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This documeotlists observations made by the FDA representative(s) during the inspection of your faci lity. They are inspection at 

observations, and do ool represent a final Agency determination regarding your compliance. Ifyou have ao objection regarding an 

observation. or have implemented, or plan 10 implement, corrective action in response to an observation, you may discuss the objection 
action wilh the FDA representative(s) during the inspection or submit· thjs informatiOn 10 fDA at the address above. Ifyou have any 

questions, please contact FDA at the phone number and address above. 


DURING AN INSPECTION OF YOUR FIRM WE OBSERVED: 

For the aseptic processing of overll sterile injectable radiopharmaceutical drug products such as Tachnerium-99 sestamibi, 
Tachneriuro-99 ·medrooate, Tacbnetium-99 mebrofeni.n, Iodine 1-13 1 Sodium Cll.loride and Mertiade (MAG-3) Tc-99m (e.g. 
Lot-20150 I06-004 compouJJded and shipped to • on • ): 

OBSERVATION 1 

Clothing ofpersonnel engaged io the manufacturing, processing, packing, and holding of drug productS is not appropriate fo r 
the duties they perform. 

Specifically, your fim1 is aseptically manipulating sterile ingredients and sterile components during rbe compoutlding of 
sterile injectable radiopharmaceuticals in an ISO 5 laminar flow hood. Your firm lacks adequate data to support that the 
following conditions are not compromising !he sterility of your injectable dr ug products. 

Your operators put oo non-sterile gloves aod non-sterile foreann covers, in an unclassified area that is not supplied by HEPA 
filtered air, they spray their gloves witbWJIGII and then begin to aseptically process sterile drug products and sterile 
components in the ISO 5 laminar flow hood. 

OBSERVATION 2 

$eparate or defined areas to prevent contaUli.natio.n or mi x-ups are deficient regarding operations related to aseptic processing 
of drug products. 

Specifically: 

J- Your finn lacks adequate environmeotal monitoring data to support that your aseptic manipulation of sterile drugs and 
sterile components in the JS0-5 hoods does not comprom ise the s1erility of ~ectable drug products. You are performing 
these operations [QJIQ and you are cUJTently monitoring: 

A. Viable organisms in your IS0-5 hoods, (b)(4 ) . Since you missed your testing schedule in 9120 14, your 
most recent assessment was on 3/ 15/2014 . 
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B. Operator gloved finger tips, (b) (4) 

2. Your ISO 5 laminar flow hoods used to process sterile drug products are deficieot. The inside working area of your hoods 
were modified to accommodate . permanently mounted that are below the HEPA filters and above and 
to the-left and right of the critical ISO 5 working area where sterile drugs and sterile components are processed The improper 
installation of the [UJIQM equipment compromised the original design and effectiveness of the urudirectional airflow and 
created a condition of disrepair that precludes the proper clean..i.ng and sanitization of the hood. More specificaily: 

A. The original overhead covers inside your hoods were removed, apparently to allow for the installation of an electric outlet 
just below the HEPA filters, centered on tbe back inside wall of the hood. Your are plugged into that 
outlet. Tb.is modification created insanitary condit ions above tbe critical ISO 5 work areas. In addition to the suspended 
power cords, in one of your hood the two overhead florescent light bulbs are completely exposed and in tbe other hood they 
were partially covered by tWO parts of a broken, waffle-style white plastic grate . 

B. The loosely fitting plastic covers designed to protect the (b) (4) from the sanitizing agents controls is not 
of appropriate design to facilitate cleaning. 

C. There are no magnehelli c gauges installed on your_. primary ISO 5 laminar flow hoods to allow you to evaluate 

whether the hoods are operating p.roperly on basis. 


OBSERVATION 3 

Laboratory controls do not include the establishment of scientifically sound and appropriate test procedures designed to 
assure that drug products conform to appropriate standards of identity, strength, qualily and purity. 

Specifically, you use annual media fills to simulate the processing of sterile injectable dm g products in an JSO 5 Laminar 
flow hood and to evaluate the aseptic techn.ique used by the operatOrs. YlMUnnel are followin~orded 
procedure and their filled media challenge samples are being incubated fo • ' at approximate]~ These 
temperatures are below the optimum temperature range (25 C and 35 C) for promoting microbial growth. 11Us can result in 
false negatives for no detected microbial grov,.th and incorrect conclusions about tbe abiliry of your"eharmacists and 
~to aseQtically proce,_ss sterile drug products. 

OBSERVATION 4 

The responsibilities and procedures applicable .to the quality control unit are not in writing and fully followed 

For example: 

A.:You are not comp.lying with your procedure No: I La..05.797, Version 3, effective 2/1112014, in that signature approvals 
for veri.f.ying equipment cleaning logs are missing on aU your records dating back to at least 2/2014. 
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B. Your vast array of on-line corporate procedures have not been differentiated to site specific procedures, so that all of your 
personnel can clearly identify and understand wb at procedures are applicable to their responsibilities. One[mlmQC 
personnel questioned could not identify what or where they could find procedures specifically related to their job function. 
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