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Date of This Review: December 14, 2016

Application Type and Number: BLA 761069

Product Name and Strength: Imfinzi (durvalumab) Injection, 50 mg/mL 

Total Product Strength: 500 mg/10 mL and 120 mg/2.4 mL  

Product Type: Single ingredient product

Rx or OTC: Rx

Applicant/Sponsor Name: AstraZeneca

Panorama #: 2016-10807891

DMEPA Primary Reviewer: Tingting Gao, PharmD

DMEPA Team Leader: Chi-Ming (Alice) Tu, PharmD

Reference ID: 4027713





3 CONCLUSIONS 
Our re-assessment did not identify any names that represent a potential source of drug name 
confusion. Therefore, we maintain that the proposed proprietary name is acceptable from 
promotional and safety perspective. 

If you have any questions or need clarifications, please contact Frances Fahnbulleh, OSE project 
manager, at 301-796-0942.

3.1 COMMENTS TO THE APPLICANT

We have completed our review of the proposed proprietary name, Imfinzi, and have concluded 
that this name is acceptable. 

If any of the proposed product characteristics as stated in your October 17, 2016 submission are 
altered prior to approval of the marketing application, the name must be resubmitted for review.
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4 REFERENCES 

1. USAN Stems (http://www.ama-assn.org/ama/pub/physician-resources/medical-
science/united-states-adopted-names-council/naming-guidelines/approved-
stems.page) 

USAN Stems List contains all the recognized USAN stems.  
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