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Zydelig (idelalisib) Tablets

NDA 205858/206545

Summary Basis for Recommended Action

from Chemistry, Manufacturing, and Controls

Applicant: Gilead Sciences, Inc., 
199 East Blaine Street
Seattle
WA98102

Indication: NDA 205858: For the treatment of patients with refractory indolent non-
Hodgkin lymphoma (iNHL).

NDA 206545: For the treatment of patients with chronic lymphocytic 
leukemia (CLL)

Presentation: The product will be available as 100 mg (orange colored)  and 150 mg
(pink colored), oval-shaped, film-coated tablets, debossed with “GSI” on 
one side and “100” or “150” on the other side, respectively. The tablets 
are packaged as 60-count in 60 ml, white, high density polyethylene 
(HDPE) bottles with a polyester fiber coil and child-resistant 

 screw cap with an  foil liner.

EER Status:  Overall recommendation is pending as of 12-May-2014.

Consults: ONDQA Biopharmaceutics - Acceptable (Sandra Suarez, 9-May-2014). 

Microbiology - Acceptable (Jessica Cole, 2-Jan-2014)

Methods Validation – Submitted to FDA labs, results are pending

EA – Categorical exclusion granted.

Post-Approval Agreements: None

Reference ID: 3505730
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Additional Items:

All associated Drug Master Files are acceptable or the pertinent information has been 
adequately provided in the application. Although the method validation of analytical
procedures by the FDA laboratory is not complete at this point, it is not an approvability 
issue.

Overall Conclusion: An overall recommendation for the manufacturing facilities from 
the Office of Compliance is pending at this point.  All other CMC related issues have 
been resolved.  A final recommendation for the approval of the application will be put 
into DARRTS by the CMC reviewer after the overall facility recommendation from 
the Office of Compliance. 

Ramesh K. Sood, Ph.D.
Acting Director, DPA I/ONDQA

Reference ID: 3505730
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ONDQA Initial Quality Assessment (IQA) and Filing Review
CMC and Biopharmaceutics

NDA 206545, Idelalisib Tablet, Gilead Sciences, Inc.

IQA and Filing Review Cover Sheet

1. NEW DRUG APPLICATION NUMBER: 206545

2. DATES AND GOALS:

Letter Date: 06-Dec-2013 Submission Received Date: 06-Dec-2013
PDUFA Goal Date: 09-Aug-2014 (Priority)

3. PRODUCT PROPERTIES:

Trade or Proprietary Name:  (Pending)
Established or Non-Proprietary Name 
(USAN):

Idelalisib

Dosage Form: Tablets
Route of Administration Oral
Strength/Potency 150 mg, 100 mg
Rx/OTC Dispensed: Rx   
			
4. INDICATION:  Treatment of patients with relapsed chronic lymphocytic leukemia (CLL).

5. DRUG SUBSTANCE STRUCTURAL FORMULA:

Empirical Formula: C22H18FN7O
Formula Weight: 415.42

6. NAME OF APPLICANT: Gilead Sciences, Inc.

Reference ID: 3445652
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ONDQA Initial Quality Assessment (IQA) and Filing Review
CMC and Biopharmaceutics

NDA 206545, Idelalisib Tablet, Gilead Sciences, Inc.

7. SUBMISSION PROPERTIES:

Review Classification: Priority   

Submission Classification (Chemical Classification Code): Type 1:  New molecular entity

Application Type: 505(b)(1)   

Breakthrough Therapy No

Responsible Organization (Clinical Division): OHOP/DHP

8. CONSULTS:

CONSULT YES NO COMMENTS: (list date of request if already sent)
Biometrics X
Clinical Pharmacology X
Establishment Evaluation 
Request (EER)

X Entered on 20-Dec-2013

Pharmacology/Toxicology Determined by the primary reviewer

Methods Validation X
Submitted on 04-Oct-2013 for NDA 205858.  Both 
NDAs 205858 and 206545 used the same methods for 
the DS and DP

Environmental Assessment X Categorical exclusion requested per Agency’s request
CDRH X
Other X

9. DMFs

DMF # TYPE HOLDER ITEM REFERENCED LOA DATE COMMENTS
Type III 22-Jul-2013 None

Type III 11-Jun-2013 None

Type III 24-Jul-2013 None

Type III 13-May-2013 None

Type III 19-Jul-2013 None

Type III 22-Jul-2013 None

Reference ID: 3445652
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ONDQA Initial Quality Assessment (IQA) and Filing Review
CMC and Biopharmaceutics

NDA 206545, Idelalisib Tablet, Gilead Sciences, Inc.

Parameter Yes No Comment

7.

Are drug substance manufacturing sites identified on FDA 
Form 356h or associated continuation sheet?  For each 
site, does the application list:
 Name of facility,
 Full address of facility including street, city, state, country 
 FEI number for facility (if previously registered with FDA)
 Full name and title, telephone, fax number and email for on-

site contact person. 
 Is the manufacturing responsibility and function identified 

for each facility?, and
 DMF number (if applicable)

X

8.

Are drug product manufacturing sites identified on FDA 
Form 356h or associated continuation sheet.  For each site, 
does the application list:
 Name of facility,
 Full address of facility including street, city, state, country 
 FEI number for facility (if previously registered with FDA)
 Full name and title, telephone, fax number and email for on-

site contact person.
 Is the manufacturing responsibility and function identified 

for each facility?, and
 DMF number (if applicable)

X

Reference ID: 3445652













12

ONDQA Initial Quality Assessment (IQA) and Filing Review
CMC and Biopharmaceutics

NDA 206545, Idelalisib Tablet, Gilead Sciences, Inc.

56. Are there any comments to be 
sent to the Applicant as part of 
the 74-Day letter?

X None

57. Are there any internal comment 
to other disciplines:

X None

This document will be sequentially signed in DARRTS by all of the following who authored or 
reviewed this assessment:

See appended electronic signature page}

Janice Brown M.S.
CMC Lead 
Division 1 
Office of New Drug Quality Assessment

{See appended electronic signature page}

Sandra Suarez, Ph.D.
Biopharmaceutics Reviewer
Office of New Drug Quality Assessment

{See appended electronic signature page}

Angelica Dorantes, Ph.D.
Biopharmaceutics Team Leader 
Office of New Drug Quality Assessment

{See appended electronic signature page}

Ali Al-Hakim, Ph.D.
Branch Chief 
Division 1
Office of New Drug Quality Assessment

Reference ID: 3445652
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