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DOCUMENT LISTS OBSERVATIONS MAa: BY T-HE FDA REPRESENTATIVE($) DURING THE INSPECTION OF YOUR FACILITY. THEY ARE INSPECTIONAL 
noc,ccntAftONS; AND DO NOT REPRESENT A FINAl AGENCY DETERMINATION R EGARDING YOUR COMPLIANCE. IF YOU HAVE AN OBJECTION REGARDING AN 

OR HAVE IMPLEMENTED. OR PLAN TO IMPLEMENT CORRECTIVE ACTION IN RESPONSE TO AN OBSERVATION, YOU MAY DISCUSS THE 
OR ACTION WI TH THE FDA REPRESENTATIVE(S) DURING THE INSPECTION OR SUBMIT THIS INFORMATION TO FDA AT THE ADDRESS ABOVE. IF 

HAVE ANY QUESTIONS, PLEASE CONTACT FDA AT THE PHONE NUMBER AND ADDRESS ABOVE . 

. Review ofcomplaints for the period between 3/2010.and the present revealed that your finn had received 
1mately ll complaints for various Compounded Sterile Preparations (CSP's) containing Heparin related to 

subpotency and/or lack of therapeutic effect. 

In some instances, the complaint investigation included a copy ofa certificate ofanalysis issued by the contract 
laboratory responsible for relevantpotency• testing associated with each CSP. The.certificate ofanalysis, in each 
case, documented that the contractlaboratmyhad conducted a potency test for Heparin using an (b) (4) . In 
each case, the certificate ofanalysis indicated that the lot passed testing for potency. 

However, your firm lacked data. to demonstrate that the. (b) (4) used by your contract laboratory meets 
or exceeds the requirement in:the official compendium {e.g. Factor lla testing). · 

Some examples of the complaints in question consist of the following: 

A. A complaint dated ll/8/2010 which documented a Jack of therapeutic effect for the CSP, "Heparin 25,000 
Units added to 0.4'5% Sodium Chloride Injection (100 units/ml), lot# l 0 I 029800022 

B. A complaint dated 717/20 I 0 which documented that the CSP, "Heparin 25,000 Units added to 5% Dextrose 
Injection USP (50 units/ml) 500ml Bag", lot# I0 I 018200053 was subpotent. 

C. A complaint dated 5/17/2010 which documented a lack of therapeutic effect associated with the CSP, "Heparin 
25,000 Units added to 5% Dextrose Injection (50 unitslml), lot #101007800068. 

2. Your firm does not maintain an approved master compounding record which documents the concentration range 
detennination for compounded heparin service admixtures. 
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There is no documentation to indicate that this calculation is part of 
an approved release specification which is used in the calculation of potency. 

. SOP #CPS-707 entitled, "Microbiological and Environmental Testing" (Effective date: 6/16/1 0) documents, in 
·that -a MiCrobiological Action will be issued for any microbial excursion in the Class 100 hood which 

· le>ccec~<ls the action limit . Review ofyour "ID Tracking Log" for the Sugar 
site for 2010 revealed contamination in Hood 717/10, which was 3 CFU. There 

was no documentation that a Microbiological Action report had been issued or that an appropriate investigation 
had been conducted. 
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