitioners such as certified registered nurse practitioners and nurse 
midwives, and these states may allow a supervised health care provider to 
dispense mifepristone. 

Q; What about misoproatpl? Is the use of misoproitol an unlabeled 
use? 

A: Under the approved treatment regimen, misoprostol is administered 
on day three to help stimulate uterine contractions. This use of misoprostol 
is contained in the approved labeling of mifepristone. Ii is based on the 
clinical trials for the regijnen of the two drugs, which FDA found to be safe 
and effective for the termination of early pregnancy. 
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Q: The manufacturer of misoproatol just issued a warning to 
physicians not to use the drug in pregnant women, and there have been 
press reports that tbe maoufacturar worked with FDA on this warning. 
How ean FDA reconcile this wandng with the approval of mifepristone 
when used with misoprostol? 

A: Misoprostol (used alone) is torrently approved for use in protecting 
paiicnis from gastric ulcers induced by certain pain relievers. A women who 
is or may be pregnant - and who does NOT wish to terminate her pregnancy 
- should know that she should not take misoprostol for prevention of gastric 
ulcers or any other reason. 

The "Dear Doctor" letter issued b;̂  Searle on August 23.2000, warns 
prescribers that misoprostol may daUse abortion. It thereferv emphasizes 
that misoprostol is comraindicated &T use by any pregnant woman who does 
not wish TO terminate her pregnancy. 

As pan of the mifepristone-misopfbstol regimen, misoprostol is appropriate 
for use to terminate early pregiian .̂ 

Q: Searle just distributed: new labeling for Its misoprostol product 
(Cytotec) that says the product ia fetot approved for abortion. What is 
FDA's poaition on this labeling?; 

A: Now thai FDA has approved the treatment plan for the use of 
mifepristone followed by the admmistFanoniof misoprostol for the medical 
termination of intrauterine pregnaik^ throiigh 49 days of pregnancy, the 
statement in the Searle label b inappropriate. FDA has asked that it be 
removed. • !.•::" 
Patient Safety and Side Effoctt: I 

Q: What are the major side tftOif̂  of mifepristone? 

A: The Medication Guide providkiis infonnation that women should be 
aware of concerning the ineidenceof side effects from administration of 
Mifeprex. These include cramping ihd. sbmetimes, heavy bleedm^ After 
misoprostol administration oniDaĵ  iiithere may be nausea, vomiting and 
diarrhea. Before taking this medin^^n, a woman must be fully aware of 
what to expect and will have to sî ĵbe Panem Agreement form. 

A. 
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The problems or side effects that 
bleeding or spotting that is likely tî  
been reponed to last as long as| 69 
experience some kind of bleeding 
may be needed to control the bli 

Q: What steps has FDA taken 
informed about how to use this r 

A: FDA is requiring that each 
Medication Guide thai clearly exp! 
avoid taking it, and what side e^i 

Each woman taking this 
and sign the patient agreement for 
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en should be warned about include 
cur firsm 9 to 16 days and that has 

Up to eight percent of women may 
30 days or more. Surgical intervention 

enstve that women are adequately 
ensafely? 

lan wUo takes mifepristone receive a 
how 10 take the drug who should 

l ean occur. 

iust also read the Medication Guide 
sfore the drug will be administered. 

Q: What if a woman chaqgesi her mind? 

A: Among the many safej 
regimen are the requirements that 
for mifepristone and that she also: 
safeguards are designed to ensure 
that this regimen is for the 
to that course of actioa 

FDA and the sponsor have 
about this regimen, including the 
erul the pregnancy. Women art i 
needed, and the Patient Agreemem 
possibility. 

Q: Critics of this drug sajr it is 
How does FDA respond? 

A: FDA and the sponsor haVe 
about this regimea including the 
end the pregnancy. Althou^ tbe 
several reports in the medical lit 
exposure to prostaglandins, inch 

>A has' established for this treatment 
wonb^ read the Medication Guide 
the Pauem Agreement Form. These 
every woman knows and understands 
. of early pregnancy and is committed 

lishGid a program to inform women 
bf bixtii defects if the regimen does not 

thiat surgical termination may be 
certifies that they understand this 

rttiis to women and fetuses. 

lisbed & program to inform women 
iof bisdi defects if the regimen does not 
on tiik risk are very limited, there are 
of dejfects after first nimester 

jmisoĵ stol. 

; 1 
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AS of May 2000.82 cases!' 
ongoing pregnancies after using 
misoprostol, declined to have a 
information is available for 36. T 
live births, and none of the infenis 
Ten of the women later decided to 
there was one case of fetal mal: 

Q: Has tbe sponsor agreed tô  :i 
mifepristone? 

A: To gather additional data al 
Coiinr.il has made a comnutroent 
include a study comparing patieiK 
their patients needing surgical 
surgical procedures themselves; 
whether patients arul their physicii 
placing it in the patient's mediĉ  
surveillance, reporting and track]! 
with mifepristone in the U.S. v 

Q: The sponsor of mifeprisiai] 
studies involving this drug, 
regimen is unsafe? 
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A: No. It is not at all uni 
studies on their approved prodiiotf 

Access: 

Q: Who may prescribe mifiiy 

A: The drug will be distrib 
determine the duration of a wo 
tubal) pregnancy. Physicians 
to provide surgical interveniioi 
bleeding - or they must have 
si4ch care through others. 

ported in which women with 
r̂iston̂  alone or followed by 
, p^^dwc. Of those, follow-up 
"̂Siix î f those women experienced 

aiiyhî nbrroalities detected at birth, 
a ̂ iflFgical termination, and of those, 

m.r -i ^ 

itmarketing studies of 

the t^l of mifepristone, the Population 
.uê ijpostmarketiDg studies. These 

omsi^bng physicians who refer 
pared to those who perform 

t of jSrescribers that will examine 
jiue s|p|ing the patient agreement and 
ltd, iŝ eqiiired; and a system for 

oi^ii^ pregnancies after treatment 

jas u r ^ ^ conduct postmarketing 
Hiâ imean F D A real^ thinks the 

•! 
tolconduct postmarketing 

iysicians who can accurately 
:y and detect an ectopic (or 
ujflbpristone must also be able 

mcomplete abortion or severe 
I |dvaxice for patients to obtain 
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Q: Will it be available in pi i 

A: No. Mifepristone will be a 

Q: What health professionals 
A: Some states allow phys; 
practitiotiers such as certified 
midwives, and these states may il 
dispense mifepristone. 

Q: Will mifepristone be avwl 

A: No. FDAandihesponsol 
many safeguards, including the iii 
qualified physicians. 

Q: In 1990 FDA Issued un 
of mifepristone into the Unltê  
several other names. Is that: 

A: F D A issued this Import 
taking the unapproved drug wx 
professional. Now that FDA 
been revised to exempt this spc 
mifepristone tiot covered by 
denied enixy into the U.S.. howij 

Q: Has mifepristone been 
studies continue? 

A: Mifepristone is being 
block steroid recepcois. Inpartj 
treatment for cancers whose 
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ithrough qualified physicians, 

to mifepristone? 

11 e Isther health care 
practitionei? and nurse 

id health care provider to 

I 

Intemet? 

[sbed a treatment regimen with 
don of the drug only to 
I i ! i j 

thak banned the importation 
(djrlug was listed under 
kiSkvalid? 

»f safety concerns for people 
Sti(jiervision from a health care 
[iieprex, the Import Alert has 
roni the alert. Formulations of 
1 IMD in effect would still be 

lierl nses? If so, will those 

' of uses, because it can 
, ̂ vestigaied as a potential 

ESijerone receptors. 
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Q: Did tbe VUte Bo 
review of miiepxlscone? 

A: No. Neither die While 
FDA's decision. FDA baaed it^ 

Q: £arlier this yaar thait 
iapeae severe restrictioaa 
changed FOA'a thInWng? 

A: Some early press re 
is nearing the end of a prod 
and the sponsor is normal. 

Q: President CUsten in l i 
eould be done to cred i t* 
Secretazy in 1994 said that 
evaluate mifepristone.* 
aponsor ttDtll 1996 that 

A: Many things had to 
The sponsor had to obtain pi 
in May, 199^. The spon8or_ 
dru^, file an IND with the 
of the product. Finally, the 
a marketing application to 

FDA received the new i 
reviewing the application i i 
meeting in July, and issiied 

Q: Who made the deeiaUjii; 

A: Many FDA employees 
new product. The •approval' 
signed by a senior oSicxal. 

In the case of mifepr 
reviewers and others who 

Q: What aboat reports tbpk I 
bci^tsaed security? 

ULt-U , 

A: FDA does not coi 

]018848004 
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ibiiiala istcrveae in FDA*s 
I 

i • i : 
i ! 

Sedreiaiy were involved in 
\iepKdence. 

^ t FDA was going to 
\mty of milbpristonc. What 

! ' 

wsn inaccurate. When FDA 
dnd take between the agency 

8hQlals to see what 
, i^t mifepristone. The 
I uliic can to quickly 
>i Wtf did FDA not tcU tbe 

ipprovable?" 

y i could take any action. 
! idrug, and this happened 

f a manufacturer for the 
. conduct clinical studies 
ilyae the data and submit 

March 1996. It began 
[advisory committee 

in September 1996. 

»pristeas7 

and approval of a 
kfto the sponsor is typically 

i sdosing the identity of the 
.tion. 

anned guards and 
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^Kternal Q 

1. What is MIFEPiUCX (nifi^ 
Mifepristone is a dmg thai blocks 
pregnancy TO conriniif. Mifiepristb: 
miaoprosu)!, is used us end an eariy* j 
period began). 

2. Is mifrprisiose approved in ai 
Yes, mifepristone is approved in it 
Kingdom, and Sweden. 

3. Who ifaoald Dot rake aiifepnn 
Some M̂omen should not take 
ihan 49 days since your lasi 
• a tubal pregnancy 
• an intrBUterific device (lUD) in 

mifeprisione) 
• problems wvh your adrenal gl 
• been treated with certain ^̂ eipL 
• bleeding problems or are taldall 
• had an allergie reaction lo ~'' 

II is unponani ihax you undentaiid 
provider and that you have access 

Mifepristone has not been snidied 
doctor if you smoke more than 10 

4. b mUeprisvone discribmioB 
Yes, mi&prisione is supplied dii 
and wUl not be available in pi 

• 

5. Why an there mtrietioai tot 
Studies of miiepristooe nrere 
the drug ^nnsor and the 1996 
reconmended that FDA rescrict 
has conchided that these rc! 

6. Wbai qBsUflcatioas mssc daeŜ , 
Doctois must have the ability to 
pregnancies. Decxors must ake 

DEI-UixSECY 
I- I: 

13 a fib4eoo4 

[Sois 

ŝ KVeb Site 
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rorfc? 
sne that is needed for 

'• ̂ jfifh another mrdirinr called 
' less since your last menstnial 

m :hidjng France, the United 

nifepristone if it has been more 
hjve: 

ived befoie you take 

> »iir kidneys) 
X g period of time 

drug produns 
xr similar drugs 

I visits with your heahh care 
in case of an emergency. 

Ita vy smokers. Plessc tell your 

: cctiain qualifications. It is not 
' available over tbe Intemet-

lad eertain quatifications. Boib 
Advixiry rntnmtnT also 
IP qualified dociois FDA 

ditsB&useofihe dnig. 

jrisioae? 
^^ly ai^ to diagnose tubal 

I ny necessary surgery, or have 
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made airaogemems for any neci 
access to medical facilities for 
such as dispensing the Medication 

7. What amhoriiy doe* FDA have 
The law authorizes FDA to approve 
safe and eSsctive for iiae unda the 
has broad authority to require 
FDA's fiill legal auihonty to re: 
The preamble to agency ^ g re 

8. Can health carv prvriden otbi 
Some states albw physicians to 
registered nurse practsionen and 
sî ervised heahh care provider to 
check their state law provisions. 

9. Is there an age mtriction Ibr 
States may set age restrictions on i 
resoiciions are appropriate. 

I 

10. Are there studies with aifiepi 
Studies to evaluate mi&pristone 

11. What are the powible aide el 
Mifepristone treatmeni will cause 
be very heavy. In a few cases, this 
procedure. 

Other possible side effects of ^ 
dizziness, back pain, and tiredness. 

The possible side effiscrs an deseriij 
Medication Guide (LINK). 

12. What U a MrdicstioD GuideH 
A Medication Guide contains FDA] 

13. Why did FDA develop a Mcdi 
FDA determined that a Medicazioi 
mifepristone effectively and sa&ly. 
how mifepristone works and about 
their health care provider, especii 
The Medication Guide will heltp 
they return to their health cate pro 

Htm 
121019 
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[St ensure thai women have 
igxee to other lesponsibilhieSt 

^ adverse evems to the sponsor. 

Ilif t of * drug? 
have been demDnsirsied xo be 

dmended in the label FDA 
ip ensure safe and cfTective use. 

is described in more detail in 
or leaDoed copy) 

mUrpriitone? 
adder pnctiiioners, such as certified 

le stales may allow a 
Heahh care providers should 

' if they believe such 

di «' the age of 18? 

]' • 

k aoc cases vaginal bleeding can 
stopped hy a surgical 

fa a, TV""?*». vomiting, headache. 

juide. Please read the 

Written especially &r padenis. 

one? 
women to be able to use 

fic Ti" lo he fiilly informed about 
need for fsllow-up visits with 

irisione is admiiustexed. 
kblv tbe directiom for use and that 
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Before you receive rrxifepristoix 
and ask you lo sign a statement 
{vegnancy. 

14. Can I becone pregaast sflsli 
You can become prvgnam again 
becone pregnant again, sian usf 
pregnancy ends. 

[2)020 

15. Docs F D A endorw; the 
F D A does not endorse or prei 
applications submitted by spoascii 
its proposed indication under xheli 
faeneiiis of the drug outweigh iu| 
application for mifiepristone as 

16. How mueh will nifcprisiOBi 
Manu&ctureni establish prices foi 
pricing. 

17. Will iaauraace conpaaia 
Insurance coverage is a decision : 
imurance company if you have i 

T-0D7 p.020/020 F-022 

you with tl£ Medicaiion Guide 
you have decided to end your 

ends. If you do nor warn to 
of your choice as soon as your 

agency evaluates all drug 
a drug is safo and eSixtivc for 
labeling. This means that the 
rds were applied to the new drug 

iflbns. 

I 

wi Â has no jurisdiciion over drug 

pro>̂ der. Please call your 
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RU-486 GUIDANCE AS OF 9/28 AT 11:13AM 

"FDA Decision Not Yet Released - NOT EVEN ON AN EMBARGOED BASIS 

"Press is reporting based on rumor that approval will be announced this afternoon 

--We do know that FDA has made the decision, but we do not yet Imow the outcome, nor 
when it will be announced. 

-What the Vice President said at the MTV Town Hall 

Unidentified Woman #2: I f you were the president, would you make RU- 486 more 
available for young women? 

Vice President AL GORE: Yes. Other coimtries have had this. I think that it ought to 
be available, provided, of course, that it's-that it is safe. And I ~ I think that what's 
wrong is to hold it off the market for some kind of political reason. And I'm totally 
against that. 

-What we think VP should say at this point 

Not knowing what the FDA's decision is, I cannot comment. As I said the other 
night on MTV, I think the drug should be made available - provided it is safe. 

Draft Statement by the Vice President, 9/28/00 

I am pleased with the FDA's decision to approve RU-486, finding it safe and effective. 
This is not about politics, but the health of American women. 


