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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. If you 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. If you have any 
questions, please contact FDA at the phone ntllllber and address above. 

DURING AN INSPECTION OF YOUR FIRM WE OBSERVED: 

OBSERVATION 1 
Aseptic processing areas are deficient regarding the system for monitoring environmental conditions. 

Specifically, 

The following deficiencies were identified related to the fi1m 's environmental and personnel monitoring 
program: 

A. The fum has no written procedure defining the environmental monitoring program for the aseptic 
oro•ce~;smt!! area or for personnel of employees involved with sterile processing. 

B. The ISO 5 by a contract vendor. Static smoke
o smoke studies hav

emonstrate the maint

O 5-
 studies are 

the vendor. N e been 
pe1f01med in the llllder dynamic conditions to d enance of 
llllidirectional air flow operations. 

C. There is no routine monitoring of pressure differentials for the IS
D. The fum conducts personnel monitoring (finge1tip plating) only at th~ media 

fills. There~ing following routine sterile processing, which typically is 
conducted-. 

 

E. The fum conducts volumetric viable air - am lin and surface · 
ofthe ISO 5 at 1s no routine 

momtonng proce~ dming operatiOns. au\.u u ·uu, there has been no 
surf~ling of the ISO 5- documented since Febmaty 2014. 

F. The- locations used for surface sampling are not docmnented. 
G. Vohunetric viable air samples are collected · both plates. Records reviewed for 

the viable air sam~e September 2013 . that the . plates have 
been incubated at- instead recommended by the media manufacnu·er. There 
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has been no evaluation to assess the impact recommended incubation temperature 
may have on the media and/or testing results. 

OBSERVATION 2 
Aseptic processing areas are deficient regarding systems for maintaining any equipment used to control 
the aseptic conditions. 

Specifically, 

A. 

conducted an endotoxin challenge 

B. 

C. D~ture logger 10/30/14, docmnented in the depyrogenation log as 
a- , revealed a max1mmn temperature of- . The maximum temperature 
was maintained for less than- . 

D. The fum failed to include the use of reusable glassware dming the- media fill 
simulations. 

OBSERVATION 3 
Aseptic processing areas are deficient regarding the system for cleaning and disinfecting the equipment 
to produce aseptic conditions. 

Specifically, 

A. The fum 's cleaning process of the ISO on a 
 of the ISO 5 
5-

- · There has been no exposure
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processing areas to the unclassified air in the room sunounding th~. 
B. 	 The firm disinfects the ISO 5 with either sterile~ile- which 

are 	 and and during aseptic processing. There is no 
agent available for use at either routine cleaning or on an as needed basis. 

C. 	 The fum uses non-steiile low shedding wipes to clean and disinfect the-. TI1ere has been 
no assessment related to the use ofnon-sterile wipes to clean and disinfect the ISO 5 area where 
aseptic processing occms. 

D. 	 The written procedures related to the cle~ming and disinfecting of the ISO 5-are 
inadequate. Th~·es do not include the de~ for cleaning and 
disinfecting the- or details related to the - . 

E. 	 There is no Wlitten procedme related to the cle~e ISO 5 - ptior to 
use for the preparation of steiile dmg products - . 

F. 	 There is no Wlitten procedme desctibing the cleaning process for reusable equipment (including 
glassware) prior to steiilization aud depyTogenation in the 

OBSERVATION 4 
Each batch ofdmg product required to be free ofobjectionable nucroorganisms is not tested through 
appropriate laboratory testing. 

Specifically, 

Film persotmel stated that the coilOlJLcrs sterility and endotoxin testing on batches ofsterile 
dmg products consisting o There is no sterility or endotoxin testing required for batches 
ofsterile dmg products -..vll~""J..l.J'"" 

OBSERVATION 5 
Testing and release ofdmg product for distribution do not include appropriate laboratory detennination 
of satisfactory confonnance to the identity and strength of each active ingredient prior to release. 

Specifically, 

A. 	The fum does not conduct routine potency testing for prepared sterile dmg products prior to release. 
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B. The fum does not have written procedmes rel~toxin, or potency testing of 
sterile The fum's is to - products (steiile or non-
sterile) There are no established criteria for how products are selected 
or what '"'"ulJ.J<. 

OBSERVATION 6 
Dmg products do not bear an expiration date determined by appropriate stability data to assme they 
meet applicable standards of identity, su·ength, quality and pmity at the time of use. 

Specifically, 

Bimix and t:rimix 
caproate) inj 
finn 
However, the 
they have 
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The observations of objectionable conditions and practices listed on the front of this form 
are reported:  

1. Pursuant to Section 704(b) of the Federal Food, Drug and Cosmetic Act, or  
2. To assist firms inspected in complying with the Acts and regulations enforced by the 

Food and Drug Administration.  
 

Section 704(b) of the Federal Food, Drug, and Cosmetic Act (21 USC 374(b)) provides:  

"Upon completion of any such inspection of a factory, warehouse, consulting 
laboratory, or other establishment, and prior to leaving the premises, the officer or 
employee making the inspection shall give to the owner, operator, or agent in charge a 
report in writing setting forth any conditions or practices observed by him which, in his 
judgment, indicate that any food, drug, device, or cosmetic in such establishment (1) 
consists in whole or in part of any filthy, putrid, or decomposed substance, or (2) has 
been prepared, packed, or held under insanitary conditions whereby it may have become 
contaminated with filth, or whereby it may have been rendered injurious to health. A copy 
of such report shall be sent promptly to the Secretary." 




