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MEMORANDUM 

Date: December 16, 2015 

From: Martha R. Heimann‚ Ph.D., CMC Lead, OPQ/ONDP and ATL for NDA 205836 

To: NDA 205836 

Subject: Approval Recommendation for NDA 205836, Briviact (brivaracetam) Tablets 
  

This memorandum is an addendum to the Office of Pharmaceutical Quality (OPQ) integrated 
review for NDA 205836 dated August 10, 2015.  At the time the original review was entered into 
Panorama, the final recommendation was pending completion of inspections for the UCB 
Pharma Belgium site that manufactures the bulk drug substance and brivaracetam tablets and for 
a contract testing facility,   There were no other outstanding quality issues.  

The  facility was inspected on  through .  The outcome 
of the inspection was no action indicated (NAI) and a Form 483 was not issued.   

A preapproval inspection was performed at the UCB site from September 3 through September 
11, 2015.  The Office of Process and Facilities (OPF) Facility reviewer for this application, 
Ebern Dobbin, was a member of the inspection team.  The outcome of the inspection was no 
action indicated (NAI) and a Form 483 was not issued.   

Per the final facility review addendum (E. Dobbin, December 11, 2015), all manufacturing 
facilities are considered acceptable.  The overall manufacturing inspection recommendation is 
for Approval of the application.  Based on the Facility recommendation, and the previous 
approval recommendations from the other members of the review team, OPQ recommends 
approval of NDA 205836. 

Martha R. 
Heimann -S

Digitally signed by Martha R. Heimann -S 
DN: c=US, o=U.S. Government, ou=HHS, ou=FDA, 
ou=People, 
0.9.2342.19200300.100.1.1=1300091527, 
cn=Martha R. Heimann -S 
Date: 2015.12.16 18:22:06 -05'00'
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DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service 

 Food and Drug Administration 
 Rockville MD 20857 
 

MEMORANDUM 

Date: December 16, 2015 

From: Martha R. Heimann‚ Ph.D., CMC Lead, OPQ/ONDP and ATL for NDA 205837 

To: NDA 205837 

Subject: Approval Recommendation for NDA 205837, Briviact (brivaracetam) Injection 
  

This memorandum is an addendum to the Office of Pharmaceutical Quality (OPQ) integrated 
review for NDA 205837 dated August 10, 2015.  At the time the original review was entered into 
Panorama, the final recommendation was pending completion of inspection for the UCB Pharma 
Belgium that manufactures the bulk drug substance and brivaracetam injection.  There were no 
other outstanding quality issues.  

A preapproval inspection was performed at the UCB site on September 3 through September 11, 
2015.  The Office of Process and Facilities (OPF) Facility reviewer for this application, Ebern 
Dobbin, was a member of the inspection team.  The outcome of the inspection was no action 
indicated (NAI) and a Form 483 was not issued.   

Per the final facility review addendum (E. Dobbin, December 11, 2015), all manufacturing 
facilities are considered acceptable.  The overall manufacturing inspection recommendation is 
for Approval of the application.  Based on the Facility recommendation, and the previous 
approval recommendations from the other members of the review team, OPQ recommends 
approval of NDA 205837. 

Martha R. 
Heimann -S

Digitally signed by Martha R. Heimann -S 
DN: c=US, o=U.S. Government, ou=HHS, 
ou=FDA, ou=People, 
0.9.2342.19200300.100.1.1=1300091527, 
cn=Martha R. Heimann -S 
Date: 2015.12.16 18:20:12 -05'00'





 

DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service 

 Food and Drug Administration 
 Rockville MD 20857 
 

MEMORANDUM 

Date: December 16, 2015 

From: Martha R. Heimann‚ Ph.D., CMC Lead, OPQ/ONDP and ATL for NDA 205838 

To: NDA 205838 

Subject: Approval Recommendation for NDA 205838, Briviact (brivaracetam) Oral 
Solution 

  

This memorandum is an addendum to the Office of Pharmaceutical Quality (OPQ) integrated 
review for NDA 205838 dated August 10, 2015.  At the time the original review was entered into 
Panorama, the final recommendation was pending completion of inspection for the UCB Pharma 
Belgium that manufactures the bulk drug substance.  There were no other outstanding quality 
issues.  

A preapproval inspection was performed at the UCB site from September 3 through September 
11, 2015.  The Office of Process and Facilities (OPF) Facility reviewer for this application, 
Ebern Dobbin, was a member of the inspection team.  The outcome of the inspection was no 
action indicated (NAI) and a Form 483 was not issued.   

Per the final facility review addendum (E. Dobbin, December 11, 2015), all manufacturing 
facilities are considered acceptable.  The overall manufacturing inspection recommendation is 
for Approval of the application.  Based on the Facility recommendation, and the previous 
approval recommendations from the other members of the review team, OPQ recommends 
approval of NDA 205838. 

Martha R. 
Heimann -S

Digitally signed by Martha R. Heimann -S 
DN: c=US, o=U.S. Government, ou=HHS, ou=FDA, 
ou=People, 0 9 2342.19200300.100.1.1=1300091527, 
cn=Martha R. Heimann -S 
Date: 2015.12.16 18:28:44 -05'00'


























































































































































































































































































































