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This document lists observations made by the FDA representative(s) during the inspection of vour facility. They are inspectional
observations, and do not represent a final Agency determination regarding vour compliance. [f you have an objection regarding an
observarion, or have implemented, or plan 1o implement, corrective action in response (o an observation, you may discuss the objection or
action with the FDA representative(s) during the inspeetion or submit this informantion 1o FDA at the address above. [f you 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 overﬁ sterile injectable radiopharmaceutical drug products such as Tachnerium-9% sestamibi,
Tachnetium-99 -medropate, Tachnetium-29 mebrofenin, lodine 1-13] Sodium Chloride and Mertiade (MAG-3) Tc-99m (e.g.
Lot-20150106-004 compounded and shipped to[CYE)] ;

OBSERVATION 1

Clothing of personnel engaged io the manufacturing, processing, packing, and holding of drug products is not appropriate for
the duties they perform.

Specifically, your firm is aseptically manipulating sterile ingredients and sterile components during the compounding of
sterile injectable radiopharmaceuticals in an 1SO 5 laminar flow hood. Your firm lacks adequate data to support that the
following conditions are not compromising the sterility of vour injectable drug products.

Your operators put on non-sterile gloves and non-sterile forearm covers, in an unclassified area that is not supplied by HEPA
filtered air, they spray their gloves with [JEJJ aod then begin to aseptically process sterile drug products and sterile
components in the IS0 5 laminar flow hood.

OBSERVATION 2

Separate or defined areas to prevent contamination or mix-ups are deficient regarding operations related 1o aseptic processing
of drug products.

Specifically:

). Your fum lacks adequate environmental monitoring daia to support that your aseptic manipulation of sterile drugs and
sterile coroponents in the ISO-5 hoods does not compromise the sterility of injectable drug products. You are performing

these operations [CIKCI) and you are cwrently monitoring:

. Since you missed your testing schedule in 9/2014, your

A. Viable organisms in yowr ISO-5 hoods, [[(JKEN
most recent assessment was on 3/15/2014,
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B. Operator gloved finger tips, [(SJXEY]

2. Your ISO 5 laminar flow hoods used to process sterile drug products are deficient. The inside working area of your hoods

were modified to accommodate Qi8] permanently mounted [{(SYXEY) that are below the HEPA filters and above and

to the lef and right of the critical ISO 5 working area where sterile drugs and sterile components are processed. The improper
installation of the [(-JRCYNM cquipment compromised the original design and effectiveness of the unidirectional airflow and
created a condifion of disrepair that preciudes the proper cleaning and sanitization of the hood. More specifically:

A. The original overhead covers inside your hoods were removed, apparently to allow for the installation of an electric outlet
are plugged into that

outlet. This modification created insanitary conditions above the critical ISO 5 work areas. In addition to the suspended
power cords, in one of your hood the two overhead florsscent light bulbs are completely exposed and in the other hood they
were partially covered by two parts of a broken, waffie-style white plastic grate,

from the samitizing agents controls 1s not

B. The loosely fitting plastic covers designed to protect the[(JNE3]
of appropriate design to facilitate cieaning.

C. There are o magneheilic gauges installed on your g primary ISO 5 laminar flow hoods to allow you to evaluate
whether the hoods are operating properly on a[JJJig) basis.

{fecharoraas 10 aseptically process sterile drug prodvess. .

OBSERVATION 3

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

Specifically, vou use annual media filis to simulate the processing of sterile injectable drug products in an SO 3 Laminar
flow hood and to evaluate the aseptic lechnique used by the operators. Your personnel are following an mmproperly worded
procedure and their filled media challenge samples are being incubated fo{(JRCIRR 2t approxnnateiw These
temperatures are below the optimurn temperature range (25 C and 35 C) for promoting microbial growth, This can result
false negatives for no detected microbial growth and incorrect conclusions about the ability of your, pharmacists and

OBSERVATION 4

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

For example:

A You are pot comp-Iying with your procedure No:11.2.05.797, Version 3, effective 2/] 1/2014, in that signature approvals
for verifying equipment cleaning logs are missing on all 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 what procedures are applicable to their responsibilities. One [CJJEIJQC
personnel questioned could not identify what or where they could find procedures specifically related to their job function.
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