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MEMO

From: Muthukumar Ramaswamy, Ph.D., 
Xavier Ysern, Ph.D.,
Office of New Drug Quality Assessment (ONDQA), CDER

To: File

Date: August 12, 2014

Subject: Final Quality Recommendation for NDA 205692 - Basaglar™ KwikPen™ 100 
units/mL, 3 mL (insulin glargine [rDNA origin] injection)

This memo documents:
The Office of Compliance (OC) at CDRH has reassessed the need for inspection of 
facilities associated with pen injector and based on desk review the OC at CDRH has 
concluded that no facilities need to be inspected.  For additional information, please refer 
to memo in DARRTS dated August 12, 2014. 

The Office of Compliance (OC) at CDER has determined that the relevant facilities 
employed for the manufacture and testing of the drug substance, drug product are 
acceptable. A copy of the Establishment Evaluation Request Summary Report from OC 
is enclosed. Therefore, from both CMC perspective and Office of Compliance point of 
view, this NDA (205692) is recommended for approval. 

CDRH’s technical review of the pen injector found no quality-specific deficiency.  For additional 
information, please refer to memo in DARRTS dated June 12, 2014.
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IQA and Filing Review Cover Sheet

1. NEW DRUG APPLICATION NUMBER: 205692

2. DATES AND GOALS:

Letter Date: 17-OCT-2013 Submission Received Date : 18-OCT-2013

PDUFA Goal Date: 18-AUG-2014
(NDA is NOT in “The Program”)

3. PRODUCT PROPERTIES:

Trade or Proprietary Name: Proposed name: 

Established or Non-Proprietary 
Name (USAN):

Insulin glargine

Dosage Form: Sterile solution

Route of Administration Subcutaneous injection

Strength/Potency 100 units/mL

Rx/OTC Dispensed:    Rx

4. INDICATION: Treatment of type 1 and type 2 diabetes

5. DRUG SUBSTANCE STRUCTURAL FORMULA:

Reference ID: 3410236
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6. NAME OF APPLICANT (as indicated on Form 356h): Eli Lilly

7. SUBMISSION PROPERTIES:

Review Priority (select one) Standard         

Submission Classification 
(Chemical Classification Code)

5

Application Type 505(b)(2) 

Breakthrough Therapy No

Responsible Organization
(Clinical Division)

Division of Metabolism and Endocrinology Products
CMC Lead: Suong (Su) Tran

8. CONSULTS:

CONSULT YES NO COMMENTS: 
Biometrics x

Clinical Pharmacology x

Establishment Evaluation 
Request  (EER)

x To be sent by ONDQA-PM

Pharmacology/Toxicology x To review the toxicological limits on leachables and 
qualification of one process impurity

Methods Validation To be determined by Primary Reviewer

Environmental Assessment Categorical exclusion request to be reviewed by Primary 
Reviewer

CDRH x Sent by the OND PM

Other
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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 
are 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
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