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DEPARTMENT OF tEAJ.TH AND HUMAN SERVICES 

FOOD AND DRUG ADMINISTRATION 


Dallas District Office 
4040 North Central Expressway, Suite 400 
Dallas, TX 75204 
214-253-5200 

DATE(S) OF INSP£CTION 

5/12-16114 

3010166765 

STREET ADDRESS 

1075 W. Park One Drive, Suite 200 
TYPE OF 

Sugar Land, TX 77478 Outsourcing Facility 

THIS DOCUMENT USTS OBSERVATIONS MADE BY THE FDA REPRESENTATI\IE(S) OURlNG THE INsPECTION OF YOUR FACIUTY. THEY ARE INSPECTIONAL 
08SERVATIONS; AND DO NOT REF'RESENT A FINAL AGENCY DETERMINATION REGARDING YOUR COUl'UANCE. IF YOU HAVE AN OBJECTION REGARDING AN 
OBSERVATION, OR HAVE IMPlEMENTED. OR PLAN TO IMPLEMENT CORRECTIVE ACTION IN RESPONSE TO AN OBSERVATION. YOIJ MAY DISCUSS THE 
OBJECTION OR ACTION WITH THE FDA REPRESENTATIVE(S) DURING TI-E INSPECTION OR SUBMIT THIS INFORMATION TO FDA AT THE ADDRESS ABOVE. IF 

HAVE ANY QUESTIONS, PI..EASE CONTACT FDA AT THe PHONE NUMBER AND ADDRESS ABOVE. 

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

J • Aseptic processing areas are deficient regarding the system for monitoring environmental conditions. 

Specifically. 

Your finn is not performing envirorunenta1 monitoring ofthe ISO 5 compounding area every day that your firm 
s preparing injectable drug products. Your procedure, 103-05.01 Viable and Non-Viable Air Sampling dated 

3/ 31/14, states that "Viable and Non-Viable Air will be internally and at leastlll 

SOP l 03-06.0 I Surface Sampling Procedure dated 3/31/14, does not specify a frequency for obtaining surface 
(b)(4)samples. Your fum is currently performing surface samples from various sites in the ISO 5, ISO 7 

ISO 8 classified areas. 

(b) (4) prclducea sterile drug products on all days from 
. On 5/12/ 14, your fmn produced lot #s 6947-0 ofMorphine 25mg/25mL in 0.9% Sodium 

(syringe); 6954-0 ofPromethazine 12.5mgl25mL in 0.9% Sodium Chloride (25mL bag); 6955-0 of 
t'rome1t1122:me 25mg added to 0.9% Sodium Chloride (50mL bag); 6953-0 ofOndansetron 16mg added to 0.9% 
Sodium Chloride (50mL bag); 6951-0 ofNeostigmine 5mg/5mL (syringe); and 6948-0 ofNeostigmine SmgllOmL 
1~1na,.). 

b) Your finn is not monitoring the gloves ofeach operator working in the ISO 5 area and ISO 7 clean room each 
day that sterile drug products are prepared. SOP 103-08.01 Gloved Fingertip Sampling dated 3/31/14, does not 
.,......~,..,, the frequency ofsampling ofgloves. Your firm is currently sampling the fingertips ofoperators

. Procedures designed to prevent microbiological contamination ofdrug products purporting to be sterile are not 
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Specifically, media fills performed by your firm with each of the operators that work in the ISO 5 area do not 

ICU:>seJIY simulate actual production conditions or cover worst case or most challenging conditions. Alii 


Media Fill performed on 3/28114 that entailed filling was by two 
the phannacists that can work in the ISO 5 area and one ofthe. technicians. A 

performed on 2/25/14 that entailed filling ..syringes was performed by one 
can work in the ISO 5 area and four ofthe. technicians. Your written procedures, SOP 103-07.01 


Persol1tnel Aseptic Media Fill Verification dated 3/31/14 and SOP I03-22.01 Verification 

03/ 14, do not require that all personnel working in the ISO 5/ISO 7 area producing sterile drug products 


n ..rtr....... these media fills and do not define a frequency for when they should be perfonned. All. technicians 

three of the pharmacists have performed a media fill using a-Validation Kit that does not closely 


.,utuuJla~~ actual production conditions or cover worst case or most challenging conditions such as operator fatigue 1
batch size. For example, the maximwn time an operator can be filling a batch i~. The time to 

)complete the-is 1/2 hour. Batch sizes can be up tcllll syringes an«a bags depending on the type 
compounding performed and the order. The-covers II different manipulatons or processes (one 

for each type). 

3. Clothing ofpersonnel engaged in the manufacturing and processing ofdrug products is not appropriate for the 
IOUUCS they perform. 

Specifically, the general gowning attire for entry into the ISO 5/ISO 7 classified areas allows operators to use 

safety glasses or some other type ofeyeglasses. On 5/12114 we observed one operator working in the ISO 5/ISO 7 


ICheanroo,m wearing reading glasses and the other wearing safety glasses that were not flush withR face. The 
general gowning requirements allowed exposed skin around the eyes and forehead ofthe person preparing the 
sterile drug product. On 5/12/ 14 your finn produced lot #s 6947-0 ofMorphine 25mg/25mL in 0.9% Sodiwn 

.n1n1noe (syringe), 6954-0 ofPromethazine 12.5mg/25mL in 0.9% Sodium Chloride (25mL bag), 6955-0 of 

Yrome1ma2~me 25rng added to 0.9% Sodium Chloride (50mL bag), 6953-0 ofOndansetron 16mg added to 0.90/o 

Sodium Chloride (50mL bag), 6951-0 ofNeostigmine 5mg/5mL (syringe), and 6948-0 ofNeostigmine SmgllOmL 

(syringe). 
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