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This document lists observations made b) the FDA represemative(s) durin g the inspection of your facility. Tl1ey are in ~pcctional 
observations , and do not represent a final Agency determination regarding) our compliance. If you have an objection rcgnrding an 
observation, or have implemented, or plan to implement, correcti ve ac tion in respon se to an observation. you may discuss the objectio n or 
action with the FDA represcntativc(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 FI RM WE OBSERVED: 

OBSERVATION 1 

Procedures des igned to prevent microbiological contamination ofdrug products purporting to be sterile are not established. 

A) The investigations into two microbiological excursions during media fills above action level in the ISO 5 
'@ID did not address cleaning processes as required per SOP #PR 8.3.3 entitled. "Out ofSpecificat ion 
lnvcstJgatton" dated 8/ 1512014. The two excursions can be summarized as follows: 

I. The ~edia ftll dated 11/ 5/20I 4 (Lot ~T00088342) was perfonned in Clean room II The personnel _samp_le 
obtamed from thc u:mcJ}___ ~~~-- rcsultedtn an out ofspectticatJOn 
result ofl CFU (Organis~ry;;'bacterium tuberculostearicum ). 

2. The media fill dated 11 /6/2 014 (Lot IIT00088350) was performed in the Controlled Substance Clean 
Room. The personnel sample obtained from the -- 'I the ISO 5 [(DIG)J 
- ·-·- resulted in an out of specification result o~Organism:
Staphylococcus cohnii). 

B) Yourfi.rm failed to conduct an investigation into the leakage ofsyringes •••111~1 during a Media Fill 
performed in the Controlled Substance Clean Room on 11/5/2014 (Lot #T00088'n4) as requjred per SOP #PR 
8.3.3 entitled , "Out ofSpecification Investigation" dated 8/1512014. 


C)

SEE REVERSE 
OF THIS PAGE 

Stephen D. Brown , Investigator 
PaLrice S . Hall , Investigator 
Ad e mola 0 . Da r a mola , InvestigaLor

DATE ISS\.ED 

01/23/2015

F0~1 f'DA 413 (09101) PAC E I OF3 PACES 



DEPART M ENT OF H£ALTI1 AND lfUMAN SEH.Vl CES 
FOOD AND DRUG ADMINISTRATION 

DISTRICT AllOR£SS AND I'HONE NUIIIIEA OATI<(S)OF INSPECTION 

4040 North Cen tra l Expressway, Suite 300 01/13/2015 - 01/23/2015* 
t-El NUMBERDalJ as , TX 75204 

(214) 253-5200 Fax: (214) 253 - 5314 3002468086 
Industry Information: www . fda . gov/oc/industry 

NAMEioND TITlE OF INCIVDUAl. TO 'MfOiol REPOIIT ISSUED 

TO: Travis A. Leeah , RPh, MBA, President/CEO 
FIRM NAME 

Unique Pharmaceutical , Lt:d 

Cl • :>TATE. ZII'COOO:. COUNTJ(\' 

Temple , TX 76502- 5803 

STAaTAOOR£SS 

5920 s General Bruce Dr 
Ste 100 

O't E'ITAIIU-EN INSI'ECT~L> 

Outsourcing Facility 

OBSERVATION 2 

Aseptic processing areas are deficient regarding the sys1em for monitoring environmental conditions. 

Specifically, your fLrm failed to conduct surface monitoring ---~.'!II!! (i.e. Clean 
Room 11 and Controlled Substance Clean Room) during me 1a uIs conducted between 5-17I 0 14 an routine 
environmental monitoring since 1112014. 

OBSERVATION 3 

Aseptic processing areas are deficient regarding the system for cleaning and disinfecting the room and equipmenllo produce 
aseptic conditions. 

Specifically, dirty ramJ-!!! used to sanitize the ~· ~· in Clean Room 111were stored on the 
floor of the cleanroom dunng t e proouction of sterile drug pro uct tormu atwns. The~ were used to sanitize the 
'(GlUM in preparation for the day's prod uction. They were stored in the open and on t e oor ofrbe cleanroom about four 
teet away from the 'Dial for the duration of production, lasting approximately four hours. 

OBSERVATION 4 

Written records of investigations into unexplained discrepancies do not include the conclusions and follow-up. 

Specifically, your fmn failed to maintain at least 20 Nonconformance Reports which were deleted from the wmuJ database 
between 8/ 14 and 12/ 14 with tbe reason documented in most cases as "Null". Some examples of the Nonconformance 
Reports deleted consist of the following: 

1. NonConfom1ance Record #HOMA-9M5PAR: •• • OOS" deleted on 8/ ll/14 
2. NonConfom1ance Record #1-IOMA-8L9QPN:' • • IV Bag Contamination" deleted on 9129114 
3. NonConformance Record #1-IOMA-8S8LVM: ""Narcotic mix-up" was deleted on 9/ 29/ 14 

OBSERVATIONS

Separate or defined areas to prevent contamination or mix-ups are deficient regarding operations related to aseptic processing 

of drug products. 


Specifically.

A. Video of the dynamic smoke studies conducted to demonstrate unidirectional airflow all). 'WUJI Iocated in Clean 
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showed considerable rurbulent airHow when <latCJW- was placed with in the work z;ones of the 
g the production of one lot ofSuccinylcholine on 1114/2015 in the '[UJIQA the technicians placed the 

in the middle ofthe work bench inside the 'ttmiW in a manner that creates a turbulent airflow pattern as 
t1Prnn,Mn'Qt~· t1 through the dynamic smoke study video. In 1~e of production. thqt:JJQW was moved within the 
'WJIQI'to create room for - raiQI and tilling of the steri le compound. 

B. A ti3DJ placed inside the ISO 7 Clean Room . Ill) is used for communication between cleanroom technicians 
stationeawtthrn lhe cleanroom and other staff members outside the cleanroom. A fully go wned cleanroom technician within 
the cleanroom was observed using Ihe au• on five occasions to communicate with technicians and staff members 
located outside the cleanroom while stenfe o erations were on~oin . 

OBSERVATION 6 

The separate or defined areas necessary 10 prevent contamination or mix-ups are deficiem. 

Specifically, clean room design is deficient to prevent product contamination. For example, the firm maintains a plastic strip 
curtain separator with a length of approximately 2 feet above the noor between an ISO 7 room (Contains unclassified 
!!!· hood for the ofnon-sterile API and DDBIJ-·-)and an unc lassified area. The ISO 7 room~~
@JQ ·- to the Controlled Substance Clean Room(TS57 ) which contains an o:amJ·( LSO 5). 
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