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THIS DOCUMENT LISTS OBSERVATIONS MADE BY THE FDA REPRESENTATIVE(S) DURING THE INSPECTION OF YOUR FACILITY. THEY ARE INSPECTIONAL 
OBSERVATIONS; AND DO NOT REPRESENT A FINAL AGENCY DETERMINATION REGARDING YOUR COMPLIANCE. IF YOU HAVE AN OBJECTION REGARDING AN 
OBSERVATION, OR HAVE IMPLEMENTED, OR PU.N TO IMPLEMENT CORRECTIVE ACTION IN RESPONSE TO AN OBSERVATION, YOU MAY DISCUSS Tl-IE 
OBJECTION OR ACTION \NITH THE FDA REPRESENTATIVE{$) 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 ANO ADDRESS ABOVE. 

DURING AN INSPECTION OF YOUR FIR~) OBSERVED: 

OBSERVATION l 

Compounding with AP!s that have not been verified to assure that they do not contribute endotoxin contamination 
that may be objectionable given the product's intended use. 

Specifically, the Certificate of Analysis for the APis that the firm uses do not document if endotoxin tests have 
been performed and the firm has not performed any endotoxin testing on APis or finished sterile drug products 
wnich are for intrathecal administration. 

OBSERVATION 2 

Failul'e to conduct media fill studies that closely simulate aseptic processing operations under the worst-case, 
most-challenging and stressful conditions. 

Specifically, the firm compounds TPN products which involves several timely aseptic manipulation steps. The 
current media fills are performed only with a few aseptic manipulation steps. 
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OBSERVATION 3 
Pressure differentiaJs are not monitored in areas where aseptic processing occurs. 

Specifically, 

A) Pressure differentials between areas with different air classifications (ISO 6 cleanroom and ISO 7 anteroom) 
are not routinely monitored/documented prior or during sterile drug production. A review of the firm 's 
compounding records noted that the firm does not routinely document pressure clifferentials. 

B) Pressure differentials are measured with wall-mounted manometers which are not visible from within the 
cleanroom. For example, I observed the firm performing sterile compounding on 03/05/2020 and 1 observed that 
the differential pressure gauge readings between the cleanroom and the anteroom wen~ not within acceptable 
ranges. The cleanroom reading was .015 and the anteroom reading was .025. The firm was processing patient 
specific sterile drug products which included Morphine Sulfate 7.5 mg/ml and Morphine Sulfate 12 mg/mJ both 
with a BUD of 03/05/2020 and for intrathecal administration. 

OBSERVATION 4 
Procedures designed to prevent insanitary conditions are not established or followed. 

Specifically, on 03/05/2020, I observed non-sealed air gaps around the light fixtures in the firm's anteroom and 
cleanroom. The firm was processing patient specific sterile drug products which included Morphine Sulfate 7.5 
mg/ml and Morphine Sulfate 12 mg/ml both with a BUD of 03/05/2020 and for intrathecal administration. 

OBSERVATION 5 
Disinfecting agents used in the ISO 5 classified aseptic processing areas were not sterile. 

Specifically, the disinfectant C(b) (4) J) 
'-'-..:.....:......:...---· 

used by the firm is non-sterile. 
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