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FOODAND DRUG ADMINISTRATION 


DISTRICT OFFICE ADDRESS AND PHONE NUMBER 

FDA Florida District 

555 Winderley Place, Suite 200 

Maitland FL 32751 

(407) 475-470 0 

l ndustry Inform.ation : www. fda.gov/oc/industry 

DATE(S) OF INSPECTION 


I 0/11-10/14/16, 10/17/ 16 & 10/21 / 16 

FE! NUMBER 

FE!: 301 1827553 

NAME AND TITLE OF INDIVIDUAL TO 'M-IOM REPORT IS ISSUED 

TO: Kevin P . O'Connell, Owner 

FIRM NAME 

Tri-Coast Pharmacy, Inc. 

STREET ADDRESS 

J4J 25 U.S. Hwy I 

CITY. STATE AND ZJP CODE 

Juno Beach , FL 33408 

TYPE OF ESTABUSHMENT INSPECTED 

Producer of Sterile Drug Products 

THIS DOCUMENT USTS OBSERVATIONS MADE BY THE FDA REPRESENTATIVE(S) DURING THE INSPECTION OF YOUR FACILITY. THEY ARE INSPECTIONAL 
OBSI:RVATIONS; AND DO NOT RI:PRI:SENT A FINAL AGENCY DETERMINATION REGARDING YOUR COIIAPUANCE . 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 WTH 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 ADDRI:SS ABOVE. 

DURING AN INSPECTION OF YOUR FIRM (I) (WE) OBSERVED: 

Observation I : Actionable microbial contamination was present in tbe I SO 5 area or in adjacent areas duri ng 

aseptic produ ction without adequate product evaluation and remed ial action. 


Specifica lly, on July 7, 20 16 you r firm detected hlgb leve ls ofgram-negative rods, coagulase positive 
staphy lococcus, mo lds and yeast duri ng rout ine Environmental Monitoring (EM) which is conducted every<b>C4>, 

--- .... witbjn the (5) (4) This is ev ident by the following 
examples: 

1

Locatio llll11 5cfus totaJ: 3cfus ofcoagu lase-negative staph., 1 cfu of dermacoccus 
spp. and 1 cfu of bacillus spp. 

Location H' 5 )- 3 cfus total: 2 cfus ofgram positive coryneform bacillus 

and l cfu of baci IIus spp. 

Location ri )-4 cfus total: 3 cfus of micrococcus 

luteus and 1 cfu coagulase-negative staph. 


(5) (4 

Location ~'>H• )-3 cfus total: 2 cfus ofcoagulase-negative staph. and I 

cfu of micrococcus spp. 

Location ltin•J r---.....;..;'------..--~...----------.)- 6 cfus totaJ: 3 cfus of gram-positive coryneform 


bac illus, 2 cfus ofcoagulase-n egative staph, and l cfu of bacillus spp . 
Location '!tin•J 5 4 )- 18 cfus total: 12 cfus of 
micrococcus luteus, 3 cfus ofcoagulase-negative staph., 3 cfus ofacinetobacter radioresistens 
Location ltin•l ~b) <4!0 29 cfus total: 23 cfus of micrococcus luteus, 3 cfus of micrococcus spp., 2 
cfus ofcoagulase negative staph. and I cfu ofacinetobacter radioresistens 
Location (I>)(•J 5 4 )- 17 cfus total: 10 cfus ofacinetobacter 
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radioresistens, 3 cfus ofmicrococcus spp., 2 cfus ofcoagu lase negative staph. and 2 cfus ofbaci llus spp. 
Location 41

'(1>)( (b)(4) t17 cfus total: I I cfus ofcoagulase 
negative staph., 5 cfus of acinetobacter radioresistens and I cfu of non sporulating dematiaceous fungus 

(b)J.4 ) ~ (Surface Samples) 
Location 41 

'(1>)( (b)(4) D-6 c:fus total: 3 cfus ofmicrococcus luteus and 3 cfus of 
coagulase negative staph. 

Furthermore, your firm conducts~b) (4 )}surface samplin~~) !within the~
(b) (4 ) Jlocated in the b 4 ) ~(and the (b) (4 ) J[(b) (4 ) 
(b ) (4 ) j . CoiJecting surface samples(b) (4 ) does not represent environmental conditions during the 
aseptic operations. 

 

During this time, your firm continued to produce sterile drug products w ithin the [(b) (4 ) J 
~. 0Cb) (4 ) } without evaluating the 
implication of the fungal and bacterial growth detected during the active air and surface sampling. 

In addition, your firm had two lots fail sterility testing in September 2016. L-Camitine 250mg/ml inj. lot # 
09082016A (batch size: [(b) (4 ) !vials) and Glu taminc/Arginine/Carnitine 25/l00/200mg/ml inj. Lot # 091520160 
(batch size[{!)) <ill vials). 

Observation 2: Your firm failed to conductKb) (4 ) (b) (4 ) )[(b ) (4 ) I 
! your finn has used thi~( l:) f(4r since approximately December 2015 to sterilize all large batches 

including HCG I 1,000 IU inj . Lot # 08052016A, BUD: 02/01/17 4
lb>< > vials) and Testosterone Cypionate/ 

Propionate 200mg/50mg/ml inj . lot #01192016C, BUD: 07/17/16 4bH > vials). 

Observation 3: Personnel fai led to disinfect or change gloves frequently enough to prevent contamination. 

Specifically, on I011 3/16 during the preparation ofTestosterone Propionate 1OOmg/ml inj. lot# 101320 16A, your 
firm's o

··
p
---s
erator was observed entering tbe negative pressure clean room, touching the door handle with~~ sterile 

(b) (4 ) gloves and without changing or disinfecting the gloves begins preparing to [(b) (4 ) J 
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(b ) (4 ) II (b ) (4 ) J . In addition, the operator began filling ste rile product 

into the fini shed product vials without changing or di sinfecting(bl ~01 gloves. 


Furthermore, on 10/ 14/ 16 during the production ofMethylcoba lam in l ,OOOmcg/ml inj. lot# 101 32016F, BUD: 
04/1 1/ 17 your firm 's operator was observed touching the in ner surfaces of the stoppers with Cbl~~c)gloved hand while 
applying them on tJ finished product vials. 

Observation 4: There is no HEPA filter (laminar air flow) over the area to which ste.-ile product is exposed. 

Specifically, on I 0/ J 1/ I 6 durin g the current FDA inspection, we observed Sermorel in plus 2 7mg lot 
#I 0 I020 16K, BUD: 04/08/ 17 (batch size: 4(bH lvia ls) with in th e [ J blf4l J located in the TSO 5 negative pressure 
clean room. Your firm's operator stated that this lot was produced within the ISO 5 posi tive pressure clean room. 

Cb)(O).(b) state d tb at s m. ce th ere was no room . m th e (b ) (4 ) J wt 'th m 'h l e ISO 5 pos1t• 1ve . pressure c l ean room (1))(6).(1))
1(7XC) (7XC) 

tran sported the ~b) (4 ) Ivials from the positive clean room through the ante room (not under a HEPA 
fi lte r) and into the negative pressure roo (b) (4) ] (operator bad to open the door to the positive pressure clean 
room and the door to the negative pressure clean room to pl ace the vials into the negative pressure room 
(b) (4) ] which in total is approximately (b) (4 )]. distance). 

Observation 5: The HEPA filters located in the lam in ar air no (b) (4 ) j Hood 4
(b)( ) and Hood 1 114" ) 

within the ISO 5 pos itive clean room contain significant brown stains. Your firm's operator stated that 
approximately one year ago during production within Hood(b) (4)he~bli41 J broke and the product 
splattered onto the HEPA fi lter. Your firm's operator also stated that the s ignificant brown stai ns {approximate ly 
12 4

x 5 inches) located in Hood (b)( l ave been that way for approximately two years. Your firm has continued to 
produce s terile products within Hood~ 4

and Hood (b) < lwithout evaluating the impact on product sterility and 
taking the appropriate corrective actions such as replacing the HEPA filters. 

Observation 6: Personnel donned gowning apparel improperly, in a way that may have caused the gowning 

apparel to become contaminated. 


Specifics lly, 

a) On I 0/ IJ/16, your firm 's operators were observed donning their sterile hood, sterile mask and(b ) (4 ) 
 I 
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goggles on with their bare hands prior ro washing their hand s. Both o perators were a lso observed donning their 
steril e gowns o n with their bare hands and leaning against the ante room wall all ow ing thei r sterile gowns to co me 
in contact with the wall. 

b) On I 0/ 14/ 16, your firm 's o perators were o bserved donning their sterile mask and s terile gowns with their bare 
hands. In addition, your firm's operators stated that tlney re-use their ster ile gowns for o ne day w hile working on 
different products within the JSO 5 positive pressu re clean room . They stated that when they finis h a batch th ey 
will hang their ster ile gowns in the a nte room. 

rn addition, o n 10/14/16 durin g the productio n operatio ns of Methy lcobalam.in I ,OOOmcglml inj. lot# I 013 20 16F, 
BUD: 04/1 1/17 your finn' s o perator was observed working directly over the open v ials containing sterile product 
within the LAFW Hood therefo re blocking the movement of fi rs t air around the open uni t. Also, the operator's 
s leeve was observed touching the open finished product vials w hich contained sterile product potentially 
contami nat ing the batch . 

Observat ion 7: Wipes used in the ISO 5 hoods (negative a nd pos itive pressure clean room s) are not sterile. On 
I 0/ 12/ 16 during the routine r(b) (4) Icleaning ofthe posit ive pressure ISO 5 c lean room your fi rm's operato r was 
observed using non-steri le wipes and spraying !hem with [(b) (4 ) Iand L (b) (4 ) J to clean the interior 
surfaces of the (b) (4) LAFW hoods. 

Observation 8: The l SO 5 posi tive pressure c lean room is not operated appropriatel y to e nsure adequate air flow 
within the room . 

Specifically, on 10/ 14/ 16 during the production ofMethylcobalamin I,OOOmcglml inj . lot # 101 320l6F, BU D: 
04/ 11 / 17 withi n the ISO 5 positive pressure clean room we observed 10 out of the '(b){ a ir retum vents to be closed. 
Your firm 's operators stated that during the cleaning of the walls some air return vents have a tendency to close. 

Observation 9: One (1) vial o ut o ~ vials ofCalm Me Injection from Lot # 080320 16C, BUD: 0 1/3012017 was 
fo un d to contain an unknow n foreign material. 

Specifically, on I 0/ 14/ 16 during the product inspection (released batches) ofCalm Me Injection Lot # 0803 20 16C, 
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BUD: OL/3 0/2 017 30 mL amber vial s, we observed I vial out of'ibli4lvials to contain a round, white-like foreign 
m aterial. According to CaJm Me spec ifications, the amber 30rnL vial should contain a c lear solution. 
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