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Drug Product Name
Proprietary: Axumin
Non-proprietary: Fluciclovine F 18

Review Number: #1

Dates of Submission(s) Covered by this Review
Submit Received Review Request Assigned to Reviewer

09/28/2015 09/28/2015 N/A 10/21/2015
01/11/2016 01/11/2016 N/A 01/13/2016
02/02/2016 02/02/2016 N/A 02/05/2016

Submission History (for 2nd Reviews or higher)
None

Applicant/Sponsor
Name: Blue Earth Diagnostics Ltd
Address: 215 Euston Road, London NW1 2BE, UK
Representative: Jonathan Allis, MD
Telephone: 44-0-1865-784-486
Fax: 44-0-1865-784-189

U.S. Agent
Name: Michelle Wilson, Ph.D.
Address: 118 Palm Springs Dr., Fairfield, OH 45014

Telephone: 513-578-5671
Fax: 866-369-5903

Name of Reviewer: Eric K. Adeeku, Ph.D.

Conclusion: The submission is recommended for approval on the basis of 
sterility assurance.







NDA 208054 Microbiology Review #1

Page 4 of 27

B. Endorsement Block

Microbiologist:  Eric K. Adeeku, Ph.D.
Microbiology Secondary Reviewer:  Jesse Wells, Ph.D.
Microbiology Division Director (Acting): Lynne Ensor, Ph.D.

C. CC Block
cc: Field Copy 
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2. REVIEW OF COMMON TECHNICAL DOCUMENT-
QUALITY (CTD-Q)
MODULE 1

A. PACKAGE INSERT
(section 1.14.1.2).
The drug product is supplied in 30 mL multidose vials containing 26 mL 
of a clear, colorless solution at a strength of 335 – 8200 MBq/mL (9 – 221
mCi/mL) Fluciclovine F 18 at calibration time and date.

(b) (4)
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Store at 20 – 25°C (68 – 77 °F), 

Expires 10 h after EOS.

Acceptable

Eric K. 
Adeeku -A

Digitally signed by Eric K. Adeeku -A 
DN: c=US, o=U.S. Government, ou=HHS, 
ou=FDA, ou=People, cn=Eric K. Adeeku -
A, 
0.9.2342.19200300.100.1.1=1300417839 
Date: 2016.02.23 10:44:54 -05'00'

Jesse Wells -S
Digitally signed by Jesse Wells -S 
DN: c=US, o=U.S. Government, ou=HHS, 
ou=FDA, ou=People, cn=Jesse Wells -S, 
0.9.2342.19200300.100.1.1=0012236983 
Date: 2016.02.23 12:48:09 -05'00'

(b) (4)








