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FOOO AND DRUG AOMINtSTRA110N 

OffiCE AOORESS AND PtiONE NUMBER 
FDA 
4040 Nortb Cen~sway #300 
Dallas. TX 752{)f("1I4) 253·5200 
NAME AND Tffi.E Of INOMDI.IAL TO WHOM REPORT IS ISSUED 

DATE(S) OF INSPECTION 
9/+7; 10,12-13.17,19/07 

3000717703 

Sugar Land. TX 17 4 7 B--6141 
TYPE Of ESTABliSHMENT 
Sterile Drug Manufacturer 

OUR lNG OF YOUR FIRM WE 

T1lb cl«WDt.~~t lists obstn'a1i0118111*le by die YPA teptUtat.li-.tt 4nriog tire .iespeetioa ofy&IU" f&d.licy. ne, 11ft ~ obserVItiooS, nd do 
IIOC repruellt a OatJ A(e~tey llderulfuUoa repnllag yoor complilaee. ft'yoo. ~ u obj~tioo reganliac ID observaaoo, er ban implemmR<l, or 
plae to JmplaDtat r:oi"I'Ktlve acioo Ja fUJIOIIK to an obllcrvatioa, yoe aay disn!ls 1M objtdi.IHl or edioa wldl dae FDA rqnuencativta darillf: tht 
iflltpecdoo or IOillak tbia iafonaatlou to FDA at ftac Mdrdl abevc. If yoa bavt •o:r q!ICStivu, plcuc coablct l'DA at t\e pbolte oamlter and IHidrtM 
above. .. 

~~ ~·-

firm's sampling and testing plan for sterility and potency testing of manufactured lots of 
Ste!rue drug products does not provide assurance that statistical criteria and specifications are 

Based on your. finn's volume of production, your sampling of product is not representative 
the total Jots manufactured. 

I

which lots of manufactured, sterile drug products are 
tested for sterility and potency. 

firm manufactures approximately mDJ1111 units. or about [ti)IQJ lots of sterile products 
nually which are distributed nationally. 

•~nrnc:. examptes of recent shipments for drug products which were not tested for sterility or 
•nn,t!:l.r,,..v consist of the following: 

Cefazolin 2 Grams-100 ml5% Dextrose Injection _USP, lot #100723400051 , was 
manufactured on 8122107 (Expiration date: 9121/07) and shipped on 8/27/07 to 
consignees. 

Oxytocin 20 Un~ 1000ml 0.9% Sodium Chloride Injection USP, Jot 
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DEPARTMENT OF HEALTH AND HUMAN SERVl<;ES 
FOOO AND DRUG ~NISTRATION 

OISTR!CT OFFICE ADDRi:SS AND PHONE II(IJMSER 
FDA 

DA TE(S) OF ~SPECTION 
914-1; 10,12-l3,17,19107 

4040 N<mh Central Expressway #300 
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NAME AND TITLE OF INOMOIJAL TO WHOM REPORT IS ISSUED 

FE! NUMBER 
3000711703 

TO: Bruce W. Bagley. General Mana&er ; 
~~NAME --·--'""-----------...,..STREET~. -::-AOORE=·=ss-- -----------1 
Pharmedium Services LLC 12620 West Airport Blvd. #130 

I 

CITY. STATEA,NO ZIP CODE TYPE< Of ESTABllSHMEfiT IMSPECTED 
Sugar Land. TX 17478-6141 Sterile Drug Manut3cturer 

l 

#1 00723600016 , was manufactured on 8/24/07 (Expiration date: 10/8/07) and shipped to 
consignees on 8128/07. ~ 

i 
Magnesium Sulfate 500 ml 5% Dextrose, lot #1 00724000048, was 
manufactured on 8/28107 (Expiration date: 10/12ip7) and shipped to consignees on 
8/30107. . 

BSERVATION #2 

he firm's procedure for sanitizing supplies and equipment used to manufacture lots of sterile 
rug products does not proVide assurance that adequatf! sanitization with the secondary method 
f using is perfortned. l 

I 

! 
pecifically. review of SOP# CPS-31 0 entitled, "Sanitization of Vial Stoppers and Bag Injection 

Ports Including Preparation of Sanitization Solution" (lssOe date: 5/16/06) revealed that the SOP
id not include the foRowing: - ! 

 

: 

• The SOP addresses· the use of in1 conjunction with the current method of 
using steri~ as a sanitizing ageht on the injection ports of recipient 
bags. However, the SOP does not address the su'itability of the time of exposure for the 

for the destruction of spo~e forming mold and bacteria. Between 
6/06 and the .present, the firm's environmental mdnitoring program for viable particulates 
in the Class 100 laminar Flow Hoods revealed inlat least 10 different cases where 
settling and/or contact plates were contaminated Mth Bacillus spp. or mold during 
production. : 

a 
• 

! 
i 

• The SOP does not include an evaluation of the effectiveness of the~ [GIIJ] 
which is used to sa~on ports of up ~bags.

established that the~ at the end of the 
swabbing process are equivalent to the start of the process with less organic matter 
present in the (b) (4) (b) (4) I 

 

I 

BSERVATION #3 I 
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DEPARTMENT OF HEALTH AND n_vp-n 
FOOD AND DRUG AmltiNI:STRATI<lN 

OtSTRICT OFFICE AOORES$ANO PHONE NUMBER 
FDA 
4040 North Umtral Expressway #300 
Dallas, TX 15205 {214) 253~5200 

OF INDMOUAL TO WHOM REPORT IS ISSUED 

ADDRESS 
West Ailport Blvd. #130 

firm's disinfectant effectiveness studies do not include microbial challenge (microbial 
studies to demonstrate that~ and WJJIJ] 

II 
are effective sanitizing agents in the 

lint.or-..,r of the Laminar Flow Hoods (Class 100) used in the production of sterile, drug 

IMe·twt=~en 1/06 and the present, the firm's environmental program for viable particulates in the 
• ..., .. ,..,., 1 00 Laminar Flow Hoods revealed that settling plates and/or contact plates were 

with bacteria or mold on at least 80 different occasions (i.e. Bacillus spp., 
spp. mold, and yeast). 

firm does not conduct on-going stability studies for any finished drug products which are 
and distributed to provide assurance that the established expiry dates of 15 days, 

days, and 45 days remain valid. Some examples are included under observation #1. 
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dditionally. contracts prepared by PharMEDium for providing services to hospital customers 
ntain a statement reading, "Stability: PharMEOium will provide the most current and extended 

tability which is commerciaUy reasonable for services, consistent with requirements of the US 
Food and Drug Admihistration C'FOA")." 

BSERVATION #6 

he firm's procedures do not include requirements for analytical testing of incoming, 
mmercially available drug products which are used in the production of sterile, finished drug 

roducts distributed to consignees. The firm receives the following products which are used in 
e production of finished drug products: 

• ~ Sulfate for Injection USP ill (Vendor: (b) ( 4) 

~) 

• Cefazolin for Injection USP (Mfd. By (b) ( 4) 

• Oxytocin for Injection USP (Vendor: (b) ( 4) 

) 

• Sterile Vancomycin for Injection USP (Vendor (b) (4) I 

BSERVATION #7 

he firm does not maintain reserve samples for any sterile drug products manufactured and 
istributed. 

Review of product complaints for the period between 1/06 and the present revealed at least 10 
mplaints for Oxytocin products involved lack of therapeutic response. In each case, there were 
retention samples available for evaluation and/or analysis during the firm's investigation. The 

mplaints consist of the following (See table on following page): 
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