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CENTER FOR DRUG EVALUATION AND 
RESEARCH
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020687Orig1s020

SUMMARY REVIEW 
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1. Introduction
2. Background 
3. CMC
4. Nonclinical Pharmacology/Toxicology 
5. Clinical Pharmacology 
6. Clinical Microbiology
7. Efficacy/Statistics
8. Safety
9. Advisory Committee Meeting
10. Pediatrics
11. Other Relevant Regulatory Issues
12. Labeling
13. Decision/Action/Risk Benefit Assessment
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3. CMC

Comment: On March 10, 2016, a separate CMC supplement was approved that allowed 
the packaging of individual 200 mg tablets of mifepristone; previously packaging 
consisted of three 200 mg tablets per blister pack (a total of 600 mg Mifeprex as 
administered under the originally approved dosing regimen). 

4. Nonclinical Pharmacology/Toxicology 

5. Clinical Pharmacology 

Reference ID: 3909594
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6. Clinical Microbiology

7. Efficacy/Statistics
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Support for the proposed dose and dosing regimen of 200 mg of Mifeprex orally 
and 800 mcg of misoprostol buccally 24-48 hours after Mifeprex administration:

Support for extending the gestational age to 70 days:
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EX. 32 pg. 07
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Administration of misoprostol after Mifeprex administration at home:  

Use of a repeat misoprostol dose, if necessary:
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8. Safety

Exposure

Deaths:

Nonfatal serious adverse events
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Comment:

Loss to follow-up: 
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Comment

Common adverse events:

Table 1:  .S. Studies of the Proposed Dosing Regimen 
Adverse 
Reaction

# U.S.
studies

Number of 
Evaluable Women

Range of 
frequency (%)

Upper Gestational Age of 
Studies Reporting Outcome

Nausea
Weakness
Fever/chills
Vomiting
Headache
Diarrhea
Dizziness
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Changing the timing interval between Mifeprex and misoprostol and change in 
the gestational age to 70 days: 

Home administration of misoprostol: 

Use of a repeat dose of misoprostol:
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Change in the follow-up timeframe and method of follow-up:

Allowing providers other than physicians to provide Mifeprex
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9. Advisory Committee Meeting

10. Pediatrics

Reference ID: 3909594
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Table 2: Age and Number of Adolescents Undergoing Medical Abortion (Gatter et al42) 
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EX. 32 pg. 023
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Reference ID: 3909594

(b) (6)

(b) (6)

(b) (6)

APPEARS THIS WAY ON ORIGINAL
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13. Decision/Action/Risk Benefit Assessment
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