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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 subrit 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 storage and distribution of blood and blood components is not observed, 
standardized and calibrated on a regularly scheduled basis as prescribed in the SOP Manual. 

Specifically, 

A. The dose mapping of the inadiator was not perfo1med in 
accordance with SOP #TS 9.901 PR, "lITadiating Blood Products," and the manufacturer's mstmct10ns. 
For example, according to the dosimetry records, dose mapping of the RS 3400 inadiator was perfo1med 

Over months had lapsed between and 
. Over ad lapsed between and[  Additionally, records 

indicating that ( b) ( 4 ) dose mapping of the RS 3400 inadiator had been perfo1med since 
~15) (4~ were requested but coulct not be provided by your establishment. 

B. [REPEAT] The qualification of coolers used to transpo1t red blood cells and plasma was not 
perfo1med and/or documented annually (eve1y 12 months) in accordance with Standard Operating 
Procedures, "Transfusion Services Blood Transpo1t Cooler Validation Plan," Versions 2024 and I July 
2020. According to the procedures, "Each cooler is to be validated at least annually. If there are any 
noticeable fa ilures in the cooler or lid, it is to be removed from service and discarded." Examples of 
qualification that was not perfo1med and/or documented annually are provided per the table below: 



Cooler 2022 
Qualification 

2023 
Oualification 

~024 
Qualification 

1 2/16-17122 *Failed to provide 
records 

11/23/24-1213124 

2 2/16-17122 *Failed to provide
records 

11/23/24-1213124 

3 2/16-17122 *Failed to provide
records 

11/23/24-1213124 

4 2/16-17122 4114/23 
(new cooler) 

11/23/24-1213124 
*Perfo1med 
~pproximately 19 
months later 

5 2/16-17122 4114/23 
(new cooler) 

11/23/24-1213124 
*Perfo1med 
~pproximately 19 
months later 

6 2/16-17122 *Failed to provide 
records 

11/23/24-1213124 

7 NIA 4114/23 
(new cooler) 

11/23/24-1213124 
*Perfo1med 
~pproximately 19 
months later 

8 NIA 4114/23 
(new cooler) 

11/23/24-1213124 
*Perfo1med 
~pproximately 19 
months later 



OBSERVATION 2 
Records including signature by the physician requesting the procedure are not maintained of all 
emergency transfusions. 

Specifically, 

2023-2025 Emergency release of blood product records were reviewed. The records did not include the 
signature of the physician requesting the emergency release of blood products as required by SOP #TS 
5.001, "PR Emergency Release- Massive Transfusion". 

Examples included the following: 

1. The manual emergency release of blood product fo1ms for patient dated 2/24/25, did 
not include the signature of the physician requesting red blood cells for emergency release. Electronic 
emergency release records provided included the signature of a instead 
of a requesting physician. 

2. The manual emergency release of blood product fo1ms dated 3/3/23 for patle• nq , 
includedthesignatureof a instead of a requesting 
physician. 

OBSERVATION 3 
Written standard operating procedures including all steps to be followed in the processing, storage and 
distribution of blood and blood components for allogeneic transfusion and autologous transfusion were 
not always maintained. 



Specifically, 

A. The dose mapping of the RS 3400 inadiator must be perfo1med in 
accordance with SOP #TS 9.901 PR, "lITadiating Blood Products," and the manufacturer 's instructions. 
However SOP #TS 1.118 PR "lITadiator Machine Maintenance SOP," stated 

B. [REPEAT] Part of the procedural steps for the qualification of coolers were omitted or not clearly 
stated. The procedures under the "Transfusion Services Blood Transport Cooler Validation Plan," 
version 2024 and 1 July 2020 stated: 

The procedures above did not state what should be done with . This discrepancy 
applied to the qualification of coolers with the instructions for 

ualification of coolers with units s 
units," instea mits" . 
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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." 




