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T0: Bmmett MeVey, RPh, 'Lead Pharmacist and Co-owner
i STREET ADDRESS
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Stokes Pharmacy 18000 Horizon Way
, _ | Buite 700 ,
IV, STATE, 2P GOUE, COUNTRY, ‘ GTABL NEPES
Mount Laurel, NJ 08054 Producer of Drug Products

1 This documcnt lists obscrvanons made by the FDA representative(s) during the inspection of your facility. They arc inspectional
observations, and do not represent & final Agency 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 observation, 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.
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DURING AN INSPECTION OF YOUR FIRM | OBSERVED
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For the processing of drug products such as the human drug TRI-MIX Forte Injection Solution (Lot # 1207201@47 USE BY:
2/1172016}) and veterinary drugs Buprenorphmc ‘In.;echon Sohttion 0.5 MG/ML (Lot# 1 1242015@,2 USE BY: 08/20120 16)
and Tacrolimus AQ, Ophthalmlc Solution (Lot # 12232015@8 USE BY: 6/20/2016):
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OBSERVATION1 s e o
Separate or defined areas to prevcnt contammanpn or mxxoups.are deﬁczent regarding operahons related to aseptic processing
of drug products. N R TN - .

Specifically, your firm aSepncally processes sterue drug products, mcludmg mjectables in two I§O-3, positive-pressure,
Laminar flow safety hoods located in the same ISO—‘? cleanroom. The two hoods are placed at a 90 degree angle, about 10
feet apart, on adjacent cleanroom waI]& Onehood is ised t to grecess cytochemlcal drug products, such as those used to’ treat
cancer. These types of drug products dre typxcaﬁy p;ocesscd under 1 negative air pressure controls. The other hood is used to
process most of your stenle drug products whxch aré not, classnf‘ éd as cytochem:cals

The existing design controls create condmons conducxve to dmg product cross-contamination, with the more signifcant
concern being the potential for cytochemical contamination of non-cytochemical drug products.

OBSERVATION 2

Equipment used in the manufacture, processing, packing or holding of drug products is not of appropriate design to facilitate
operations for its intended use and cleaning and maintenance.

Specifically, your ISO-7 cleanroom contains items that are hard to clean and santize such as the three vinyl chairs with
wheels and the two portable power strips on the floor with several electric power cords plugged into them.:
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OBSERVATION 3

Written procedures are not followed for the identification, handling’, ahd approval of closurés. '

Specifically, your firm uses two types of eye dropper tips, one is desxgned to dose aqueous formulations and one is deslgned
with a larger orifice to dose oil based formulations. Yourcomplaint files indicate that for at least one year your cleanroanp
personnel intermittently mismatched the dropper tips to the drug product formulations for Tacrolimus and Cidovoir eye drops
for veterinary use. When oil based drug products accidentally received an aqueous tip you received complaints that the
product was hard to dispense (e.g. complaint D150519-2, dated 5/19/2015). During the period between 04/07/2014 and
07/01/2015, your firm received at least eight complaints where you recorded. complamt statements such as "drops are pouring
out of the bottle...drops are coming out of the bottle too quickly.”.tacrolimus is coming out in stream instead of a drop” (e.g.
Lots: 01142014@66; 03262015@8; 03042015@1 11; 04022015@1; 02022015@74 and 05012015@160).

Quality System e ey
OBSERVATION 4 T eae

Written procedures descnbmg thehandhng of all. wntten and oral complamts do not include provisions for review to
detérmine whethier the complaint represents a serious and unexpected adverse drug expérience which is required to be

reported to the Food and Drug Admunstratxon et L

-

Specifically, your precedures do not mclude pmvmons for ﬁlmg Adverse Drug Events (ADE) reports. While reading
through your complaint files at least dne compldint (D 156206-2) was.noted where. you were required to file an ADE Repott,
and one was not filed. On 02/06/2015, your firm receiveda complaint that a cat died after being administered Buprenorphine

0.5 MG/ML Injection, Lot # 05302014@29, Exp.02/24/2015;

Additionally, your Complaint Handling SOP Number 5.030 (Version 1.0 Effective 02-27-10) does not establish a system for
recognizing and trending complaints that are indicative of product or process control deficiencies, such as the repeated use of

.the wrong dropper tips as cited above under observation #3.

* DATES OF INSPECTION:
01/27/2016(Wed), 01/28/2016(Thu), 02/01/2016(Mon), 02/02/2016(Tuc), 02/08/2016(Mon), 02/12/2016(Fri)
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