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MEMORANDUM  DEPARTMENT OF HEALTH AND HUMAN SERVICES 
     PUBLIC HEALTH SERVICE 
     FOOD AND DRUG ADMINISTRATION 
     CENTER FOR DRUG EVALUATION AND RESEARCH 
 
 
 
DATE:   20 MAR 2013 
 
FROM:   David J. Claffey, PhD 
 
SUBJECT:   Approval recommendation for NDA 204063 

 
 
 
 
 
On 20 MAR 2013 CDER Office of Compliance issued and overall acceptable recommendation 
for the manufacturing sites associated with this application.  An approval recommendation for 
this application can now be made from a CMC perspective. 
 
 

Reference ID: 3279868
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ATTACHNIENT

 

 

0C Recommendation

FDA CDER EES
ESTABLISHMENT EVALUATION REQUEST

SUMMARY REPORT

Application: NDA 204m 890!” BIOGEN IDEC INC

Om. Code: 120 14 CAABRDGE CENTER
Priority: 1 CAMBRIDGE, MA 02142
MDate 27-FE—2012 Brand m: findhylWe

PDUFA DI“ 27-MAR~2013 Emb. Name:
Adieu Goal We NI'IIO: dinethyl funaralo

DIUMuGod IMAM-2013 Product Hunter, Dosage Fonn; Median; W
001. CAPSULE. DELAYED ACTION. DINETHYL FUMARATE; 12(MG
M2; CAPSLIE, DEAYED ACTION: DIIETHYL FUMARATE', 24m

FDA Cont-us: T. BOUIE Project Manager 3017961649
DI CLAFFEY Review Chan's! 3017961343

M7 HEIMANN Team Leader 3017961678

Overall Won: ACCEPTABLE on 20MAR-2013 by Dr SMITH (HFD«323) 3017965321

PENDING m 08-MAR-2012 by EES_PROD

PENDING on DOW-2012 by EES_PROD

Edabflohmlnt

DMF No:

Responsibilifies:

Profile NONE

mm; 0C RECOMNENDATION

“lotion. Duh 20-MAR—2012

MIMI ACCEPTABLE

Reason: DISTRICT RECOMMENDATION
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FDA CDER EES
ESTABLISHMENT EVALUATION REQUEST

 

 

 

SUMMARY REPORT

mum

DIE No: AADA:

Rnpomlbllmoo:

PM“: OAI sum: NOME

mm; 06 RECOIMENDATION
mm. M: 1 1m—2012

Dochlnn: ACCEPTABLE

m: BASED ON PROFILE

mum

DIE No:

Mmflblllfla:
Profile:

mm; 0C RECWENDATION

"WI. Du: 1 1-MAR—2012

Docblon: ACCEPTABLE

lip-son: BASED ON PROFILE

mm

DIE No: AADA:

Rnponslblllths:
Promo: OAI m: NOIE

Latm; 0C RECOMMENDATION

III-dune I)“: "MAR-2012

Decisim: ACCEPTABLE

Ramon: BASED ON PROFILE
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FDA CDER EES

ESTABLISHMENT EVALUA'I10N REQUEST

 

 

 

SUMMARY REPORT

Eat-fliahment:

DMF No:

mum:
Prollo: MODE

Lat mm“ 0C REWDATION

“lemon: Date: 11-MAR-2012

m; ACCEPTABLE

Reason: BASED ON PROFILE

wishment:

DMF No:

Responlibiilils:

Proilo: MODE

Lest mm; 0C RECOMMENDATION

“lemon. Dah: 18-MAR-2013

Decblou: ACCE’TABLE

Rel-on: DISTRICT RECOMMENDATION

Edfllishment:

DMF No:

Ruponubllflu:

Profile: NOI£

m”We; 0c RECCMENDATION

Electone Date: ”MARX,”

Decision: ACCE’TABLE

Reason: DISTRICT RECOMMENDATION
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