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This document lists observations made by the FDA represen tative(s) during the insiection ofyoui facility . They a re inspectional 
observations, and do no~ represent a final Agency determination reg ardin g your corhpliance. Jfyou have an objection regarding an 
observat ion, or ha ve implemented, or plan to imp lement, correctiv e actioi1 in respo~se to an o bservati o n, you may discuss the objection or 
act ion with the FDA reP,resentative(s) during the inspection or SL1bm it th is information to fDA at the add ress abo ve. Ifyou have any 
questions, please conta~tFDA at the phone number and address above. j 
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DURING AN lNSPECTli:)N OF YOUR. FIRM I O BSERVED: 

OBSERVATION 1 i 

Aseptic processing atjeas are deficient regarding systems for maintaining arh equipment used to control the aseptic 
conditions . ~ 

Specifi cally, 
a) The gauge used to monitor pres~ure 9ifferentials between the IS07 cl~an room (where co mponents and drug products are 

staged and l oade~ into the ISO 5 classified area) and lS0 8 ante room Gwhere gowni ng occurs) is not monitored daily 
during productio/1. · ' - i 

J 

b) Airflow studies .Jvere not performed under static or dynamic condition§ to verify that :processing equ ipme nt do not alter 
or impede the u1~id irect ional cascade of air from the HEPA filters to tl~e ISO 5 classified area where sterile <drug products 
are manipu lated.! .I . 

I 

OBSERVATION 2: 
i 

Aseptic pro cess ing a~eas are deficient regarding the system for mon ito.ringlenvironmental conditions. . I . 
Specifically, the envi~onmental monitoring program is defic ient. The program does not include monitori ng of: da ily su rface 

· or viable air sampling w ithin the ISO 5 ~lassified areas dur ing production; [non-viable particles in t he JSO 5 class ified areas 
under dynam ic cond irions; or personnel monitoring. ! 

OBSERVATION 3 . 

Clothing of parsonn el engaged in the manufacturing, processing, packing, and holding of drug pro ducts is not appropriate for 
I I 

the duties they perforrrn. , l 
Specifically, non-sterti le gowns are used·dur ing aseptic operations including loading of components and vials into the ISO 5 
IV classified area. Aidditionally gowns are reus ed throu gho1..1 t the day. I 
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OBSERVATION 4 

Procedures designed to prevent microbio logical contaminatio n of drug purpoJting to be sterile do not include 
validation of the steri lization process. ! 

prod~cts 

Spec ifically, .oo media, fi lls or process sim.ulations have been pelionned unqer the most stressful or challengi ng conditions . 
; 

OBSERVATION 5 

Aseptic processing areas are defi cient regarding the system for cleaning and disinfecting the room and equipment to produce 
. d'. !asept tc con rt.tons. : 1 

! 
Spec ifically, documentation regarding cleaning and disinfection ofthe [SO~ classified area is incomplete. For example 
cleaning records ofthe ISO 5 classified area were unavai lable for: j 

IV Station used to produce Lidocaine 2% 2mL in 3rnL syr inge on 517/2014; 
IV Station used to procedure Heparin 10000 un.its added to lOOO~nL 0.9% NaCI bag on 6113/2014; or 
IV Station • i.Jsed to .procedure Azith.rom~cin 500mg added to D5W 25'0mL on 7/251201 4. 

OBSERVATION 6 

Each lot of compone nts, drug product co:ntainers, and c losu res is not withh~ld from use until the lot has been sampled, tested, 
examined, and released by the quality control unit. ; 

i 

Specifically, . sterile d rug products and components (i.e. lV bags , syringes) ~reused during aseptic prod ucti on without 
obtaining or reviewing the manufacturer's certificate ofanalysis to ensure s'pecifications are met. 

• . f 

EMPLOYEE{S) SIGAATURE 

J ustine Tomasso, 
I 

c. 
0ATE1SSVEO 

08/08/2014

FORM I'.Oo'l 483 (09/03) 90EYIOUS I!Om ON O!ISOt.ETE INSPECTIONAL odS(;;RVATl ONS PA01! 20F2 P,I\Oil$ 




