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Date:  12/21/2015
To: Administrative File, STN 205934/0
From: Wayne Seifert, Consumer Safety Officer, CDER/OPQ/OPF/DIA 
Endorsement: Mike Shanks, Acting Branch Chief, Branch 1, CDER/OPQ/OPF/DIA 
Subject: Original NDA
US License: Pending
Applicant: Teikoku Pharma USA, Inc..
Mfg Facility: Drug Substance:

Drug Product: AMRI Burlington , Inc. (FEI 3002951540)
Product: Docetaxel Injection Non-Alcohol Formula
Dosage: Injection, Solution, 20 mg/ml; 80 mg/4 ml; 160 mg/8 ml, 

Intravenous Infusion
Indication: Breat Cancer, Non-Small Cell Lung Cancer, Hormone Refractory Prostate 

Cancer, Gastric Adenocarcinoma and Squamous Cell Carcinoma of the Head and 
Neck Cancer.

Due Date: 12/26/2015

RECOMMENDATION: The application is recommended for approval from a facilities 
assessment standpoint.

SUMMARY 

This assessment is an addendum for a 10/05/2015 facilities review of NDA 205934 located in 
SharePoint. In the 10/05/2015 review, a final facilities recommendation was not made because a
compliance decision was still pending for the AMRI Burlington, Inc. site (FEI 3002951540)
proposed for DP manufacture. A compliance decision of approve has now been rendered for the
AMRI Burlington Inc. site.  All listed facilities are now currently in a state of compliance and the 
application is recommended for approval from a facilities assessment standpoint.

ASSESSMENT

An assessment of the proposed DS and DP manufacturing and testing sites for the subject NDA
was presented in the 10/05/2015 facilities review.  A final facilities recommendation was not 
rendered in that review, because of a pending PAI compliance review for the proposed DP 
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manufacturing site, AMRI Burlington, Inc. The status of the AMRI Burlington, Inc. site with 
respect to this application is now known and is summarized below:

AMRI Burlington, Inc. 99 South Bedford St., Burlington MA 01803 (FEI 3002951540).  On 
12/21/2015, CDER/OPF/DIA and DO rendered an approve decision for a PAI conducted 
08/10-19/2015 to assess Docetaxel Injection , Non-Alcohol Formula DP
manufacture at this facility.  This pre-approval inspection of a drug manufacturer was 
conducted in accordance with CP 7346.832 "NDA Pre-Approval Inspections/Methods 
Validation" for profile   Currently, the firm only distributes clinical supply; the firm does 
not distribute any commercial products.  Quality, Production, Materials, Facilities and 
Equipment, and Laboratory Controls System were covered.  The original classification was
OAI for PAI, with a recommendation of withhold.  The classification is downgraded to VAI
for PAI based on the firm’s response.

CONCLUSION

As amended, all manufacturing, packaging and testing sites listed in the submission are 
recommended for approval from a facilities assessment standpoint.

_______________________________
Wayne Seifert
Consumer Safety Officer
OPF Division of Inspectional Assessment
Branch 1

_______________________________
Mike Shanks
Microbiologist and Acting Branch Chief
OPF Division of Inspectional Assessment
Branch 1
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