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This docwuent lists observations made by the FDA representative(s) dwmg the inspection of your facility. They are inspectional 
observations, and do not represent a final Agency determination regarding your compliance. Ifyou have an objection regarding an 
observation, or have implemented, or plan to implement, con·ective action in response to an observation, you may discuss the objection or 
action w-ith the FDA representative{s) dwmg the inspection or submit this infonuation to FDA at the address above. Ifyou have any 
questions, please contact FDA at the phone munber and address above. 

DURING AN INSPECTION OF YOUR FIRM I OBSERVED: 

OBSERVATION 1 
Testing and release of dmg product for distribution do not include appropriate laboratory dete1m ination 
of satisfactory conf01m ance to the final specifications prior to release. 

Specifically, 

A) Visual inspection of fmished dmg product is perf01m ed by inspectors without adequate training and 
qualification. Visual inspection training does not include showing inspectors examples of the types of 
defects they are looking for. Additionally, the fi1m does not have defect library ofpossible defects. 
Fmt hennore, inspectors have not been tested to establish their ability to locate defects and categorize 
them as required in their visual inspection f01m . 

B) Visual inspection is not perfonned as required by the fi1m's written procedme. I observed the visual 
inspection Mitomycin lot 160829@001F (BUD 1115/16) by (b~~lb> . Per the fum 's written procedme 
Visual Inspection and Defect Recognition (9 .200.FSS), the operators must l to)J4) J 
f .._j' however I observed this was not done on any of the syringes in the lot. Dming the 
mspecbon, I visually examined retain samples for Mitomycin lot 160328@001F (BUD 6/5/16) and saw 
apparent pa1ticulate, clumping, and/or cloudiness in all retains. 

OBSERVATION 2 
There is a failme to thoroughly review any unexplained discrepancy whether or not the batch has been 
ah eady distributed. 
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Specifically, 

A) The fnm's l_ ~Q5_[J~ J, whichC~6f(4 J such as L . {6)Ji( ~_j
has had approximately 766 critical alan ns m areas used for production since March 8, 2016. The fin n 
has not documented deviations an d perf01med investigations on any of these alanns they have deemed 
critical. Alrum records are not reviewed concmTently with batch records at product release. The fum 
does not have a written procedm e describing the alrums, their classifications, and when investigations 
ru·e required. 

D itomycin lot 160406@_001F was released without conductio(__ (6) (4 ) J 
to ensme l .(6J141 Iwas lost and never tested, and the fum did not recognize this 

and investigate appropn ately prior to releas e of the lot. An investigation conducted after lot release did 
not establish how/where the i(bl 14> was lost. 

OBSERVATION 3 
Clothing ofpersonnel engaged in the manufacturing and processing of dm g products is not appropriate 
for the duties they peiform. 

Specifically, 

Dming the aseptic production ofMitomycin Bladder liTigation Solution 20mg/40mL in 60 mL Syringes 
lot 160829@001F on 8/29/16, I observed: 

a) Personnel perf01ming the aseptic compmmding and filling ofsterile dmg product weru· masks which 
ru·e not sterile and which th e outer sm face has not been shown to be non-linting/non-shedding. These 
masks have small fibers too numerous to cmmt protruding from their outer smface. 

b) The non-sterile masks and sterile cloth hoods wom by operators have an air gap between them, and 
th e operator's skin can be seen between the mask and hood at some times dming production . 
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OBSERVATION 4 
Procedures designed to prevent microbiological contamination of dmg products pmp 01t ing to be sterile 
are not established. 

Specifically, 

Media fill records do not document a significant worst-case step occmTing. During~ytinge filling of 
Mitomycin lot 160829@001F, I observed the oeerator fill syringes, thenf (6) (~) 

This step is the only time the product is outside a closed system and exposed to air fi:om the 
; 

:filhng environment, but it is not documented as having occmTed during the media fills and is also not 
documented in product batch records. 
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