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THIS DOCUMENT LISTS OBSERVATIONS MADE BY THE FDA REPRESENTATIVE($) DURING THE INSPECTION OF YOUR FACILITY. THEY ARE lNSPECTIONAL 
OBSERVATIONS; AND DO NOT REPRESENT A FINAL AGENCY DETERMINATION REGARDING YOUR COMPLIANCE. IF YOU HAVE AN OBJECTION REGARDlNG AN 
OBSERVATION, OR HAVE IMPLEMENTED, OR PLAN TO IMPLEMENT CORRECTIVE ACTION IN RESPONSE TO AN OBSERVATION, YOU MAY DISCUSS THE 
OBJECTION OR ACTION WITH THE FDA REPRESENTATIVE(S) DURING THE INSPECTION OR SUBMIT THIS INFORMATION TO FDA AT THE ADDRESS ABOVE. IF 
YOU HAVE ANY QUESTIONS, PLEASE CONTACT FDA AT THE PHONE NUMBER AND ADDRESS ABOVE. 

DURING AN INSPECTION OF YOUR FIRM (I) (WE) OBSERVED: 

The following observations pertain to the manufacture o 

OBSERVATION 1 

Your firm lacks adequate production and process controls to ensure the consistent production of a PET drug that 
meets the applicable standards of identity, strength, quality and purity. 

Specifically, Form FM-Q~008: 
media fills fo 

including but not limited to, the 
Furthermore, SOP Q-008: 

', Rev. 1, Effective 10/27/14 does not require the completion of a 
media fill batch record. The proper documentation of media fills is necessary to assess the ability of personnel to 
perform aseptic processing. 

THIS IS A REPEAT OBSERVATION. 

OBSERVATION2 

You did not have master production and control records that document all steps in the PET drug production 
process. 
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OF THIS 
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THIS TS A REPEAT OBSERVATION. 

OBSERVATION 3 

You did not follow appropriate written procedures that describe the storage and handling of components and 
closures. 

On 5/13/2015 during my inspection of the cyclotron laboratory and the manufacture of 
Injection Lo-I observed a metal tray on top of a shelf containing approximate! 
pieces of glassware that were depyrogenated on 4/30/2015. The glassware included multiple sized vials and glass 
beakers whose mouths were not nd were ex osed to the environment. Some 

lassware was used in production to contain critical reagents, such a 

Depyrogenation of glassware is important in the production of PET drugs as residual pyrogens could be ultimately 
be injected into a patient resulting in an adverse reaction. 
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OBSERVATION 4 
All equipment used to perform the testing is not suitable for its intended purposes. 

Specifically, 

Injection Final Product QC Release Specification for pH i
is currently used for pH Final Product QC Release 

nd can only measure pH by whole number 
increments by comparing a hese strips do not have the necessary 
resolution to measure pH to the nearest tent 1s p ace, as 1s required 111 t 1e release specification. 
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