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TI1is document lists observations made by the FDA representative(s) dming the inspection ofyour facility. They are inspectional 
observations, and do not represent a final Agency detemiination regarding your compliance. Ifyou have an objection regarding an 
observation, or have in1plemente-d, 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. Ifyou have any 
questions, please contact FDA at the phone number and address above. 

DURING AN INSPECTION OF YOUR FIRM WE OBSERVED:

OBSERVATION 1 
Laborato1y controls do not include the establishment of scientifically sound and appropriate test 
procedmes designed to assme that components in-process materials and drng products 4

(b) ( ) 
(b)(4) 

Specifically, 

. .

. . (b) (4) 

. .

(b) (4) 
-----used for manufacturing CPD lot

.

. .
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OBSERVATION 2 

Written procedures are not followed for the testing and approval of drng product containers. 

Specifically,

Your standard o eratino rocedure C 040-Bl03, "Final Product/Function Test", requires the blood 
baos to be for '1) On 5/18/2023 the (b) 

0 
<4> observed

dis la ed strui of the test was t _____ displa ed on the 
4 '1J at t e en o t 1e test was __ and did not reach during the blood bag

.... s ep_o __ yo .... ur est procedure for CPDA-1 lot# >
6 4

The (b) < for this test was recorded 
on the final release test fonn ( ) < > as and testing was detennined as passing (acceptable).

OBSERVATION 3

Failure to maintain a backup file of data entered into the computer or related system.

Specifically, 

.

OBSERVATION 4 

Records of the inspections of automatic, mechanical or electronic equipment, including computers or 
related systems are not maintained. 
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Specifically, 

(b) (4) 
Your manufacturing is maintained through_____________________system 

(b) (.J) . Quality Control unit does not have written procedures for frequency of auditing of backup data 
and does not have a validated method and amount of data they will retrieve and review to ensure that the 
integrity of the data is maintained. 

OBSERVATION 5 
Procedures designed to prevent microbiological contamination of drug products purpo1iing to be sterile 
are not established and fo llowed. 

Specifically, 

a) ____are used to prepare CPD, CPDA-1 and Optisol solutions. These (b) < > are ____ 
4

4

(b) < >batch; however, there is no testing/verification perfonned ensuring that your cleaning procedures 
were adequately perfo1med. 

b) (b) (.J)_________ 

tisol solutions coming from 
testing perfo1med to e---

OBSERVATION 6 
Each component is not added to the batch by one person and verified by a second person .. 

Specifically, 

Review of three batch records for CPDA-1 lot# ,_____manufactured on CPD/Optisol 
lot# 4(b) < > manufactured on 4(b) < > and CPD/Optisol lot#,_____manufactured on 

SEE REVERSE 
OF THIS PAGE 

EMPLOYEE(S) SIGNATURE 

Irina Gaberman, I nvestigat or 
Brandon L Mari ner, FDA Center Employee 

DATE ISSUED 

5/1 9/2023 

PAGE3of4PAGESFORM FDA ~83 (09/08) PREVIOUS BOffiON OBSOLEJE INSPECTIONAL OBSERVATIONS 



DEPARTMENT OF HEALTH AND HUMAJ"I SERVICES 
FOOD AND DRUG ADMINISTRATION 

DISTRICT ADDRESS ANO PHONE NUMBER 

10903 New Hampshi r e Ave, Bldg71, Rm 5054 
Silver Spri ng, MD 20993- 0002 
(2 40) 402 - 9160 
o r abioinspectionalcorrespondence@fda . hhs . gov 

OATE(S) OF INSPECTION 

5/15/2023- 5/19/2023 
FEJNUMBER 

3002808337 

NAME AND TITLE OF INDIVIDUAL TO WHOM REPORT ISSUED 

Makot o Hirabuki, Fact o r y Manager 
FIRM NAME 

FUJI NOMI YA FACTORY OF TERUMO CORP 
STREET ADDRESS 

818 , Mi sonodai r a 
CITY, STATE. ZIP CODE, COUITTRY 

Fu j inomiya , Shizuoka , 418- 000 4 Japan 
TYPE ESTABUSHMENT INSPECTED 

Manufact u r e r 

4 
r b) < ll found that there was no second person verification of addition of components perfo1med as 
documented in the film's manufachtring electronic system. 
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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." 




