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Application: BLA125514/000

18-NOV-2013Stamp Date: 

, ,

Applicant:

1

106

Priority:

Org. Code:

28-OCT-2014Regulatory:

UNKNOWNBrand Name: 

Estab. Name: 

Generic Name:

001; POWDER, FOR SOLUTION; PEMBROLIZUMAB; 50MG

Product Number;  Dosage Form;  Ingredient;  Strengths 

Action Goal: 

District Goal: 

Application Comment: BLA FOR THE TREATMENT OF UNRESECTABLE OR METASTATIC MELANOMA IN
PATIENTS WHO HAVE BEEN PREVIOUSLY TREATED WITH IPILIMUMAB; ORPHAN DRUG FOR THE TREATMENT OF
STAGE IIB ¿ IV MALIGNANT MELANOMA (on 10-MAR-2014 by T. WILSON () 2404024226)

FDA Contacts: K. SUVARNA

D. SCHMIEL

R. CANDAU-CHACON

M. PACIGA

S. SICKAFUSE

Facility Reviewer

Prod Qual Reviewer

Micro Reviewer

Product Quality PM

Regulatory Project Mgr

(HFD-520)

(HFD-320)

(HFD-123)

(HFD-107)

3017960821

2404024126

3017960488

3017961660

3017961462

ACCEPTABLE

PENDING

ACCEPTABLE

ACCEPTABLE

PENDING

PENDING

PENDING

PENDING

PENDING

on 29-AUG-2014

on 29-AUG-2014

on 29-AUG-2014

on 29-AUG-2014

on 29-AUG-2014

on 29-AUG-2014

on 19-MAR-2014

on 10-MAR-2014

on 10-MAR-2014

by R. PRABHAKARA

by EES_PROD

by R. PRABHAKARA

by R. PRABHAKARA

by EES_PROD

by EES_PROD

by EES_PROD

by EES_PROD

by EES_PROD

()

()

()

3017964668

3017964668

3017964668

Overall Recommendation:

Reference ID: 3619595

(b) (4)
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CFN: FEI:Establishment:

DMF No: AADA:

Responsibilities: DRUG SUBSTANCE OTHER TESTER

FINISHED DOSAGE OTHER TESTER

RELEASE AND STABILITY TESTING FOR ID BY COMPETITIVE BINDING ELISA (on 06-AUG-2014 by T. WILSON () 
2404024226)
RELEASE AND STABILITY TESTING FOR ID BY COMPETITIVE BINDING ELISA - FMC DRUG SUBSTANCE AND 

 DRUG PRODUCT (on 29-AUG-2014 by R. PRABHAKARA () 3017964668)

Establishment Comment:

CONTROL TESTING LABORATORYProfile: OAI Status: NONE

10-Day Letter

SUBMITTED TO OC

OC RECOMMENDATION

SUBMITTED TO DO

DO RECOMMENDATION

OC RECOMMENDATION

OC RECOMMENDATION

BLA PILOT - THIS SITE WAS INSPECTED BY IOG FROM  AND CLASSIFIED NAI. THIS
WAS A ROUTINE CGMP SURVEILLANCE INSPECTION COVERING DRUG TESTING OPERATIONS. THE CTL
PROFILE WAS UPDATED AND IS ACCEPTABLE.

SITE HAS AN INITIAL CLASSIFICATION OF NAI.

SEE EXPEDITED REVEIW IN CMS WORK #78260

THIS SITE WAS INSPECTED BY IOG FROM  AND INITIALLY CLASSIFIED NAI.  THIS WAS A ROUTINE CGMP SURVEILLANCE 
INSPECTION COVERING BIOTECH DRUG TESTING OPERATIONS.  THE CTL PROFILE WAS UPDATED AND IS ACCEPTABLE.

THIS SITE WAS INSPECTED BY IOG FROM  AND CLASSIFIED NAI. THIS WAS A ROUTINE CGMP SURVEILLANCE 
INSPECTION COVERING BIOTECH DRUG TESTING OPERATIONS. THE CTL PROFILE WAS UPDATED AND IS ACCEPTABLE PER DO REVIEW 
(CMS #78260)

10-MAR-2014

07-APR-2014

29-AUG-2014

29-AUG-2014

29-AUG-2014

29-AUG-2014

ACCEPTABLE

ACCEPTABLE

ACCEPTABLE

ACCEPTABLE

WILSONT

PRABHAKARAR

PRABHAKARAR

MROSE

PRABHAKARAR

CAPACCIDANIC

Milestone Name Milestone Date Request Type Planned Completion Decision Creator
Comment

Extension Request Comment
Reason

Request to Extend Re-eval Date To 
OAI Submit To OC 

Reference ID: 3619595

(b) (4) (b) (4)

(b) (4)

(b) (4)

(b) (4)

(b) (4)

(b) (4)
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MEDIMMUNE LLC

633 RESEARCH COURT
FREDERICK, MD  21703

CFN: 3002617771FEI:Establishment:

DMF No: AADA:

Responsibilities: DRUG SUBSTANCE MANUFACTURER

DRUG SUBSTANCE OTHER TESTER

DS MANUFACTURE, RELEASE AND STABILITY TESTING (on 10-MAR-2014 by T. WILSON () 2404024226)

DS MANUFACTURE (FMC), RELEASE AND STABILITY TESTING (on 29-AUG-2014 by R. PRABHAKARA () 3017964668)

Establishment Comment:

BIOTECHNOLOGY DERIVED API Profile: OAI Status: NONE

Request BMR 
Evaluation

Product Specific
and GMP 
Inspection

SUBMITTED TO OC

INSPECTION PERFORMED

SUBMITTED TO BMR

ASSIGNED INSPECTION TO BMR

INSPECTION SCHEDULED

EIR RECEIVED BY OC

BMR RECOMMENDATION

OC RECOMMENDATION

BLA PILOT - THIS SITE WAS INSPECTED BY BLT-DO FROM SEPTEMBER 17-21, 2012 AND CLASSIFIED NAI.  THIS WAS A ROUTINE CGMP 
SUEVEILLANCE INSPECTION COVERING BIOTECH DRUG SUBSTANCE MANUFACTURING OPERATIONS.  THE  PROFILE WAS UPDATED 
AND IS ACCEPTABLE.
BMAB (WITH THE INPUT OF OBP) WILL DETERMINE WHETHER THIS SITE REQUIRES A PLI FOR THIS BLA.

BLA PILOT - BMAB WILL PERFORM A PLI IN SUPPORT OF THIS ORIGINAL BLA.

BMAB HAS INDICATED THAT THIS SITE IS ACCEPTABLE FOR THE MANUFACTURING OPERATIONS LISTED IN BLA 125514/0.  THE EIR 
SHOULD BE REVIEWED AND FACTS CLOSED OUT BY A COMPLIANCE OFFICER IN DGMPA BEFORE A FINAL OC REC IS ENTERED INTO 
EES.

SEE CMS CASE #78163

THIS SITE WAS INSPECTED BY CDER-OMPQ FROM 4/21/2014 - 4/25/2014 AND CLASSIFIED VAI. THIS WAS A PRE-LICENSE INSPECTION 
COVERING PEMBROLIZUMAB DRUG SUBSTANCE MANUFACTURING OPERATIONS.  THE  PROFILE WAS UPDATED AND IS 
ACCEPTABLE.

10-MAR-2014

25-APR-2014

19-JUN-2014

10-JUL-2014

10-JUL-2014

26-AUG-2014

28-AUG-2014

28-AUG-2014

25-APR-2014

25-APR-2014

ACCEPTABLE

ACCEPTABLE

WILSONT

PRABHAKARAR

PRABHAKARAR

PRABHAKARAR

PRABHAKARAR

PRABHAKARAR

PRABHAKARAR

CAPACCIDANIC

Milestone Name Milestone Date Request Type Planned Completion Decision Creator
Comment

Extension Request Comment
Reason

Request to Extend Re-eval Date To 
OAI Submit To OC 

Reference ID: 3619595

(b) 
(4)

(b) 
(4)

(b) (4)
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Reference ID: 3619595

APPEARS THIS WAY ON ORIGINAL



August 29, 2014 2:23 PM

FDA CDER EES
ESTABLISHMENT EVALUATION REQUEST 

DETAIL REPORT 

FDA Confidential - Internal Distribution Only Page 5 of 11

MERCK SHARP & DOHME, WILSON FACILITY

4633 MERCK RD W
WILSON, NC  278939613

1036761CFN: 1036761FEI:Establishment:

DMF No: AADA:

Responsibilities: FINISHED DOSAGE LABELER

FINISHED DOSAGE OTHER TESTER

FINISHED DOSAGE PACKAGER

PACKAGING AND LABELING AND FINAL DRUG PRODUCT RELEASE SITE -  DRUG PRODUCT (on 29-
AUG-2014 by R. PRABHAKARA () 3017964668)
PACKAGING AND LABELING AND FINAL DRUG PRODUCT RELEASE SITE -  DRUG PRODUCT (on 29-
AUG-2014 by R. PRABHAKARA () 3017964668)
PACKAGING AND LABELING AND FINAL DRUG PRODUCT RELEASE SITE (on 08-APR-2014 by T. WILSON () 
2404024226)
PACKAGING AND LABELING AND FINAL DRUG PRODUCT RELEASE SITE (on 12-MAR-2014 by T. WILSON () 
2404024226)

Establishment Comment:

CONTROL TESTING LABORATORY

, LYOPHILIZED

Profile: OAI Status: NONE

NONE

SUBMITTED TO OC

OC RECOMMENDATION

OC RECOMMENDATION

SUBMITTED TO OC

OC RECOMMENDATION

OC RECOMMENDATION

BLA PILOT - THIS SITE WAS INSPECTED BY ATL-DO FROM JUNE 25 ¿ 28, 2013 AND CLASSIFIED NAI. THIS
WAS A ROUTINE CGMP SURVEILLANCE INSPECTION COVERING DRUG TESTING, PACKAGING AND LABELING OPERATIONS. THE CTX AND

 ) PROFILES WERE UPDATED AND ARE ACCEPTABLE.

THIS SITE WAS INSPECTED BY ATL-DO FROM JUNE 25-28, 2013 AND CLASSIFIED NAI. THIS WAS A ROUTINE CGMP SURVEILLANCE 
INSPECTION COVERING DRUG TESTING, PACKAGING AND LABELING OPERATIONS. THE CTX AND   PROFILES WERE 
UPDATED AND ARE ACCEPTABLE.

BLA PILOT - THIS SITE WAS INSPECTED BY ATL-DO FROM JUNE 25 ¿ 28, 2013 AND CLASSIFIED NAI. THIS
WAS A ROUTINE CGMP SURVEILLANCE INSPECTION COVERING DRUG TESTING, PACKAGING AND LABELING OPERATIONS. THE CTX AND

  PROFILES WERE UPDATED AND ARE ACCEPTABLE.

THIS SITE WAS INSPECTED BY ATL-DO FROM JUNE 25-28, 2013 AND CLASSIFIED NAI. THIS WAS A ROUTINE CGMP SURVEILLANCE 
INSPECTION COVERING DRUG TESTING, PACKAGING AND LABELING OPERATIONS. THE CTX AND   PROFILES WERE 
UPDATED AND ARE ACCEPTABLE.

08-APR-2014

16-APR-2014

29-AUG-2014

19-MAR-2014

16-APR-2014

29-AUG-2014

ACCEPTABLE

ACCEPTABLE

ACCEPTABLE

ACCEPTABLE

WILSONT

PRABHAKARAR

PRABHAKARAR

WILSONT

PRABHAKARAR

PRABHAKARAR

Milestone Name Milestone Date Request Type Planned Completion Decision Creator
Comment

Extension Request Comment
Reason

Request to Extend Re-eval Date To 
OAI Submit To OC 

Reference ID: 3619595

(b) (4)

(b) (4)

(b) (4)

(b) (4)

(b) (4)

(b) (4)

(b) (4)

(b) (4)

(b) (4)

(b) (4)

(b) (4)
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CFN: FEI:Establishment:

DMF No: AADA:

Responsibilities: FINISHED DOSAGE OTHER TESTER

RELEASE AND STABILITY TEST EXCEPT FOR BIOBURDEN AND ENDOTOXIN
RELEASE AND STABILITY TESTING FOR DRUG PRODUCT  (on 12-MAR-2014 by T. WILSON () 2404024226)
RELEASE AND STABILITY TEST EXCEPT FOR BIOBURDEN AND ENDOTOXIN
RELEASE AND STABILITY TESTING FOR DRUG PRODUCT -  DRUG PRODUCT (on 29-AUG-
2014 by R. PRABHAKARA () 3017964668)

Establishment Comment:

CONTROL TESTING LABORATORYProfile: OAI Status: NONE

SUBMITTED TO OC

OC RECOMMENDATION

OC RECOMMENDATION

BLA PILOT - THIS SITE WAS INSPECTED BY IOG FROM  AND CLASSIFIED NAI. THIS
WAS A ROUTINE CGMP SURVEILLANCE INSPECTION COVERING STERILE DRUG TESTING OPERATIONS.
THE  PROFILE WAS UPDATED AND IS ACCEPTABLE.  ALTHOUGH THIS SITE IS NOT PROFILED AS CTL, FACTS INDICATES THAT LABS 
WERE COVERED DURING THE LAST CGMP INSPECTION OF THIS FIRM.

THIS SITE WAS INSPECTED BY IOG FROM  AND CLASSIFIED NAI. THIS
WAS A ROUTINE CGMP SURVEILLANCE INSPECTION COVERING STERILE DRUG TESTING OPERATIONS.
THE  PROFILE WAS UPDATED AND IS ACCEPTABLE.  ALTHOUGH THIS SITE IS NOT PROFILED AS CTL, FACTS INDICATES THAT LABS 
WERE COVERED DURING THIS INSPECTION.

10-MAR-2014

07-APR-2014

29-AUG-2014

ACCEPTABLE

ACCEPTABLE

WILSONT

PRABHAKARAR

PRABHAKARAR

Milestone Name Milestone Date Request Type Planned Completion Decision Creator
Comment

Extension Request Comment
Reason

Request to Extend Re-eval Date To 
OAI Submit To OC 

Reference ID: 3619595

(b) (4) (b) (4)

(b) (4)

(b) (4)

(b) (4)

(b) (4)

(b) (4)

(b) (4)

(b) (4)

(b) (4)
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CFN: FEI:Establishment:

DMF No: AADA:

Responsibilities: FINISHED DOSAGE OTHER TESTER

CONTAINER CLOSURE INTEGRITY TESTING (on 12-MAR-2014 by T. WILSON () 2404024226)

CONTAINER CLOSURE INTEGRITY TESTING -  DRUG PRODUCT (on 29-AUG-2014 by R. PRABHAKARA () 
3017964668)

Establishment Comment:

CONTROL TESTING LABORATORYProfile: OAI Status: NONE

10-Day Letter

10-Day Letter

SUBMITTED TO OC

SUBMITTED TO DO

DO RECOMMENDATION

OC RECOMMENDATION

SUBMITTED TO DO

DO RECOMMENDATION

OC RECOMMENDATION

BLA PILOT - SITE HAS AN INITIAL GMP STATUS.

BLA PILOT - THIS SITE WAS INSPECTED BY IOG FROM  AND INITIALLY CLASSIFIED NAI.
THIS WAS A ROUTINE CGMP SURVEILLANCE INSPECTION COVERING DRUG TESTING OPERATIONS. THE CTX PROFILE WAS UPDATED 
AND HAS AN INITIAL STATUS OF ACCEPTABLE. PLEASE RESUBMIT THIS TBEER 15-30 DAYS PRIOR TO THE PLANNED ACTION DATE FOR 
AN UPDATED COMPLIANCE EVALUATION OF THIS SITE.

SITE HAS AN INITIAL CGMP STATUS

EXPEDITED REVEIW BASED ON CMS WORK #78263

THIS SITE WAS INSPECTED BY IOG FROM  AND INITIALLY CLASSIFIED VAI.  THIS WAS A ROUTINE CGMP SURVEILLANCE 
INSPECTION COVERING BIOTECH DRUG TESTING OPERATIONS.  THE CTL PROFILE WAS UPDATED AND IS ACCEPTABLE BASED UPON 
AN EXPEDITED REVIEW PERFORMED BY OMPQ/DIDQ (SEE CMS WORK ACTIVITY #78263).

19-MAR-2014

07-APR-2014

11-APR-2014

16-APR-2014

29-AUG-2014

29-AUG-2014

29-AUG-2014

ACCEPTABLE

ACCEPTABLE

ACCEPTABLE

ACCEPTABLE

WILSONT

PRABHAKARAR

MROSE

PRABHAKARAR

PRABHAKARAR

MROSE

PRABHAKARAR

Milestone Name Milestone Date Request Type Planned Completion Decision Creator
Comment

Extension Request Comment
Reason

Request to Extend Re-eval Date To 
OAI Submit To OC 

Reference ID: 3619595

(b) (4)

(b) (4)

(b) (4)

(b) (4)

(b) (4)
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SCHERING-PLOUGH (BRINNY) CO.

INNESHANNON
CO. CORK, CORK, IRELAND

9616653CFN: 3002808087FEI:Establishment:

DMF No: AADA:

Responsibilities: FINISHED DOSAGE MANUFACTURER

FINISHED DOSAGE OTHER TESTER

DRUG PRODUCT MANUFACTURING, RELEASE AND STABILITY TESTING, BULK DRUG PRODUCT RELEASE (on 12-
MAR-2014 by T. WILSON () 2404024226)
DRUG PRODUCT MANUFACTURING, RELEASE AND STABILITY TESTING, BULK DRUG PRODUCT RELEASE - 

 DRUG PRODUCT (on 29-AUG-2014 by R. PRABHAKARA () 3017964668)

Establishment Comment:

 LYOPHILIZEDProfile: OAI Status: NONE

Request BMR 
Evaluation

Waive
Inspection

10-Day Letter

SUBMITTED TO OC

SUBMITTED TO BMR

RESUBMISSION FROM BMR

SUBMITTED TO DO

UNDER REVIEW

DO RECOMMENDATION

OC RECOMMENDATION

BLA PILOT - THIS SITE WAS INSPECTED BY IOG FROM JANUARY 27 - FEBRUARY 4, 2014 AND IS NOT YET CLASSIFIED.  THIS WAS A 
ROUTINE CGMP SURVEILLANCE INSPECTION COVERING BIOTECH DRUG PRODUCT MANUFACTURING OPERATIONS.  THE  PROFILE 
WAS UPDATED AND HAS AN INITIAL STATUS OF ACCEPTABLE.
BMAB (WITH THE INPUT OF OBP) WILL DETERMINE WHETHER THIS SITE REQUIRES A PLI FOR THIS BLA.

BLA PILOT - PETER QIU (BMAB) INDICATED IN AN EMAIL DATED 6/23/2014 THAT THIS FIRM WILL NOT REQUIRE A PLI BEFORE APPROVAL 
OF BLA 125514/000.

BLA PILOT - THIS SITE IS A FD MANUFACTURER WITH AN INITIAL GMP STATUS.

BLA PILOT - THIS SITE WAS INSPECTED BY IOG FROM 1/27/2014 - 2/4/2014 AND CLASSIFIED NAI. THIS WAS A ROUTINE CGMP 
SURVEILLANCE INSPECTION COVERING BIOTECH DRUG PRODUCT MANUFACTURING OPERATIONS.  THE  AND  PROFILES WERE 
UPDATED AND ARE ACCEPTABLE.

19-MAR-2014

19-JUN-2014

10-JUL-2014

10-JUL-2014

01-AUG-2014

29-AUG-2014

29-AUG-2014

ACCEPTABLE

ACCEPTABLE

WILSONT

PRABHAKARAR

PRABHAKARAR

PRABHAKARAR

MROSE

MROSE

CAPACCIDANIC

Milestone Name Milestone Date Request Type Planned Completion Decision Creator
Comment

Extension Request Comment
Reason

Request to Extend Re-eval Date To 
OAI Submit To OC 

Reference ID: 3619595

(b) (4)

(b) (4)

(b) (4)

(b) (4) (b) (4)
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CFN: FEI:Establishment:

DMF No: AADA:

Responsibilities: DRUG SUBSTANCE OTHER TESTER

BIOBURDEN TESTING OF  (on 10-MAR-2014 by T. WILSON () 2404024226)

BIOBURDEN TESTING OF  - FMC DRUG SUBSTANCE ONLY (on 29-AUG-2014 by R. 
PRABHAKARA () 3017964668)

Establishment Comment:

CONTROL TESTING LABORATORYProfile: OAI Status: NONE

SUBMITTED TO OC

OC RECOMMENDATION

OC RECOMMENDATION

BLA PILOT - THIS SITE WAS INSPECTED BY  ON  AND CLASSIFIED NAI. THIS WAS
A ROUTINE CGMP SURVEILLANCE INSPECTION COVERING DRUG TESTING OPERATIONS. THE CTL
PROFILE WAS UPDATED AND IS ACCEPTABLE.

THIS SITE WAS INSPECTED BY  FROM  AND CLASSIFIED NAI.  THIS WAS A ROUTINE CGMP SURVEILLANCE 
INSPECTION COVERING DRUG TESTING OPERATIONS.  THE CTL PROFILE WAS UPDATED AND IS ACCEPTABLE.

10-MAR-2014

07-APR-2014

29-AUG-2014

ACCEPTABLE

ACCEPTABLE

WILSONT

PRABHAKARAR

PRABHAKARAR

Milestone Name Milestone Date Request Type Planned Completion Decision Creator
Comment

Extension Request Comment
Reason

Request to Extend Re-eval Date To 
OAI Submit To OC 

Reference ID: 3619595

(b) (4) (b) (4)

(b) (4)

(b) (4)

(b) (4)

(b) (4)

(b) (4)

(b) (4)

(b) (4)
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CFN: FEI:Establishment:

DMF No: AADA:

Responsibilities: DRUG SUBSTANCE OTHER TESTER

 TESTING:  - FMC DRUG SUBSTANCE 
ONLY (on 29-AUG-2014 by R. PRABHAKARA () 3017964668)

 TESTING  (on 10-MAR-2014 by T. 
WILSON () 2404024226)

Establishment Comment:

CONTROL TESTING LABORATORYProfile: OAI Status: NONE

10-Day Letter

SUBMITTED TO OC

SUBMITTED TO DO

DO RECOMMENDATION

OC RECOMMENDATION

OC RECOMMENDATION

BLA PILOT - SITE HAS AN INITIAL GMP STATUS.

PREVIOUS GMP EI UNDER PAC 56002M DATED  IS CLASSIFIED AS NAI. PROFILE CTX IS LISTED AS ACCEPTABLE. THERE ARE 
NO PENDING ENFORCEMENT ACTIONS THAT WOULD IMPACT THIS RECOMMENDATION.

BLA PILOT - THIS SITE WAS INSPECTED BY  FROM  AND CLASSIFIED NAI. THIS
WAS A ROUTINE CGMP SURVEILLANCE INSPECTION COVERING BIOTECH DRUG TESTING OPERATIONS.
THE CTX PROFILE WAS UPDATED AND IS ACCEPTABLE.

THIS SITE WAS INSPECTED BY  FROM  AND CLASSIFIED NAI. THIS WAS A ROUTINE CGMP SURVEILLANCE 
INSPECTION COVERING BIOTECH DRUG TESTING OPERATIONS. THE CTX PROFILE WAS UPDATED AND IS ACCEPTABLE.

10-MAR-2014

07-APR-2014

07-APR-2014

09-APR-2014

29-AUG-2014

ACCEPTABLE

ACCEPTABLE

ACCEPTABLE

WILSONT

PRABHAKARAR

VMATUSOV

PRABHAKARAR

PRABHAKARAR

Milestone Name Milestone Date Request Type Planned Completion Decision Creator
Comment

Extension Request Comment
Reason

Request to Extend Re-eval Date To 
OAI Submit To OC 

Reference ID: 3619595

(b) (4)

(b) (4)

(b) (4)

(b) (4)

(b) (4)

(b) (4)

(b) (4)

(b) (4) (b) (4)

(b) (4) (b) (4)
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---------------------------------------------------------------------------------------------------------
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----------------------------------------------------

RANJANI PRABHAKARA
08/29/2014

Reference ID: 3619595



 
 

 
 
 
 
 
 

BLA STN 125514 
 

    Pembrolizumab 
 
 
 
 

Manufacturer: Merck 
 
 
 
 
 

Team Leader: Rashmi Rawat, Ph.D. 
 

Division of Monoclonal Antibodies 
Office of Biotechnology Product 

Reference ID: 3619257



Product Quality Review Data Sheet  
(Includes only information updated since the initial review finalized on Aug. 1, 2014) 

 
1.  BLA#  STN 125514-0 
 
2.  REVIEW #:   2 (Addendum 1) 
 
3. REVIEW DATE:  August 29, 2014 
 
4.  REVIEWER(s):    Rashmi Rawat, Ph.D., Team Leader 
 
5.  COMMUNICATIONS WITH SPONSOR AND SUPPORTING DOCUMENTS SINCE 

THE FINALIZATION OF THE INITIAL REVIEW:  
Communication/Documents            Date            
Information Request-5     07-31-2014 
Information Request-6     08-15-2014 
Teleconference      08-26-2014 
 

6.  SUBMISSION(S) REVIEWED UNDER THIS ADDENDUM:  
Submission(s) Reviewed     Document Date  

 STN 125514, eCTD#076     08-05-2014 
STN 125514, eCTD#084    08-19-2014 

 STN 125514, eCTD#088    08-27-2014 
STN 125514, eCTD#091    08-28-2014 
 

17. ADMINISTRATIVE 
Signature Block 
Rashmi Rawat, Ph.D., Team Leader, Division of Monoclonal Antibodies 

 
Sarah Kennett, Ph.D., Review Chief, Division of Monoclonal Antibodies 

 
 
I. Recommendation 
The data submitted in this Biologics License Application (BLA) support the conclusion 
that the manufacture of Keytruda (pembrolizumab; MK-3475) is well controlled and 
leads to a product that is pure and potent. The product is free from endogenous and 
adventitious infectious agents sufficient to meet the parameters recommended by FDA. 
The conditions used in manufacturing have been sufficiently validated, and a consistent 
product has been manufactured from multiple production runs at both manufacturing sites 
presented. It is recommended that Keytruda (pembrolizumab) be approved for human use 
(under conditions specified in the package insert).  
 
I recommend an expiry period of  month for FMC MK-3475 drug substance when 
stored at  
 
The stability protocols are acceptable and the updated stability data will be reported to the 
BLA in the Annual Report. 
 

Reference ID: 3619257

(b) (4)

(b) 
(4)
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---------------------------------------------------------------------------------------------------------
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----------------------------------------------------

RASHMI RAWAT
08/29/2014

SARAH B KENNETT
08/29/2014

Reference ID: 3619257













---------------------------------------------------------------------------------------------------------
This is a representation of an electronic record that was signed
electronically and this page is the manifestation of the electronic
signature.
---------------------------------------------------------------------------------------------------------
/s/
----------------------------------------------------

RASHMI RAWAT
08/08/2014

SARAH B KENNETT
08/08/2014

KATHLEEN A CLOUSE STREBEL
08/08/2014

Reference ID: 3607626



 
 

 
 
 
 
 
 

BLA STN 125514 
 
 

Pembrolizumab (MK-3475) 
 
 
 
 

Merck Sharp and Dohme Corp. 
 
 
 
 
 
 

Reviewer:  Mark Paciga, Ph.D.   
Reviewer:  Deborah Schmiel, Ph.D.   

LC/TL Reviewer:  Rashmi Rawat, Ph.D.  
Division of Monoclonal Antibodies 

Reference ID: 3603754
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electronically and this page is the manifestation of the electronic
signature.
---------------------------------------------------------------------------------------------------------
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MARK PACIGA
08/01/2014

DEBORAH H SCHMIEL
08/01/2014

RASHMI RAWAT
08/01/2014

SARAH B KENNETT
08/01/2014

Reference ID: 3603754

















PRODUCT QUALITY (Biotechnology) 
 FILING REVIEW FOR ORIGINAL BLA/NDA (OBP & DMPQ) 

File Name: 5_Product Quality (Biotechnology) Filing Review (OBP & DMPQ) 022409.doc Page 8 

 

 

 

 

Mark Paciga, Drug Substance and Deborah Schmiel, Drug Product   4/23/2014 

Product Quality Reviewer(s)        Date 

 

 

 

Branch Chief/Team Leader/Supervisor      Date 
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