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Th is documclll lists observations made by the FDA reprcsemativc(s) duri ng the inspection of your facility. They are inspection a I 
observations, and do not rcpn:sent a !ina I Agency determination regarding your compliance. I f you have an objection regarding an 
observation , or have implemented , or plan to i mplement, corrective action in response to an observation, you may discuss the objection or 
action with the FDA represemative(s) during the inspection or subm it thi s i nfom1ation to FDA at the address above. I f you have any 
quest ions, please con tact FDA a1 the phone number and address above. 

DURING AN INSPECTION OF YOUR FIRM WE OBSERVED: 

OBSERVATION 1 

Procedures designed to prevent microbiological contamination of drug products purporting to be sterile do not include 
validation of the sterilization process. 

Specifical ly, 
A. On 03/31/20 I 5. your firm's Owner/Pharmacist-in-Charge stated your tirm fa iled to 

processes used for the production equipment, mEl]Ill ( ID # - )and the 
used in the depyrogenation and sterilization of production glassware and 

B. On 03/30/20 15, your firm's Owner/ Pharmacist-in-Charge stated your firm to va any o processes 
used to render produced drugs sterile. For example. during the production of A vastin (NDC # 500242-0060) your 
firm failed to validate the repackaging operation which is used to render a non-sterile component sterile for the 
Supplier Lot #[t;JU/your firm's Lot # 033020 15+4264@8. 

C. On 03/30/2015, during our walkthrough of your facility's Cleanroom 7i11Chemotherapy room (ISO 7 Classified), we 
observed your Pharmacy Technician exhibiting poor aseptic techniques in that: 

I. Your firm's Pharmacy Technician was observed leaning forward, with . elbows covering the ventilation 
grid inside the tGJJQJ (Model#-, ~) ISO 5 Classified - while repackaging 
Avastin (NDC # 500242-0060), Supplier Lot #~rm's Lot# 03302015 +4264@8. 

2. Your firm's Pharmacy Techn ician was observed leaving the ISO 5 classified iJiwhere she was 
repackaging Avast in (NDC # 500242-0060), Supplier Lot # tGJIQJ/Firm's Lot # 03302015• 4264@8, 
entering the ISO 7 classified 

Ill
Ante-room and Powder room to perform a task, only to return, spray the 

existing gloves with and return to processing the current batch of product. Your technician fa iled to 
change gloves. 

OBSERVATION 2 

Aseptic processing ftrcas are deficient regarding air s upp ly that is filtered th rough high-efficiency particulate air filters und er 
positive pressure. 

Specifically. 
A. Your· tirm failed to adequately validate the following sterile and non-steri le drug production areas currently 
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your 
stated all smoke srudies were completed i11 the 
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classified bu our firm as an ISO 7 in the dynamic state : Clean room . (sterile production room, positive pressure), 
Cleanroom . (chemotherapy room, negative pressu re), Anti-room {pos itive pressure), and Powder room (positive 
pressure) in the prevention of contamination in the dynamic ~;ondition . 

B. 	 On 03/30/ 2015. we observed three Magnehelic gauges on the exterior wall of the Powder Room (ISO 7 classified) 
leading to cleanroom areas fai led to physically measure generated and maima ined differential pressures levels in 
both static and d namic states. 

OBSERVATION 3 

The separate or defined areas and control syste ms necessary to prevent contamination or mix-ups are defic ient. 

Specifically, 

A. 	 During a review of your firm's 2014 - 2015 Environmental Monitorin nalysis, smoke pattern st udies, 
for sterile and non-sterile drug prod uction ISO 5 Classified (Steril e -ODIDJ Model #Ill 
[IDIJM SIN IBI] and Non Sterile-~. SIN to perform these studies in the 
dynamic state. On 4/ 1/ 2015, your firm's Owner/Phannacist-Jil 
(b)(4 ) 

B. 	 On 03 /30/20 15, we observed your firm's weigh scales in the Powder Room (ISO 7 classified) are environmentally 
exposed without adequate containment to prevent powder particulate cross-contamination of drug products dur ing 
admixing. 

C. 	 Your firm failed to defi ne a written control system for the plastic slated doors leading into all ISO classified areas to 
revent druo roduct contamination . 

OBSERVATION 4 

Protective apparel is not worn as necessary to protect drug products from contamination. 

Specifically, 

A. 	 Your firm failed to require adequate protective apparel to protect drug products from contamination. For example 
your firm's Pharmacy Technician was observed havin facial and neck areas exposed during the repackaging of 
Avastin (NDC # 500242-0060), Supp lier Lot i! f inn's Lot II 033020 15+4264@8 1.25mg/0.05ml syringes. 

B. Your finn fails to require use of sterile hair nets and face masks during the production of sterile drug products. 

C. 	 Your firm fails to require the continuous use of sterile gowning during the production of sterile drug products. For 
example on 3/30/2015 , a sterile gown used by your firm's Phannacy Technician was observed hanging on the comer 
of a stainless steel shelving located in the ISO 7 Classi tied Ante-room. Your firm's procedure, Room Cleaning 
Procedures-Compounding Labs-Sterile & Non Sterile (SOP# 5.005, Implemented date 9/1 9/ 14), reports she lvi ng 
clean ing occurs only[t:JJUII. Your fu·m reuses a single gown an entire drug production day. ---
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OBSERVATION 5 

T here is no wri tte n test ing prog ra m designed to assess the sta bi Iity c haracteristics o f drug prod ucts. 

Specifica ll y, on 03/30/20 15. your finn 's Owner/ Phar mac is t- in-Charge stated your firm failed to have a written stabi lity 
program for all ster ile and no n-sterile drug products. 

OBSERVATION 6 

Representative sa mples are not taken o f each shipment of each lot of components for testing or exa mination . 

Specifically, on 03/ 30/20 15, your firm's Owner/ Phann acist-i n-Cha rge stated your firm failed to have a written procedure for 
receiving, inspecting, a nd accepting lots of non-steri le components util ized in the production ofsteri le fin ished drug products. 
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