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Q: The average review time for priority drugs is now sis months. 
The sponsor sent FDA its application in March, 1996. Why did this 
review take so moch longer? 

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

Q: Some members of Congress have expressed their oppositiott to 
mifepristone. Could Congress overturn 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 administration 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 conceming medical and 
public health matters on sound science. FDA based its approval of 
mifepristone on data from clinical trials in the U.S. and in France. It would 
be unprecedented for a new adminisnation to overrule an FDA decision to 
approve a medical product 

Q: Who maniifactures and distributes mifepristone? 

A: Danco Laboratories, LLC, based in New York City, distributes 
mifepristone. Keiifaer the Population Coimcil, the sponsor of this product, 
nor Danco Laboratories has disclosed the identity of the manu&cturer. 

Q: Why won't FDA disclose the identity and location of the 
manufacturing site? 
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 manufacturer or the 
manufecturing site. 
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FDA APPROVES MIFEPRISTONE 
FOR THE TERMINATION OF EARLY PREGNANCY 

The Food and Drug Administration today approved mifqiristone (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 tlie approved treatment regimen, a woman first takes 600 milligrams of mifepristone (three 200 milligram 
pills) by mouth. Two days later, she takes 400 micrograms (two 200-microgram pills) of misoprostol, a 
prostaglandin. Women will retum for a follow-up visit approximately 14 days after taking mifepristone to 
determine whether the pregnancy has been terminated. 

Because of the importance of adhering to this treatment regimen, each woman receiving mifepristone will be 
given a Medication Guide that clearly explains how to take the drug, who should avoid taking it, and what side 
effects can occur. 

"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 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 mission as a science-based 
publ ic 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 
100 women, bleeding can be so heavy that a surgical procedure will be required to stop the bleeding. 

The drug's labeling also wams that it should not be used in women with the following conditions: 

• Confirmed or suspected ectopic ("tubal") pregnancies 
• Intrauterine device (KID) in place 
> Chronic failure of the adrenal glands 
. Current long-term therapy v̂ dth 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 will be distributed to 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 in cases of incomplete abortion or severe 
bleeding—or they must have made plans in 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 outcomes among 
physicians who refer their patients needing surgical intervention, compared to those who perform surgical 
procedures themselves; an audit of prescribers that v/ill examine whether patients and their physicians are 
signing the patient agreement and placing it in the patient's medical record, as required; and a system for 
surveillance, reporting and tracking rare ongoing pregnancies after treatment with mifepristone in the U.S. 

Mifepristone, which was 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 
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other countries. 

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

More detailed information about this product is available on FDA's website at 
www.fda.gov/cdcr/drug/infoDanc/mircnvistone/. 
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Mifepristone Questions and Answers 

1. What is MIFEPREX (mifepristone) and liow does it work? 

Mifepristone is a drug that blocks a hormone called progesterone that is needed for 
pregnancy to continue. Mifepristone, when used together with another medicine called 
misoprostol, is used to end an early pregnancy (49 days or less since your last menstrua 
period began). 

2. Is mifepristone approved in any other countries? 

Yes, mifepristone has also been approved in the United Kingdom, Sweden and other 
countries. 

3. Who should not take mifepristone? 

Some women should not take mifepristone. Do not take mifepristone if it has been 
more than 49 days since your last menstrual period or i f you have: 

• a tubal pregnancy 
• an intrauterine device (lUD) in place (It must be removed before you take 

mifepristone) 
• problems with your adrenal glands (the glands near your kidneys) 
• been treated with certain steroid medications for a long period of time 
• bleeding problems or are taking anticoagulant (blood thinning) drug products 
• had an allergic reaction to mifepristone, misoprostol or similar drugs 

It is important that you understand the need for 2 follow-up visits with your health care 
provider and that you have access to a medical care facility in case of an emergency. 

Mifepristone has not been studied in women who are heavy smokers. Please tell youi-
doctor if you smoke more than 10 cigarettes a day. 

4. Is mifepristone distribution restricted? 

Yes, mifepristone is supplied directly to doctors who meet certain qualifications, It is 
not and will not be available in phaimacies, and it is not legally available over the 
Internet. 

5. Why are there restrictions for this drug? 
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Studies of mifepristone were conducted by doctors who had certain qualifications. Botl 
the drug sponsor and the 1996 Reproductive Drug Products Advisory Committee also 
recommended that FDA restrict distribution of mifepristone to qualified doctors. FDA 
has concluded that these restrictions are necessary for the safe use of the drug. 

6. What qualifications must doctors have to obtain mifepristone? 

Doctors must have the abiUty to date pregnancies accurately and to diagnose tubal 
pregnancies. Doctors must also be qualiiied to provide any necessary surgery, or have 
made arrangements for any necessary surgeiy, Doctors must ensure that women have 
access to medical facihties for emergency care, and must agree to other responsibilities 
such as dispensing the Medication Guide and reporting any adverse events to the 
sponsor. 

7. What authority does FDA have to restrict distribution 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 of use recommended in the label. 
FDA has broad authority to require restrictions on distribution to ensure safe and 
effective use. FDA's full legal authority to restrict distribution of a drug is described in 
more detail in the preamble to agency drug regulations. Federal Register Notice. 

8. Can health care providers other than doctors dispense mifepristone? 

Some states allow physicians to supervise other health care practitioners, such as 
certified registered nurse practitioners and nurse midvvdves, and these states may allow 
supervised health care provider to dispense mifepristone. Health care providers should 
check their state law provisions. 

9. Is there an age restriction for termination of pregnancy? 

State law determines whether there are any restriction on minors obtaining surgical or 
medical abortions. FDA has not set any separate age restriction on the provision of 
Mifepristone states may set age restrictions on termination of pregnancy if they believe 
such restrictions are appropriate.. 

10. Are there studies with mifepristone in women under the age of 18? 

Studies to evaluate mifepristone included women ages 18-45. 

11. What are the possible side effects of using mifepristone? 

Mifepristone treatment will cause vaginal bleeding. In some cases vaginal bleeding can 
be very heavy. In a few cases, this bleeding will need to be stopped by a surgical 
procedure. 

Other possible side effects of the treatment include diarrhea, nausea, vomiting, 
headache, dizziness, back pain, and tiredness. 

The possible side effects are described in the Medication Guide. Please read the 
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Medication Guide. 

12. What is a Medication Guide? 

A Medication Guide is a leaflet that contains certain FDA-approved infonnation, 
written especially for patients. 

13. Why did FDA develop a Medication Guide for mifepristone? 

FDA determined that a Medication Guide was necessary for women to be able to use 
mifepristone effectively and safely. It is important for women to be fully informed 
about how mifepristone works and about its risks, as well as the need for foUow-up 
visits with their health care provider, especially on the 14th day after naifepristone is 
administered. The Medication Guide will help ensure that women follow the directions 
for use and that they retum to their health care provider for follow-up visits. 

Before you receive mifepristone, your doctor will provide you with the Medication 
Guide and ask you to sign a statement (Patient Agreement) that you have decided to en. 
your pregnancy. 

14. Can I become pregnant again if I take mifepristone? 

You can become pregnant again right after your pregnancy ends. I f you do not want to 
get become pregnant again, start using a bitth control method of your choice as soon as 
your pregnancy ends. 

15. Does FDA endorse the use of this drug? 

FDA does not endorse or promote any drug product. The agency evaluates all drug 
applications submitted by sponsors to determine whether a drug is safe and effective fo 
its proposed indication under the conditions of use in the labeling. This meajTs that the 
benefits of the drug outweigh its risks. The same standards were applied to the new 
drug application for mifepristone as are applied to all applications. 

16. How much will mifepristone cost? 

Manufacturers establish prices for prescription drugs. FDA has no input into or 
jurisdiction over drug pricing. FDA does not know what mifepristone will cost when it 
becomes available. 

17. Will insurance companies pay for mifepristone? 

The FDA has no input into or legal control over whether an insurance company does 01 
does not cover the cost of a drug. Insurance coverage is a decision made by your 
insxurance provider. Please call your insurance company if you have questions, about 
whether your particular insurance provider will cover the cost of mifepristone. 

Back to Top ^1 Back to Mifepristone Info 
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n A APPStOVES KIFEFBISTOKB 
FOR THE TERHXHAIZOM OF EARLY PRSeXAHCT 

The Food and Drug Administration today approved 

mifepristone (trade name Mifeprex) for the termination of 

early pregnancy, defined as 4 9 days or less,'counting from 

the beginning of the la s t menstrual period. 

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

takes 600 milligramfl of mifepristone (three 200 milligram 

p i l l s ) by mouth. Two days l a t e r , she taJtes 400 micrograms 

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

Women w i l l return f o r a follow-up v i s i t approximately 14 

days a f t e r ta)cing mifepristone t o determine whether the 

pregnancy has been terminated. 

Because of the importance of adhering to t h i s 

treatment regimen, each woman receiving mifepristone w i l l 

be given a Medication Guide that c l e a r l y explains how t o 

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

-More-

ATTEKTIONTV BROADCASTERS: Pleas, use open eapMon for the nearing impalrrd. 
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e f f e c t s can occur. 

''The approval of mifepristone i s the res u l t of the 

PDA's careful evaluation of the s c i e n t i f i c evidence related 

to the safe and e f f e c t i v e use of t h i s drug," said Jane E. 

Henney, M.D., Commissioner of Food and Drugs. "The FDA's 

review and approval of t h i s drug has adhered s t r i c t l y t o 

our legal mandate and mission as a science-based public 

health regulatory agency." 

TDA based i t s approval of mifepristone on data from 

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

The labeling f o r mifepristone emphasizes that most 

women using the product w i l l experience some side e f f e c t s , 

p r i m a r i l y cramping and bleeding. Bleeding and spotting 

t y p i c a l l y l a s t f o r between 9 and 16 days. In about one of 

lOO 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 wams that i t should not be 

used i n women with the following conditions: 

. confirmed or suspected ectopic (-tubal") pregnancies 

. I n t r a u t e r i n e device (lUD) i n place 

. Chronic f a i l u r e of the adrenal glands 

-More-
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• Current long-term therapy with corticosteroids 

• History of allergy t o 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 

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

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

tubal) pregnancy. Physicians who preacribe 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 outcomes 

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

intervention, compared to those who perform surgical 

procedures themselves? an audit of prescribers t h a t 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 

-Mor«-
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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, whichjwas developed by a French 

pharmaceutical f i r m , was'first approved f o 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 t o 

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, U-C, New York, N.Y. 

More detailed information about t h i s product i s 

available on FDA's website at 

http://vvw.fda.qov/cder/druq/infopaqe/mifepristone/ 

*#*« 
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Questions and Answers on Mifepristone: INTERNAL USE ONLY 

General 

Q: Wbat action did FDA take today? 

A: Today, FDA approved mifeprisione (trade name Mifeprex) for the 
termination of early pregnancy. The drug is approved to end pregnancies of 
49 days or less, counting from the beginning of the last menstrual period. 

Q: What treatmeDt regimen did FDA approve? 

A: The drug (inifepri$tone) is administered to a woman by mouih. Two 
days laier. rhe woman reiums to her doctor for oral adminisoation of 
misoprostol, a prostaglandin that helps cause uterine contractions. Patients 
will retum for a follow-up visit approximately 14 days after taking 
mifepristone to determine whether the pregnancy has been terminated. 

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

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

Q: How effective was the regimen in clinical trials? 

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

In the French trials, more than 95% of the 1,6S1 women experienced 
complete termination of pregnancy, 5.3% without misoprostol and the rest 
after taking both drugs. Surgical intervention was required in 4.S% of 
womerL 

Q: Is this the first drug approved in the U.S. for the termination of 
pregnancy? 



SBP-ZB-ZOOO IhaZain FronrFDA-PUiLIC AFFAIRS 30tB94E004 T-0D7 P.007/020 F-02Z 

Dran oa/2B/DO 
INTERNAL USE ONLY 

A: No. Two other drugs are approved for the termination of pregnancy. 

Rcstrictioas 

Q; What restrictions did FDA pbce on the use and distribution of 
this drug? 

A: The drug may only be distribuied to physicians who can accurately 
decermine the duration of a woman* s pregnancy and detect an ectopic (or 
mbal) 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 such care 
through others. 

FDA approved mifepristone under its "Subpart H" regulations, which 
specifically allow FDA to establish appropriate controls on the 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 internet. 

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

A: FDA is requiring a **black box" warning in the mifepristone labeling 
for physicians. The "black box" wams that surgical intervention may be 
necessary and addresses the care patients should receive should such 
imervention be necessary. In addition, because of the importance of 
adhering to this treatment regimen, each woman receiving mifepristone will 
be given a Medication Guide thai clearly explains how to 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: FDA always seeks to ensure that the products it approves are used 
appropriately, so that risks are minimized and benefits are maxiituzed. FDA 
believes that, for this drug, these lesniciions 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 an informed decision about this regimen. 

Q: According to FDA regulations. Subpart "H" applies to drugs for 
serious and life-threatening 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 conunlnee that discussed this application in July 1996 
also reconunended such a system. FDA has concluded that the tenninaiion 
of unwanted pregnancy is a serious condition, and that these restrictions are 
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 ap]3ropriately. 

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

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

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

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

• The manufacturer of trovaHoxacin/alatrofloxacin mesylate 
(Trovan/Trovan-IV) agreed to limit distribution only to hospitals and 
long-term nursing care facilities. 

• Thalidomide (Thalomid) is marketed only uruier a special resnieied 
distribution program. Under that program, only registered prescribers 
and pbannacists are allowed to prescribe and dispense the producL 
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Patiems must also be registered and participate in mandatory 
pregnancy lesiirjg 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 experieyice in countries where mifepristone b 
approved have shown that this regimen fails in five lo eight of 100 women-
Therefore, if the legimen feils and a woman still wants to terminate the 
pregnancy, a follow-up surgical procedure will be necessary and must be 
available. 

Also, in about one of 100 women, bleeding can be so heavy that a 
surgical procedure will be required to 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 to establish a 
registry of physicians. 

Q: How can cancer 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. 

pressure 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 Mnreh, 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 thai needed to be resolved before FDA could approve mifeprisione. 
The sponsor responded to those issues in September 1999. FDA issued 
another "approvable" letter in February. 2000, asking additional questions. 
The sponsor has now answered those quesiions. 

Q: Some members of Congress have expressed their opposition to 
mifepristone. Could Congress overturn 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 administration 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 trials in the U.S. and in France. It would 
be unprecedented for a new administration to overrule an FDA decision to 
approve a medical product. 

Q; Who manufactures and distribute! 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 discloae the identity and location of the 
manufacturing site? j 
A: Because many threats and acts of violence have been directed at 
persons associated with reproductive rigjits issues similar to those raised by 
mifepristone, FDA will not disclose the identity of the manufecnirer or the 
manufacturing site. 
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Under these circumstances, this manu&cturing information is 
considered confidential conunercial information 

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

A: Because many threats aiid aaions 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 
circumstances, 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 Form. 

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

Day 3: a patient must retum 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 fbllow-up visit. This visit is very 
important ro confirm that a complete termination of pregnancy has occurred. 

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

A: The sponsor submitted a new drug application w the FDA. seeking the 
agency's approval to market mifepristone for the termination of early 
pregnancy. FDA concluded that the results from the clinical trials 
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-based 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. clinical 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 alotie has been confirmed by clinical 
examination or an uhiasonographic scan, the woman will take misoprostol 
during this second visit. 

A third visit, to confirm that a complete termination of pregnancy has 
occmred, is also required. 

Q: Why can't all physicians prescribe mifepristone? 

A: FDA is restricting the distribution of mifepristone to physicians with 
specific qualifications, such as the ability to diagnose a tubal pregnancy. 
These resurictions are designed to ensure safe and appropriate use of the 
product 

Q: Can nurse-practitionen, midwives, or others prescribe 
mifepristone? Why? 

A: Some states allow physicians tp supervise other health care 
praciltioners such as certified registered nuise practitioners and nurse 
midwives. and these states may allow a supervised health care provider to 
dispense mifepristone. 

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

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

A: Misoprostol (used alone) is currently approved for use in protecting 
patients torn 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 ru)? take misoprostol for prevention of gastric 
ulcers or any other reason. 

The "Dear Doctor" letter issued b;̂  Searle on August 23,2000. wams 
prescribezs that misoprostol may datise abortion. It therefore emphasizes 
that misoprostol is cororaindicated feir use by any pregnant woman who does 
noT wish 10 terminate her pregnancy. 

As part of the mifepristone-misoprostol regimen, misoprostol is appropriate 
for use to terminate early preghan .̂ : 

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

A: Now that FDA has apptoved the treatmeni plan for the use of 
mifeprisione followed by the admimstFatian; of misoprostol for the medical 
termination of intrauterine pregnaâ i through 49 days of pregnancy, the 
statement in the Searle label is iriapjî iopriate. FDA has asked that it be 
removed. 

:• !. -ir 
Patient Safety and Side EffeciB;! i 

Q: What are the major side ê !%tB of mifepristone? 

A: The Medication Guide pro 
aware of conceming the incidenc 
Mifeprex. These include cranipi; 
misoprostol administration oniDa; 
diarrhea. Before taking this medi 
what to expect and will have to si 

id)|s infoTtnanon that women should be 
d̂ side efifects from administration of 
lijQd, sbmetî  After 
||:therc may be nausea, vomiting, and 

in. a woman must be fiiUy aware of 
lithe Paxiem Agreement form. 

•Hi 8. 
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The problems or side effects that 
bleeding or spotting that is likely t̂  
been reported to last as long ais: 69 
experience some kind of bleeding 
may be rieeded to control the bli 

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

A: FDA is requiring that eaich 
Medication Guide that clearly exp 
avoid taking it, and what side tOct 

Each woman taking this druj 5 
and sign the patient agreement fon i 
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Q: What if a woman changes rar mind? 

en should be warned about include 
cur friim 9 to 16 days and that has 

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

enstire that women are adequately 
ensafely? 

ian wUo takes mifepristone receive a 
bs how to take the drug, who should 
l̂ can occur. 

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

A: Among the many safegOardi 
regimen are the requirements that 
for mifepristone arid that she also 
safeguards are designed to ensure 
that this regimen is for the 
to that course of actiotL 

FDA and the sponsor have 
about this reginien. including ^ 
etui the pregnancy. Women are i 
needed, and the Patient Agreeme: 
possibility. 

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

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

A has! established for this treatment 
ih wam^ read the Medication Guide 
pi the Patient Agreement Form. These 
i every woman knows and understands 

of early pregnancy and is committed 

lisheid a program to inform women 
ibf biiAh defects if the regimen does not 

tfaiat surgical termination may be 
certifies that they understand this 

irbus to women and fetiisea. 

lisbeid a program to inform women 
iof bii^ defects if the regimen does not 
on thî  risk are very limited̂  there are 
of 4̂ {ect5 after first trimester 

jmisojisrestol. 

; 1 
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AS of May 2000, 82 casesj' 
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 to|i 
mifepristone? 

A: To gather additional data al 
Council has made a commiimeni 
include a study con̂ saring patient 
their patients needing surgical 
surgical procedures themselves; 
whether patients and their physicii 
placing it in the patient's medial 
surveillance, reporting and track^ 
with mifepristone in the U.S. 

Q: The sponsor of mifeprî i 
studies involving this drug, 
regimen is unsafe? 

A: No. It is not ai all unusiî  t i 
studies on their approved produinf 

Access: 

Q: Who may prescribe mi: 

A: The drug wiU be distrib 
determine the duration of a wd 
tubal) pregnancy. Physicians 
to provide surgical interveniip! 
bleeding - or they must have 
such care through others. 

DEPUTY SECY 
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lejboiied in which women with 
istdn^ alone or followed by 
prl̂ ĵedû . Of those, follow-up 
-six î f those women ê qierienced 

aiiyhibnoCT detected at birth, 
a ̂ hiiigical termination, and of those. 

itmarketing studies of 

the ̂ 1 of mifepristone, the Population 
.ut̂ ipOBrrnarketing siudiea. These 

omkii^dng physicians who refer 
itnpared to those who perform 

it ci||rescribers that will examine 
jiiire ŝ plihî  the patient agreement and 
ltd, iilequired; and a system for 

oiK îpg pregnancies after treatment 

jBS aSl^^l^ conduct postmarketing 
It tM l̂beyn FDA really thinks the 

to I conduct postmarketing 

[ysicians who can accurately 
:y and delect an ectopic (or 
î fepristone must also be able 

mcoihplete abortion or severe 
ildvsnce for patients to obtain 
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Q: Will it be available in p 

A: No. Mifepristone will be[a 

Q: What health professionals 

A: Some states allow physic; 
practitioners such as certified re 
midwives, and these states mayfil 
dispense mifepristone. 

Q: Will mifepristone be avii il 

A: No- FDA and the sponsi 
many safeguards, including the p 
qualified physicians. 

Q: In 1990 FDA issued an 
of mifepristone into the Unltei 
several other names. Is that 

A: FDA issued this Import 
taking the unapproved dn^ wi 
professional. Now that FDA 
been revised to exempt this sp 
mifepristone not covered by 
denied enny into the U.S.. howi 

Q: Has mifepristone been: 
studies continue? 

A: Mifepristone is being 
block steroid receptors. In partj 
treatmem for cancers whose 
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through qualified physicians, 

to mifepristone? 

le Isther health care 
plractitionei? and nurse 

^ health care provider to 

Internet? 
i 

. I 
I 

a treatment regimen wiih 
ô  of the drug only to 

thak banned the importation 
t dirpig was listed under 
fetiil. valid? 

>f skSety concems for people 
S\]|ipervtsion from a health care 
î prex, the Impon Alert has 
ir̂ ni the alert. Formulations of 

in effect would still be 

[ierl nses? If so, will those 

_ pf uses, because it can 
'' ̂ esiigazed as a potential 
Fsvrone receptors. 
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Q: Did tbe Vhitc Honae ol 
review of mifeprlstoae? 

A: No. Neither the White 
FDA'8 decision. FDA based it 

Q: Saelier this year tbeit 
iapoae aev<ere restrictioaa 
ehanged FDA's thinking? 

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

Q: ftvBideat CUstoB in t 
could be doae to expedite 
Secretary la 1994 aald that 
evaluate mifepriateae.* 
sponaor uatU 1996 that 

A: Many things had to 
The sponsor had to obtain p 
in May, 1994. The sponsor 
drug, file an IND with the 
of the product. Finally, the 
a marketing application to the 

FDA received the new 
reviewing the application 
meeting in Jxily, and issued k 

Q: Who made the deeiai^: 

A: Many FDA employees 
new product. The "approval" 
signed by a senior ofiicial. 

In the case of mifepria 
reviewers and others who 

Q: Wbat about reports tl 
bei^taaed eecarity? 

FDA does not coi 
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ll^ijala istarveaa in FOA's 
I 

i • i : I ! 
Sedretaxy were involved in 
jie^ence. 

, fbVt FDA was goiag to 
^iu^ of mlfepriatonc. What 

i! 
^isre inaccurate. When FDA 

aina take between the agency 

Shalala to see wbat 
mifepristone. The 

can to quieUy 
did FDA aot tell the 

ippnvable?" 

could take any action. 
and this happened 

a manufacturer for the 
conduct clinical studies 
lyse the data and submit 

March 1996. It besan 
I advisory commitcec 

in September 1996. 

spristene? 

T and approval of a 
the sponsor is lypicaDy 

{dosing the identity of the 
Ltion. 

A armed guards and 



o?-:2«.'0o ih..^ AO;00- FAi• iij2 U y i ' bry ĵj;̂ ;'̂ -
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1. What is MIFEPiUCX (nilfp 
Mifepristone is a drug thai blocks 
pregnancy ro coininue. Mifiqsrisib 
miaoprosu)!, is used to end an earl>|'i 
period began). 

2. Is mifeprisione approved ip i 
Yes, mifeprisione is approved in: 
Kingdom, and Sweden. 

3. Who ibogld not take mifep 
Some >«onicn should not take 
than 49 days since your lasi 
• a tubal pregnancy 
• an inzrauteriir device (ILID) iD|i 

mifepristone) 
• problems wiih your adrenal g' 
• been treated wiih certain sierp: 
• bleeding problems or are taldn| 
• had an allergic leacnon To 

II is imponani ih« you undetstaiid 
provider and that you have acoesis 

Mifepristone bas noi been siiuiied 
doaor if you smoke more than 10 

4. b mifepristone disrribaiion 
Yes» mifirpristone is supplied dii 
and will not be available in pi 

• 
5. Wby are there rcsirtccibas 
Studies of mifeprifRone were i 
the drug spoosox and the 1996' 
recommended that FDA restrict i 
has conchided that these res 

6. WbsT qosttficaiions most 
Doctors must have the ability to 
pregnancies. Doctors must alflo b; 
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<s Web Site 

work? 
sierone ihsi is needed for 
with snoiher medicine called 

:cSr less since your last menstrual 

ihiding France, the Uniied 

a ce aifeprisione if it has been more 

i before you take 

){«>ur kidneys) 
period of lime 

dmg products 
r similar drugs 

iî '\xp visits with your hcahh care 
aifil cy i& case of an emetgetcy. 

I i vy smokers- Please tell your 

eotain qualifications. It is not 
leSdUy available over tbe Internet. 

lad eenain qualificaxioas. Both 
Advisory ronaninfr also 
10 qualified doctors FDA 

SB&uaeoftiK drug. 

jrisiose? 
^ ely aisi to diagnose nibal 

(iy necessary surgery, or have 
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made airangements for any necc 
access to medical facilities for ( 
such as dispensing the M^codon i 

7. What auiborliy does FDA have 
The law authorizes FDA to approve 
safe aad efiective for use under the 
has broad authoriry to require 
FDA*S full legal audaoriiy to rei 
The preamble to agency drug rej 

8. Can health care pnnriden oft 
Some states allow physicians to 
registered nurse pracQtbners aad: 
supervised healdi care provider to 
check Their state law provisions. 

9. Is there an age miriction Ibr j 
Stares may set age restrietbns on \ 
restrictions are appropriaxe. 

10. Are there studies with niCepj 
Studies to evaluate mifiepristoae 

11. What are tht povible side el 
Mifepristone treatmeni will cause 
be very heavy. In a &w cases, thik 
procedure. 

Other possible side effects of the 
dizziness, back pain, and liredneŝ  

The possible side eflS îs are descri 
Medication Guide (LINK) 

12. What is » Medicados Guide? 
A Nfedicatbn Guide comajns FDA 

13. Why did FDA devebp a Med 
FDA determined that a Medieazioi 
mifepristone effectively and safely 
how mifepristone works and about 
their health care provider, cspeci ' 
The Medication Guide wQl heltp 
they retum to their health eare pro 

i.E 146004 
[2)019 
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: ensure thai women have 
gtee to other lesponsibilities. 

^ f adverse evems to tbe sponsor. 

ijli ift ofa drug? 
m|e rihave been demonstraed xo be 

Idinended in die lafaeL FDA 
> easure safe and effective use. 
is described in more detail in 
or seaooed copy) 

c; olfepristone? 
pnctiiionerst such as certified 

se stales may allow a 
Health care providers should 

idjpm cases vaginal bleeding can 
stopped hy a surgical 

ispcy? 
if ihey believe such 

F ibe age of 187 

kSc? 

h a, nausea, vomiting, headache, 

juide. Please read the 

Written especially for paxienis. 

tone? 
or women to be able lo use 

lo be fully informed about 
nieed for fbllow-up visits wiih 

irisione is administered-
V die directions for use and that 
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Before you receive mifeprisione 
and ask you xo sign a siaiemeni 
{xegnancy. 

14. Can I become pregnsst sgsli 
You can become pregnant again 
become pregiwnt again, start usin̂  
pregnaacy ends. 

15. Docs FDA eadonu; the nse oi 
FD A does not endorse or proi 
applications submined by spoasoii 
its proposed indicaiion under the! 
benefiis of the drug outweigh ia 
application for mifepristone as 

16. How mueh will mifeprinoBf 
Manu&cturers establish prices fill 
pricing. 

17. Will insuniBGc companiL.. 
Insurance coverage is a decLnbn 
insurance connpany if you have qi 

11020 
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you wiih ih; Medicaiion Guide 
you have decided to end your 

cyends. If you do nor want to 
i ef your chiaice as soon as your 

iigency evaluates all drug 
a drug is safo and eSbaive for 
labeling. This means that the 
di were applied to the new drug 
ions. 

.1 

^ )A has no jurisdiction over drug 

provider. Please call your 
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APFIU3VES KIFEPBISSOHB 
FOR THE TKEaGHATlOII OP EARLY PRBSMAUCY 

The Food arid Drug Administration today approved 

ifepristone (trade r>ame Mifeprex) for the termination of 

arly 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 milligrams of mifepristone (three 200 milligram 

p i l l s ) by mouth. Tvo days later, she takes 400 micrograms 

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

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

days after ra)cing mifepristone to determine whether the 

pregnancy has been terminated. 

Because of the importance of adhering to this 

treatment 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 whar side 

-Mbro-

ATTENTIONTV BROADCASTERS: Plea«. use open eapt.on lor the hearing impaired. 

^ p K j T H F l^JTPR^JET: http://«^.l«ia.go«/ 



•iHJZ'S/W--iilU -iOrSi. J : A I 202 40i o ,3o DEPUTY SECY .̂̂  ^ ^ ©"Oa 

Paga 2, POO-19, Mifepriatone 

e f f e c t s can occur. 

''The approval of mifepristone i s the re s u l t of the 

FDA'a careful evaluation of the s c i e n t i f i c evidence related 

to the safe and e f f e c t i v e use of t h i s drug," said Jane E, 

Henney, M.D., Commissioner of Food and Drugs. "The FDA's 

review and approval of t h i s drug has adhered s t r i c t l y t o 

our legal mandate and mission as a science-based public 

health regulatory agency." 

FDA based i t s approval of mifepristone on data from 

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

The labeling f o r mifepristone emphasizes that most 

women using the product w i l l experience some side e f f e c t s , 

p r i m a r i l y cramping and bleeding. Bleeding and spotting 

t y p i c a l l y l a s t f o r between 9 and 16 days. In about one of 

100 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 wams that i t should not be 

used i n women with the following conditions: 

. confirmed or suspected ectopic C^tubal") pregnancies 

. I n t r a u t e r i n e device (lUD) i n place 

• Chronic f a i l u r e of the adrenal glands 

-Mora-
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• Current long-term therapy with corticosteroids 

• History of allergy to mifepriatone, misoprostol or other 

prostaglandins 

• Bleeding disorders or current anticoagulant (blood-

thinning) therapy. 

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

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

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

tiibal) pregnancy. Physicians who preacribe mifepristone 

must also be able to provide surgical intervention i n cas 

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 outcomes 

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

intervention, compared to those who perform surgical 

procedures themselves; an audit of prescribers 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 

-Mor«-
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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, whichjwas developed by a French 

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

i n 1988. Since then, more than 620, 0130 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, l i C , New York, N.Y. 

More detailed information about t h i s product i s 

available on FDA's website at 
http:/yww.fda.qov/cder/druq/infopaqe/mifepristone/ 
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Questions and Answers on Mifeprietone: INTERNAL USE ONLY 

General 

Q: What action did FDA take today? 

A: Today, FDA approved nufeprisione (trade name Mifeprex) for the 
termmalioD of early pregnancy. The drug U approved to end pregnancies of 
49 days or less, counting firom the beginning of the last menstrual period. 

Q: What treatmeot regimen did FDA approve? 

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

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

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

Q: How effective was the regimen in 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 
misoprostol. In eight percent of patients, surgical intervention was required. 
Fewer than 1 Vo of patients had ongoing pregnancies. 

In the French trials, more than 9S% of the 1,681 women experienced 
complete termination of pregnancy, 5.3% without misoprostol and the rest 
after taking both drugs. Surgical imerventioo was required in 4.S% of 
womeiL 

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

Restrictions 

Q: What restrictions did FDA place on 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 such care 
through others. 

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

Q: What about distribution? 

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

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

A: FDA is requiring a ''black box" waming in the mifepristone labeling 
for physicians. The "black box" wams 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 treatment regimen, each woman receiving mifepristone will 
be given a Medicaiion Guide that clearly explains how to 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: FDA always seeks to ensure that the products it approves are used 
appropriately, so that risks are minimized and benefits are maximized. FDA 
believes that, for this drug, these restrictions are needed to ensure safe use. 
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In addition, the agency believes that women should have as much accurate 
uiformation as possible to make an informed decision about this regimen. 

Q: According to FDA regulations. Subpart "H" applies to drugs for 
serious and lif&>tbreateiiing illnesses. Isn't it overkill to invoke chis 
provision for the mifepristone regimen? 

A: The sponsor proposed a restricted distribution system for its product, 
and the FDA advisoiy committee that discussed this application in July 1996 
also recommended such a system. FDA has concluded that the tenninaiion 
of unwanted pregnancy is a serious condition, and that these restrictions are 
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 dmgs been restricted? Wbat 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 through a regisuy system that ensures monitoring of 
certain blood test results prior to the deliveiy of the drug. 

• Transmucosal fenianyl (Oralet), a potent analgesic delivered on a 
lollipop as premedication in pediatric patients before surgery or before 
painful procedures, b restricted to certain registered hospitals, and is 
not available retail pharmacy outlets. 

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

• Thalidomide (Thalomid) is marketed only under a special restricted 
distribution program. Under that program, only re^tered prescribers 
and pbannacists are allowed to prescribe and dispense the producL 

a DOS 
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Patiems must also be registered and panicipate 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 experience in countries where mifepristone is 
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 terminate 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: WiU FDA or the manufacturer establish a registry of physicians 
who have access fo mifepristone? 

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

Q: How can cancer patients obtain mifepristone? 

A: Mifeprisione is available for certain cancer patients through a single 
patieni IND. Patients must be treated according to a specified treatment 
plan. The drug is provided by the Feminist M^oriiy FoundaiioiL 

yresaure 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 sem the sponsor an "approvable" letter in September 1996, six 
months after receiving the appUcaiion. The letter identified outstanding 
issues that needed to be resolved before FDA could approve mifeprisione. 
The sponsor responded lo those issues in September 1999. FDA issued 
another "approvable" lener in Febryaiy, 2000, asking addiiional questions. 
The sponsor has now answered those quesiions. 

Q: Some memben of Congress have espressed their opposition to 
mifepristone. Could Congress overturn 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 administration overrule FDA's approval of 
mifepristone? 

A: As an executive branch agency in the Department of Health and 
Human Services. FDA bas bases its judgments conceming medical and 
public health matters on sound science. FDA based its approval of 
mifeprisione on data from clinical trials in the U.S. and in France. It would 
be unprecedented for a new administration to ovcnulc an FDA decision to 
approve a medical product. 

Q: Who manufactures and distributes mifepristone? 

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

Q: Why won*t FDA disclose the ideniity 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 manufacturer or the 
manufacturing siie. 
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Under these circumstances, this manufacturing information is 
considered confidential conunercial infomiatioii. 

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

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

The regimen: 

Q: How can mifepristone be safely used? 

A: Basically, a woman should follow all ihe instructions for taking the 
product. First, a woman must read the Medication Guide and sign ihe 
Patient Agreement Form-
Day 1: a patient will be given three 200 milligram tablets of mifeprisione. 

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

Day 14: the patient will retum for a fbllow-up visit. This visit is very 
importara to confinn that a complete termination of pregnancy has occuned. 

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

A: The sponsor submined a new drug application to the FDA. seeking the 
agency's approval lo market mifepristone for the termination of early 
pregnancy. FDA concluded that the results from the clinical trials 
established that mifepristone is safe and effective for its intended use. In iis 
review and approval of this application, FDA adhered strictly to its legal 
mandate and mission as a science-based reguLatory agency. 
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Q: Why did FDA ra|uirc a second visit on Day 3, when the product is 
being studied and used in a U.S. clinical trial without a return visit on 
Day 37 

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 complete termination of pregnancy has 
occurred, is also required. 

Q: Why ean't all physicians prescribe mifepristone? 

A: FDA 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 appropriate use of the 
product. 

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

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

Q; What about misoproatdl? Is the use of misoprostol an unlabeled 
use? 

A: Under the approved treatment regimen, misoprostol is administered 
on day three to help stimulate uterine: conoaetions. This use of misoprostol 
is contained in the approved labeling of mifepristone. It is based on the 
clinical trials for the regimen of ihe two drugs, which FDA found to be safe 
and effective for the termination of early pregnancy. 
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Q: The manufacturer of misoprpatol jiist issued a warning to 
physicians not to use the drug in pregiuint women, and there have been 
press reports that tbe maaufactî rer worked with FDA on this warning. 
How can FDA reconcile this wandiig with the approval of mifepristone 
when used with misoprostol? 

A: Misoprostol (used alone) is currently approved for use in protecting 
paiicnis fixim 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 bî  learle on August 23, 2000, wams 
prescribers that misoprostol may daiise abortion. It therefore emphasizes 
that misoprostol is contraindicated fijr use by any pregnant woman who does 
not wish to terminate her pregnancy. 

As part of the mifepristone-misopfo l̂ regimen, misoprostol is appropriate 
for use to terminate early pregnaî y.: 

Q: Searle juat distributed: neitr labeling for Its misoprostol product 
(Cytotec) that says tbe prodiict is liot apph>ved for abortion. What is 
FDA*S position on this labeling?! . 

A: Now that FDA has apptpvejl the treaiineni plan for the use of 
mifeprisione followed by the admmistFaiion of misoprostol for the medical 
termination of intrauterine pregnaofî  thipugh 49 days of pregnancy, the 
statement in the Searle label î  inap̂ i|opriate. FDA has asked that it be 
removed. 

I t ) o i J 

Patient Safety and Side EfTccta:! 

Q: What are the major side e^ t̂s of mifepristone? 

A: The Medication Guide prov|id)|s infonnation that women should be 
aware of concertiing the incidencedf side efifects from administration of 
Mifeprex. These include craiiipingj^ sbmetimes, heavy btê ^ After 
misoprostol administration oniDajf $:thcremay be nausea, vomiting, and 
diarrhea. Before taking this medinown. a woman must be fully aware of 
what to expect and will have to siniiihe Panent Agreement form. 

6 
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The problems or side effects that 
bleeding or spotting that is likely 
been reponed to last as long aŝ  69 
experience some kiiKl of bleeding 
inay be needed to control the bli 

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

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

Each woman taking this dru^ 
and sign the patieni agreement;fo: 
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Q: What if a woman chanjê es ileif mind? 

A: Among the many safe 
regimen are the requirements that 
for mifepristone arid that she also 
safeguards are designed to ensure 

en should be warned about include 
cur froth 9 to 16 days and that has 
. Up to eight percent of women may 

30 days or more. Surgical intervention 

^ enstire tbat women are adequately 
ensafely? 

an who takes mifepristone receive a 
3S how to take the dru^ who should 
can occur. 

oiust also read the Medication Guide 
pisfore the drug will be administered. 

FDA and the sponsor have 
about this regimen, including the 
end the pregnaiKy. Women ate 
needed, and the Patient Agreemeni 
possibility. 

Q: Critics of this drug say it I 
How does FDA respond? 

A: FDA and the sponsor haVe 
about this regimen, including the 
end the pregnancy. Although the 
several reports in ihe medical ili 
exposure to prostaglandins, iiKli 

A has established for this treatment 
woxh^ read the Medication Guide 
the Patieni Agreement Form. These 
every woman knows and understands 

that this regimen is for the terminaiiii lek of early pregnancy and is committed 
to that course of action. 

lisheid a program to inform women 
of bixith defects if the regimen does not 

that surgical termination may be 
certifies that they understand this 

erbius to women and fetiises. 

lishsid a program to inform women 
iof bi]^ defects if the regimen does not 
on thijs risk are very limited, there are 
of qeffects after first nimester 

jmisoi 

; 'I 
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AS of May 2000, 82 casesi' 
ongoing pregnancies after using 
misoprostol, declined to have a 
information is available for 36. T 
live births, and none of ihe infents 
Ten of the women later decided to 
there was one case of fetal mal: 

Q: Has tbe sponsor agreed to|:i 
mifepristone? 
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oiied in which women with 
ristdiî ^ alone or followed by 

prWcjipd̂ . Of those, follow-up 
six #f ifclose women experienced 

a!tiŷ al|Moi|roaĥ  detected at binb. 
a ̂ ixlgical termination, and of those, 
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Itmarketing studies of 

A: To gather additional data 
Council has made a comrmtroenj; 
include a study comparing pattoiit 
their patients needing surgical 
surgical procedures themselves; 
whether patients and their physici 
placing it in the patient's mediĉ  
surveillance, reporting and trac*̂  
with mifepristone in the U.S. 

Q: The sponsor of mifeprisiik 
studies involving this drug, 
regimen is unsafe? 

A: No. It is not at all unuSiî l 
smdies on their approved prodî ^ 

Access: 

Q: Who may prescribe mii^S^ 

A: The drag will be distribii | 
determine the duration of a wo 
tubal) pregnancy. Physicians 
to provide surgical inteivcniio! 
bleeding - or they must have 
such care through others. 

the \kt of mifepristone, the Population 
adi4i;:jti|pd5tznarketiiig studies. These 
;6mka;;|mdiig physicians who refer 
ixDiijj loinpared to those who perform 
fit cj|l Jreseribers thai will examine 

Ijkte si 3phjg' the patient agreement and 
ltd, I ifequired; and a system for 

ojt̂ bing pregnancies after treatmem 

jBS ĵglbedlto conduct postmarketing 
t fhâ linedn F D A really thinks the 

tblconduct postmarketing 

lysicians who can accurately 
cy and delect an ectopic (or 
i|ffepristone must also be able 

;oihplete abortion or severe 
dyance for patients to obtain 
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Q: 

A: 

Q: 

Will it be available in p i i 

No. Mifepristone will be 

Wbat health professioiii 

A: Some states allow physi 
practitioners such as certified 
midwives, and these states mayj 
dispense mifeprisione. 

Q: Will mifepristone be 
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A: No. FDA and the sponscijl 
many safeguards, including the Is 
qualified physicians, 

Q: In 1990 FDA issued all 
of mifepristone into the Unitei 
several other names. Is that 

A: PDA issued this Import 
taking the unapproved drug w: 
professional. Now that FDA 
been revised to exempt this sp< 
mifepristone not covered by 
denied entry into the U.S., howi 

Q: Has mifepristone been 
studies continue? 

A: Mifeprisione is being 
block steroid leceptois. In parts; 
treatment for cancers whose tuinia: 
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Internet? 
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a treatment regimen wiih 
ion of the drug only to 
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that banned the importation 
dirpig was listed under 

itSil valid? 
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if siifety concerns for people 
SU{ipervision from a health care 
feprex, the Impon Alert has 
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lierl uses? If so, will those 
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Q: Old tbe White Bo 
review of mifepristone? 

A: No. Neither the White 
FDA'8 decision. FDA baaed 

Q: £arlier this year tbeit 
iaapoae severe restrictions |e| |t 
ehanged FDA's thinking? 

A: Some early press repoiti 
is nearing the end of a prodtic 
and the sponsor is normal. 

Q: President Clinton iA t' 
could be done to expedite 
Secretary la 1994 amid that 
evaluate aaifepristoae.* 
sponsor until 1996 tbat 

©Ol? 

A: Many things had to ocC" 
The sponsor had to obtain pi 
in May, 199^. The sponsor 
dmg, file an IND with the FD; 
of the product. Finally, the 
a marketing application to 

FDA received the new 
reviewing the application isu 
meecing in July, and issued k. 

Q: Who made the deeiailj]!: 

A: Many FDA employees 
new product. The •approval" 
signed by a senior official. 

In the case of mifepi 
reviewers and others who 

Q: Wbat abont reports t l 
beightaaed security? 

A: FDA does not coimhe 
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intervene in FSA's 

Seeretaxy were involved in 
leisdence. 

FDA was gDia« to 
liilil!̂  of mifepristone. Wbat 

1! I 
'̂sTC inaccurate. When FDA 

ana take between the agency 

^ fthaTaia to see what 
Jl^^ mifepristone. The 
^ l i t can to quickly 
IJmiy did FDA not tell tbe 
l74ppnvBbIe?" 

A could lake any action, 
idrug, and this happened 
r. a manufacturer for the 
conduct clinical studies 

the data and submit 

ir i i : I March 1996. It began 
111) advisory committee 
' ' l i t e r in September 1996. 

sprlstene? 

V and approval of a 
fto the sponsor is typically 

iclosing the identity of the 
iDon. 

guards and 
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1. Whsf a MIFEPREX (miiirp 
Mifeprisione is a dmg thai blocks 
pregoancy TO continue. Mifieprisib 
miaoprosu)!, is used lo end an earl>|'i 
period began). 

2. Is mifepristone approved in ai 
Yes, mifeprisione is approved in ~ 
Kingdom, and Sweden-

3. Who should not take mifep; 
Some women should not take 
Than 49 days since your lasi me: 
• a tubal ptegDoncy 
• an inBTBUtcrine device (lUD) in 

mifepristone) 
• proUems wiih yoiir adrenal g 
• been ireaied with certain sterpL 
• bleeding problems or are takxalj 
• had an allergie reaction lo ~' 

IT is imponani ihai you undenxaĉ  
provider and that you have accesi' 

\ii£q}nsTonB has not been studied 
doaor if you smoke more than 10 

4. Li nifeprisione distribaiion 
Yes, mifepnstone is supplied di 
and wUl not be av l̂ahk in pi 

5. Why are there resiricnons foi' 
Siudies of mifiepristone were cond 
the drug sponsor and the 1996 
recommended that FDA restrici 
has conchided that these re 

6. What qnslifiaiioBs masc ddieiji 
Doctors must have the ability to 
pregnancies. Dociors must alflo \/k 
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ived before you take 
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' available over the Internet. 
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I safe use of ibe drug. 
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necessary surgery, or have 
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made arTangemems for any necc 
access to medical facilities for 
such as dispensing the Medieadon i 

7. What auihorliy does FDA havd 
The law authorizes FDA to approvej 
safe and efiective for use under the 
bas broad authority to require 
FDA's fiill legal authority to restrici 
The preamble to agency drug regulk 

8. Can bcalrfa care prtiyiden otl 
SoTne siaies allow physicians TO 
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si4)ervisfid health care provider to' 
check iheir siaie law provisions. 

9. Is there ao age reairiction Ibr i 
States may set age restrietions on i 
resiriciions are appropriare. 

10. Are there studies with nilepir 
Studies to evaluate mifepristone: 

11. What are the povible side e: 
Mifeprisione treatmem will cause 
be very heavy. In a few cases, thik 
procedure. 

Oiber possible side effects of the 
dizziness, back pain, and tirednesl 

The possible side efSscxs are descn 
Medication Guide (LINK). 

12. What is a MedicatioD Guidei?̂  

A Medication Guide contains FDA-

IS. Why did FDA devebp a Med 
PDA detemuned that a Medieaiio 
mifepristone effectively and safely 
how mifeprisione works and about 
their heaJrh care provider, cspeci " 
The Medication Guide will help 
they return to their health caie prb 
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Mifepristone Information 

The Food and Drug Administration has approved mifepristone (trade name Mifeprex) for t 
termination of early pregnancy, defined as 49 days or less, counting from the beginning of 
last menstrual period. 

Pre.ss Release on Mifei^ristone Approval (9/28/2000) 

MifeiM-istone Ai?i)i-ova1 Letter 9/28/00. Optional Format: PDF. (9/28/2000) 

Mifepristone Label. Optional Format: PDF (9/28/2000) 

Mifepristotie McdGuide. Optional Format: PDF. (9/28/2000) 

Questions and Answers about Mifepristone (9/28/2000) 

Patient Agreement Fonn (9/28/2000) 

Prescriber's Acreement Form ̂  (9/28/2000) 

Mifepristone Review (9/28/2000) 

Federal Register Final Rule. Restrictions on Use After Marketing (12/2/1992) 
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Approval letter MIFEPREX™ (mifepristone) Tablets http://www.fda.gov/cder/foi/appletter/2000/20687appltr.htm 

NDA 20-687 

Population Council 
Attention: [Redacted] 
Vice President, Corporate Affairs 
1230 York Avenue: [Redacted] 
New York, NY 10021 

Dear [Redacted]: 

Please refer to your new drug application (NDA) dated March 14, 1996, received March 18, 1996, submitted 
under section 505(b) of the Federal Food, Drug, and Cosmetic Act for MIFEPREXTM (mifepristone) Tablets, 200 
mg. 

We acknowledge receipt of your submissions dated April 19, June 20, July 25, August 15 and September 16 and 
26,1996; January 30, March 31, July 28, August 5, September 24, November 26,1997; January 30 (2), February 
19, Aril 27, June 25, October 26, December 8. 1998; February 8 and 22, March 31, April 28, May 10 and 20, 
June 3 (2), 15, 23, 25, and 30, July 14 (2) and 22, August 3,13,18 and 30, September 3, 8,13 and 30, October 5, 
26 and 28, November 16 and 29 (2), December 6, 7 and 23,1999; and January 11, 21 and 28 (2), February 16 and 
24, March 3, 6, 9, 10, 30 and 31 (2), April 20, May 3, 11 and 17, June 22 and 23, July 11,13, 25 and 27, August 
18, 21 and 24, September 8, 12, 15 (2), 19 (2), 20, 21,22, 26 (2), and 27 (2), 2000. Your submission of March 
30, 2000 constituted a complete response to our February 18, 2000 action letter. 

This new drug application provides for ihe use of Mifeprex™ for the medical termination of intrauterine 
pregnancy through 49 days' pregnancy. 

We have completed the review of this application, as amended, and have concluded that adequate information 
has been presented to approve Mifeprex'^" (mifepristone) Tablets, 200 mg, for use as recommended in the agreed 
upon labeling text. Hie application is approved under 21 CFR 314 Subpart H. Approval is effective on the date of 
this letter. Marketing of this drug product and related activities are to be in accordance with the substance and 
procedures of the referenced regulations. 

The final printed labeling (FPL) [including the professional labeling (Package Insert), the Medication Guide 
required for this product under 21 CFR Part 208, the Patient Agreement Form, and the Prescriber's Agreement 
Form] must be identical to the submitted draft labeling (Package Insert, Medication Guide, Patient Agreement 
Form, and the Prescriber's Agreement Form submitted September 27, 2000; and the immediate container and 
carton labels submitted July 25, 2000). Marketing the product with FPL that is not identical to the approved 
labeling text may render the product misbranded and an unapproved new drug. 

Please submit 20 paper copies of the FPL as soon as it is available, in no case more than 30 days after it is 
printed. Please individually mount ten of the copies on heavy-weight paper or similar material. Alternatively, you 
may submit the FPL electronically according to the guidance for industry titled Providing Regulatory 
Submissions in Electronic Format - NDAs (January 1999). For administrative purposes, 3iis submission should 
be designated "FPL for approved NDA 20-687." Approval of this submission by FDA is not required before the 
labeling is used. 

Under 21 CFR 314.520, distribution of the drug is restricted as follows: 

Mifeprex™ must be provided by or under the supervision of a physician who meets the following 
qualifications: 

. Ability to assess the duration of pregnancy accurately. 

• Ability to diagnose ectopic pregnancies. 

. Ability to provide surgical intervention in cases of incomplete abortion or severe bleeding, or have made 
plans to provide such care through other qualified physicians, and are able to assure patient access to 
medical facilities equipped to provide blood transfosions and resuscitation, i f necessary. 

• Has read and understood the prescribing information of Mifeprex™, 

• Must provide each patient with a Medication Guide and must fully explain the procedure to each patient, 
provide her wiUi a copy of the Medication Guide and Patient Agreement, give her an opportunity to read 
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and discuss both the Medication Guide and the Patient Agreement, obtain her signature on the Patient 
Agreement and must sign it as well. 

. Must notify the sponsor or its designate in writing as discussed in the Package Insert under the heading 
DOSAGE AND ADMINISTRATION in the event of an ongoing pregnancy, which is not terminated 
subsequent to the conclusion of the treatment procedure. 

• Must report any hospitalization, transfusion or other serious events to the sponsor or its designate. 

• Must record the Mifeprex™ package serial number in each patient's record. 

With respect to the aspects of distribution other than physician qualifications described above, the 
following applies: 

. Distribution will be in accordance with the system described in the March 30, 2000 submission. 

This plan assures the physical security of the drug product and provides specific 
requirements imposed by and on the distributor including procedures for storage, 
dosage tracking, damaged product returns, and other matters. 

We also note the following Phase 4 commitments, specified in your submission dated September 15, 2000. These 
commitments replace all previous commitments cited in the September 18,1996 and the February 18,2000 
approvable letters. These Phase 4 commitments are: 

1. A cohort-based study of safety outcomes of patients having medical abortion under the care of physicians 
with surgical intervention skills compared to physicians who refer their patients for surgical intervention. 
Previous study questions related to age, smoking, and follow-up on day 14 (compliance with retum visit) 
will be incorporated into this cohort study, as well as an audit of signed Patient Agreement forms. 

2. A surveillance study on outcomes of ongoing pregnancies. 

You have agreed to provide the final Phase 4 protocols for these studies within six months. 

Protocols, data, and final reports should be submitted to your IND for this product and a copy of the cover letter 
sent to this NDA. I f an IND is not required to meet your Phase 4 commitments, please submit protocols, data and 
final reports to this NDA as correspondence. In addition, under 21 CFR 314.81(b)(2)(vii), we request that you 
include a status summary of each commitment in your annual report to this NDA. The status summary should 
include the number of patients entered in each study, expected completion and submission dates, and any 
changes in plans since the last annual report. For administrative purposes, all submissions, including labeling 
supplements, relating to these Phase 4 commitments must be clearly designated "Phase 4 Commitments." 

We also remind you that, under 21 CFR 314.550, after the initial 120 day period following this approval, you 
must submit all promotional materials, including promotional labeling as well as advertisements, at least 30 days 
prior to the intended time of initial dissemination of the labeling or initial publication of the advertisement. 

Be advised that, as of April 1, 1999, all applications for new active ingredients, new dosage forms, new 
indications, new routes of administration, and new dosing regimens are required to contain an assessment of the 
safety and effectiveness of the product in pediatric patients unless this requirement is waived or deferred (63 FR 
66632). We are waiving the pediatric study requirement for this action on this application. 

Please submit one market package of the drug product when it is available. 

We remind you that you must comply with the requii-ements for an approved NDA set forth under 21 CFR 
314.80 and 314.81. 

I f you have any questions, call [Redacted] Regulatory Project Manager, at [Redacted]. 

Sincerely, 

[Redacted] 

Director 
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Mifepristone Questions and Answers 

1. What is MIFEPREX (mifepristone) and how does it woric? 

Mifepristone is a drug that blocks a hormone called progesterone that Is 
needed for pregnancy to continue. Mifepristone, when used together with 
another medicine called misoprostol, is used to end an early pregnancy (49 
days or less since your last menstrual period began). 

2. Is mifepristone approved in any other countries? 

Yes, mifepristone has also been approved in the United Kingdom, Sweden and 
other countries. 

3. Who should not talce mifepristone? 

Some women should not take mifepristone. Do not take mifepristone if it has 
been more than 49 days since your last menstrual period or If you have: 

• a tubal pregnancy 
• an intrauterine device (lUD) in place (It must be removed before you take 

mifepristone) 
• problems with your adrenal glands (the glands near your kidneys) 
• been treated with certain steroid medications for a long period of time 
• bleeding problems or are taking anticoagulant (blood thinning) drug 

products 
• had an allergic reaction to mifepristone, misoprostol or similar drugs 

It is important that you understand the need for 2 follow-up visits with your 
health care provider and that you have access to a medical care facility in case 
of an emergency. 

Mifepristone has not been studied In women who are heavy smokers. Please 
tell your doctor if you smoke more than 10 cigarettes a day. 

4. Is mifepristone distribution restricted? 
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Yes, mifepristone is supplied directly to doctors who meet certain qualifications. 
It is not and will not be available in pharmacies, and it is not legally available 
over the Internet. 

5. Why are there restrictions for this drug? 

Studies of mifepristone were conducted by doctors who had certain 
qualifications. Both the drug sponsor and the 1996 Reproductive Drug Products 
Advisory Committee also recommended that FDA restrict distribution of 
mifepristone to qualified doctors. FDA has concluded that these restrictions are 
necessary for the safe use of the drug. 

6. What qualifications must doctors have to obtain mifepristone? 

Doctors must have the ability to date pregnancies accurately and to diagnose 
tubal pregnancies. Doctors must also be qualified to provide any necessary 
surgery, or have made arrangements for any necessary surgery. Doctors must 
ensure that women have access to medical facilities for emergency care, and 
must agree to other responsibilities, such as dispensing the Medication Guide 
and reporting any adverse events to the sponsor. 

7. What authority does FDA have to restrict distribution 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 of use 
recommended in the label. FDA has broad authority to require restrictions on 
distribution to ensure safe and effective use. FDA's full legal authority to restrict 
distribution of a drug is described In more detail in the preamble to agency 
drug regulations. Federal Register Notice. 

8. Can health care providers other than doctors dispense 
mifepristone? 

Some states allow physicians to supervise 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. Health 
care providers should check their state law provisions. 

9. Is there an age restriction for termination of pregnancy? 

State law determines whether there are any restriction on minors obtaining 
surgical or medical abortions. FDA has not set any separate age restriction on 
the provision of Mifepristone states may set age restrictions on termination of 
pregnancy if they believe such restrictions are appropriate.. 

10. Are there studies with mifepristone in women under the age of 
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18? 

Studies to evaluate mifepristone Included women ages 18-45. 

11. What are the possible side effects of using mifepristone? 

Mifepristone treatment will cause vaginal bleeding. In some cases vaginal 
bleeding can be very heavy. In a few cases, this bleeding will need to be 
stopped by a surgical procedure. 

Other possible side effects of the treatment include diarrhea, nausea, vomiting, 
headache, dizziness, back pain, and tiredness. 

The possible side effects are described In the Medication Guide. Please read the 
Medication Guide. 

12. What is a Medication Guide? 

A Medication Guide is a leaflet that contains certain FDA-approved information, 
written especially for patients. 

13. Why did FDA develop a Medication Guide for mifepristone? 

FDA determined that a Medication Guide was necessary for women to be able 
to use mifepristone effectively and safely. It is important for women to be fully 
informed about how mifepristone works and about its risks, as well as the need 
for follow-up visits with their health care provider, especially on the 14th day 
after mifepristone is administered. The Medication Guide will help ensure that 
women follow the directions for use and that they return to their health care 
provider for follow-up visits. 

Before you receive mifepristone, your doctor will provide you with the 
Medication Guide and ask you to sign a statement (Patient Agreement) that you 
have decided to end your pregnancy. 

14. Can I become pregnant again if I take mifepristone? 

You can become pregnant again right after your pregnancy ends. If you do not 
want to get become pregnant again, start using a birth control method of your 
choice as soon as your pregnancy ends. 

15. Does FDA endorse the use of this drug? 

FDA does not endorse or promote any drug product. The agency evaluates all 
drug applications submitted by sponsors to determine whether a drug Is safe 
and effective for Its proposed indication under the conditions of use in the 
labeling. This means that the benefits of the drug outweigh its risks. The same 
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standards were applied to the new drug application for mifepristone as are 
applied to all applications. 

16. How much will mifepristone cost? 

Manufacturers establish prices for prescription drugs. FDA has no input Into or 
jurisdiction over drug pricing. FDA does not know what mifepristone will cost 
when It becomes available, 

17. Will insurance companies pay for mifepristone? 

The FDA has no input into or legal control over whether an Insurance company 
does or does not cover the cost of a drug. Insurance coverage Is a decision 
made by your insurance provider. Please call your insurance company if you 
have questions, about whether your particular insurance provider will cover the 
cost of mifepristone. 
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