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RPM FILING REVIEW

(Including Memo of Filing Meeting)

To be completed for all new NDAs, BLAs, and Efficacy Supplements [except SE8 (labeling

change with clinical data) and SE9 (manufacturing change with clinical data]

A lication Information

Proprietary Name: Korlym

Established/Proper Name: mifepristone

Dosage Form: Tablets

Stren ths: 300 my

Applicant: CORCEPT Therapeutics
A ~ cut for A licant: N/A

Date ofApplication: 4/15/1 1

Date ofReceipt: 4/18/1 1
Date clock started after UN: N/A

PDUFA Goal Date: 2/18/12 Action Goal Date (if different):
2/17/12

Filin { Date: 6/17/11 Date ofFilin { Meetin 7: 6/14/11

Chemical Classification: 123 etc. ori ' Ial NDAs on] 5

Proposed indication: This new drug application provides for the use ofKorlym (mifepristone) for the control of
hyperglycemia secondary to hypercortisolism in adult patients with endogenous Cushing's syndrome who have

diabetes mellitus type 2 or glucose intolerance and have failed surgery or are not candidates for surgery.

Type of Original NDA:

AND (if applicable) 505(b)(2)

Type ofNDA Supplement:

If505(b)(2).° Draft the “505(b)(2) Assessment”formfound at:h ://inside. do. ov:9003/CDER/0 ceo 'ewDru s/InlmediateO ce/UCM027499

and re er to - I endixA or urther in ormation.

Review Classification: Standard

Ifthe application includes a complete response topediatric W71, review

classification is Priority.

Ifa tropical diseasepriority review voucher was submitted, review

classification is Priority.

Resubmission after withdrawal? No Resubmission after refuse to file? No

Part 3 Combination Product? No [:1 Convenience kit/Co—package
E] Pie-filled drug delivery device/system

lfyes, can!!!“ the Office 01'Combination D Pre-filled biologic delivery device/system
Products (OCP) and copy them on all Inter— [:1 Device coated/impregnated/combined with drug
cam" ”WWI“ El Device coated/impregnated/combined with biologic

E] Drug/Biologic
E] Separate products requiring cross-labeling
E] Possible combination based on cross-labeling of separate
roducts

Other (drug/device/biological product)
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El Fast Track El PMC response
E] Rolling Review [I PMR response:
X Orphan Designation El FDAAA [505(0)]

El PREA deferred pediatric studies [21 CFR
E] Rx-to-OTC switch, Full 314.55(b)/21 CFR 601.27(b)]

I: Rx—to-OTC switch, Partial El Accelerated approval confirmatory studies (21 CFR
E] Direct-to—OTC 314.510/21 CFR 601.41)

I] Animal rule postrnarketing studies to verify clinical
Other: benefit and safe 21 CFR 314.610/21 CFR 601.42

Collaborative Review Division (ifOTCproduct): N/A

List referenced IND Numbers: "N" and 076480

Goal Dates/Product Names/Classification Pro - rties

PDUFA and Action Goal dates correct in tracking system?

Ifno, ask the document room std/fto correct them immediately.
These are the dates used or calculating ins

Are the proprietary. established/proper. and applicant names

correct in tracking system?

Ifno, ask the document room stafl'to make the corrections. Also,

ask the document room staffto add the established/proper name

to the supporting IND(s) ifnot already entered into tracking
5 stem.

Is the review priority (S or P) and all appropriate

classifications/properties entered into tracking system (e.g.,

chemical classification. combination product classification,

505(b)(2). orphan drug)? For MAWDA supplements, check
the Application and Supplement Notification Checklistsfor a list

ofall classifications/properties at:
h ://inside. da. ov:9003/CDER/0 ceo usinessProcessSu ort/ucm163970Jlt
E

Ifno, ask the document room stafl'to make the appropriate
entries.

A lication Inte_ri Polic

Is the application afi‘ected by the Application Integrity Policy

(AIP)? Check theAIP list at:

h min/Anvil do. ov/ICECI/En orcemenMcrions/A Iicalionlme ' 'PoIi /lle ault

i‘“""‘"a‘“'“°“‘me“‘°°“““" II.—
If affected by AIP. has OC/DMPQ been notified of the

submission? Ifyes, date notified:

—EE-—IIE]
Is Form 3397 (User Fee Cover Sheet) included with ‘/

authorized signature?
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User Fee Status

Exempt (orphan)
Ifa userfee is required and it has not been paid (and it

is not exempted or waived), the application is

unacceptableforfilingfollowing a 5-day graceperiod.

Review stops. Send Unacceptablefor Filing (07V) letter

and contact userfee stafl.‘

Ifthefirm is in arrearsfor otherfees (regardless of

whether a userfee has been paidfor this application),

the application is unacceptableforfiling (5-day grace Not in arrears
period does not apply). Review stops. Send UNletter

and contact the userfee stafl.‘

505(b)(2)

(NDAs/NDA Effica Sn lements o

difi‘erence is that the extent to which the active ingredient(s)
is absorbed or otherwise made available to the site of action

is less than that of the reference listed drug (RLD)? [see 21
CFR 314.54(b)(1)].

Is the application for a duplicate of a listed drug whose only

difference is that the rate at which the proposed product’s

active ingredient(s) is absorbed or made available to the site

of action is unintentionally less than that of the listed drug

[see 21 CFR 314.54(b)(2)]?

Ifyou answeredyes to any ofthe above questions, the application

may be refusedforfiling under 21 CFR 314.101(d)(9). Contact
the (b 2 review staj in the Immediate 0] ice 0 New _'

Is there unexpired exclusivity on the active moiety (e.g.. 5-

year. 3-year. orphan or pediatric exclusivity)?
Check the Electronic Orange Book at:
hwy/uwmaccessdata.(do.gov/scrigts/cder/ob/detault.cg

If es. lease list below:

Ifthere is unexpired, 5—year exclusivitv remaining on the active moietyfor theproposed drugproduct, a 505(b)(2)

application cannot be submitted until theperiod ofexclusivity expires (unless the applicantprovides paragraph IV

patent certification; then an application can be submittedfouryears after the date ofapproval.) Pediatric
exclusivitv will extend both ofthe timefi‘ames in thisprovision by 6 months. 21 CFR 108(b)(2). Unetpired, 3-_vear

Does another product (same active moiety) have orphan

exclusivity for the same indication? Check the Orphan Drug
Designations andApprovals list at:
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If another product has orphan exclusivity, is the product I

considered to be the same product according to the orphan

drug definition of sameness [see 21 CFR 316.3(b)(13)]?

Ifyes, consult the Director, Division ofRegulatory Policy II,
0] Ice 0 Re nlato Poli v

Has the applicant requested 5-year or 3-year Waxman-Hatch \/

exclusivity? (NDAsAVDA eflicaqi supplements only)

7 years requested exclusivity

Note: An applicant can receive exclasivitv without requesting it;
there are, re nestin exclusivitv is not re aired.

Is the proposed product a single enantiomer of a racemic drug ‘/

previously approved for a different therapeutic use (NDAs

onl )?

If yes, did the applicant: (a) elect to have the single '/

enantiomer (contained as an active ingredient) not be

considered the same active ingredient as that contained in an

already approved racemic drug, and/or (b): request

exclusivity pursuant to section 505(u) of the Act (per

FDAAA Section 1 1 13)?

Ifyes, contact Mary Ann Holovac, Director ofDrug Information,
OGD/DLPS/LRB.

Format and Content

All paper (except for COL) Do not check mixed submission ifthe only electronic component
is the content 0 labelin COL).

If mixed (paper/electronic) submission, which parts of the
a lication are submitted in electronic format?

Overall Format/Content

If electronic submission, does it follow the eCTD
- 'dance?1

Index: Does the submission contain an accurate

com DIChCDSiVC index?

Is the submission complete as required under 21 CFR 314.50

(NDAs/NDA eflicacy supplements) or under 21 CFR 601.2

(BLAs/BLA eflicaqv supplements) including:

E] legible
E] English (or translated into English)
C] pagination
E] navi able h perlinks (electronic submissions onl )

h ://www fda. ov/downloads/Dru s/GuidanceCon lianceRe lato Information/Guidances/ucn1072349. 
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