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This document lists observations made by the FDA representative(s) during the inspection of your facility. They are inspectional
abservations, and do not represent a final Agenoy determination regarding your compliance. If you have an objection regarding an
observation, or have implemented, or plan to implement, corrective action in response to an abservation, you may discuss the objection or
action with the FDA representative(s) during the inspection or submit this information to FDA at the address above. If you have any
questions, please contact FDA at the phone number and address above.

DURING AN INSPECTION OF YOUR FIRM | OBSERVED:

OBSERVATION 1

Aseptic processing areas are deficlent regarding the system for monitoring environmental conditions.

Specifically,

A. The firm did not conduct any surface sampling in the IV hood or chemo hood during certification. Surface sampling in

the IV hood is routinely conducted and there is no routine surface sampling conducted In the chemo hood.
Additionally, the instruction sheet menting the contact sampling states to collect the ssmple[[YIEIIEGE
B

used for surface sampling of the IV hood are incubated [[JXEN)]

and not in & temperature controlled ncubator.

C. The unidirectional flow of air in the ISO 5 air flow hoods (IV hood and Chemo hood) have not been confirmed through
visual mechanisms (such as smoke studies) under dynamic conditions to ensure adequacy for use,

D. The firm has no written procedures describing the environmental monitoring program for the clean room areas including
the ISO 5 laminar flow hoods or personnel monitozing,

OBSERVATION 2
Buildings used in the processing of a drug product are not maintained in a good state of repair.

Specifically, the flooring material in the clean room (directly in front of the ISO 5 I'V hood) was deterlorated/missing with
visible loose debris/paint and particles present. SOP MED-28, "Clean Room and Ante Room®, requires thet the surface of
ceilings, walls, floors, fixtures, shelving, counters, and cabinets in the clean area shall be smooth, impervious, free from

cracks and crevices, and nonshedding, thereby promoting cleavability and minimizing spaces in which mlmo%;md_
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other contaminants may accumulate,
OBSERVATION3

There is a fallure to thoroughly review any unexplained discrepancy whether or not the batch has been already distributed,

Specificaily, there was no investigation of the fungal growth found on the 1V room doorway (inside the cleantcom) during
certification of this area on May 5, 2014 and no documentation of the subsequent cleaning performed. Additlonally, there
was no resampling or recertlflcation of this area to assure fungus was no longer present,

OBSERVATION 4

Equipment and utensils are not maintained at appropriate Intervals to prevent contamination that would alter the safety,
identity, strength, quality or purity of the drug product.

Specifically, the [JYTY (180 § chemo hood used to
produce sterile enemothsrapsutic injectat ted to have numerous cracks along the entirs length of each side.
These cracks were located on the interlor sidc of tha and could prevent adequate oleaning/sanltization of this

surfece, SOP MED-28, “Clean Room and Ante Room", requires that the surfoce of celllags, walls, flcors, fixtures, shelving,
counters, and cabinets in the clean area shall ba smoath, impervious, fres from oracks and crevices, and nonshedding, thereby
promoting cleavability and minimizing spaces in which microorganisms and other contaminants may accumulate,

OBSERVATION 8

mm designed to prevent microblological contamination of drug products purporting to be sterile are not established
8 ten.

Specifically,

A.On 9/9/14 [ observed an operator (i nnmzins supplies/drug containers (to be used in the processing of sterile
injectable drugs) with[{sJRC))] he anteroom without wearing gloves, gown, head cover, or mask,

C. The firm's media fills are inadequate in that the only documentation provided was an Instruction sheet entitled, "Medl
l-lnmn lnﬁuion RL-Z p\uptie 'l‘eotmlque Validation Insuunﬂnm" which does not de.wriho the requirements for medla fills or
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OBSERVATION 6

Aseptic processing arcas are deficlent regarding air supply that is filtered through high-efficlency particulate air filters under
positive pressure.

Specifically, SOP MED-21, "Certlfication of Clean Room and/or Airflow Hood" does not require air sample testing for
viable particulates, surface sampling, HEPA fiiter recertification, or dynamic smoke studies and there is no acceptance
criteria specified.

OBSERVATION 7

Clothing of personnel engaged in the processing of drug products is not appropriate for the duties they perform.

Specifically, personnel responsible for processing sterile injectable drugs within the ISO 5 Laminar Flow Hoods (IV hood
and Chemo hood) were not gowned in sterile gowning. For example the mask, shoe covers, caps and gowns were not sterile.
Additionally, personnel put on shoe covers in the general pharmacy arca directly outside the anteroom.

OBSERVATION 8

There i3 2 lack of written procedures deseribing in sufficient detail the methods, equipment and meterials to be used for
sanitation,

Specifically, the firm's procedure MED-29, "Cleaning of Clean Room and Ante Room", does not specify the
types/concentrations of cleaning and sanitizing agents to be used in these areas or the contact times,

* DATES OF INSPECTION:
09/08/2014(Man), 09/09/2014(Tus), 09/10/2014(Wed), 09/11/2014(Thu), 09/17/2014(Wed)
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