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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 detemiination regarding your compliance. If you have an objection regarding an 
observation, or have in1plemented, or plan to implement, corrective action in response to an observation, you may discuss the objection or 
action with the FDA representative{s) during the inspection or submit this infonnation 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 FIRM I OBSERVED: 
OBSERVATION 1 
Equipment used in the collection and processing of blood and blood components is not standardized and 
calibrated on a regularly scheduled basis as prescribed in the SOP Manual. 

Specifically, 

1.On 6/2/2025, I observed employee fail to adequately perfo1m quality control checks 
on Hplasmapheresis machines per the fnm's SOP and the relevant operator 
manual entitled, Operator's Manual." Employer perfo1med weigh scale verification 
of the plasmapheresis machine using calibrated weights that required an 
additional container to hold the weights and test the weigh scale as stated in the operator's 
manual. While observing the employee alongside the fum's Quality Lead Tech, I observed 
employee did not press the "0" or "tare" button after applying the conta.iner and before 
testing the weights. The fnm's SOP-243892, Instrument Weigh 
Scale Verification" instr11cts in section 3. 7 to "touch the [tare] button to tare the weigh scale to 
zero." This requirement is con oborated by: the operator's manual, Operator 's Manual" 
in Chapter 3, section I~ which instructs 

2.On  6/4/2025, I perfo1med a record review of the "Verification Repmt )) for the 
plasma protein refractometer Employee fail to adequately perfo1m 

the daily quality contl'ol check on 5/4/2024. Dming this review, I discovered record, 



"Verification Report" of a plasma protein refractometeee
daily sennn protein reference control ven fication test out of range for an 

test. The manufacturer 's user guide entitled Plasma Protein Refractometer 
User's Guide" states that after a failed control verification test, the user is instructed to 
remove the instrument from service and contact a representative for further instruction. 
The quality control log shows that employee instead tested the refractometer contro1
time resulting in an "in range" level and verified the instrument for use. 
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The observations of objectionable conditions and practices listed on the front of this form
are reported:  

1. Pursuant to Section 704(b) of the Federal Food, Drug and Cosmetic Act, or  
2. To assist firms inspected in complying with the Acts and regulations enforced by the 

Food and Drug Administration.  

Section 704(b) of the Federal Food, Drug, and Cosmetic Act (21 USC 374(b)) provides:  

"Upon completion of any such inspection of a factory, warehouse, consulting
laboratory, or other establishment, and prior to leaving the premises, the officer or
employee making the inspection shall give to the owner, operator, or agent in charge a
report in writing setting forth any conditions or practices observed by him which, in his
judgment, indicate that any food, drug, device, or cosmetic in such establishment (1)
consists in whole or in part of any filthy, putrid, or decomposed substance, or (2) has
been prepared, packed, or held under insanitary conditions whereby it may have become 
contaminated with filth, or whereby it may have been rendered injurious to health. A copy 
of such report shall be sent promptly to the Secretary." 




