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PBMT-EQUIP-003 FRM2
PACKAGE INSERT REVIEW LOG

Supply/Reagent: Manufacturer:

Completed by Apheresis Nurse

Date
Received

Version

Date/
Number

Version

Date/Number

Change?

Yes No

Supervisor
Notified

N/A Yes

Initials/
Date

Completed by Supervisor

Procedure

Change/
Training

Required?

Yes No

Change
Control

Request
Number

aN/A

aN/A

aN/A

DN/A

aN/A

aN/A

nN/A

a N/A

Changes
Implemented

N/A Yes

Initials/
Date

Completed
byQA

Initials/
Date
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PBMT-EQUIP-003 FRM2
PACKAGE INSERT REVIEW LOG

Note: All package inserts must be reviewed upon receipt and recorded on this log.
Prepare one form per supply. Package inserts will be filed in the Supply Notebook.

Field ts

Completed by Apheresis Nurse
Date Received
Version Date/Number

Version Date/Number Change?
Yes or No

Supervisor Notified
N/A or Yes

Initials/ Date

Receipt date of supply and package insert.
Record version date and/or number of

package insert.
Check -^ Yes if package insert is new, or
version date and/or number have changed.
Check ̂  No if no change in package
insert.

Check ̂  N/A if no change in package
insert. If package insert is new, or it has
changed, notify Supervisor, check ̂  Yes
and hold supply in quarantine.
Record initials and date.

Completed by Supervisor
Procedure Change/Training Required?
Yes or No

Change Control Request Number

Changes Implemented
N/A or Yes

Initials/ Date

Check ̂  Yes or No as applicable, if
procedure change and/or training are
requu-ed.
Record Change Control Request (CCR)
Number. Check ̂  N/A ifCCR is not
required.
Check ̂  Yes once change is implemented
and applicable training is initiated. Check
^ N/A if change is not required.
Record initials and date after completion
of PI review.

Completed by QA
Initials/Date Responsible QA personnel record initials

and dates after Supervisor confimis
required change and/or training are
implemented.
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Quality
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Bing Shen (BS76)

Document Release

Title I Date

21 Mar 2019, 04:17:19 PM
' Meaning/Reason

Approved
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Betsy Jordan (BJ42)

i Date
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Approved
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