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ABMT-GEN-019 FRM2
Package Insert Review Log FRM2

(To be completed by Receiver)

Complete all the information b

elow when receiving inventory

Field

Requirements

Completed by Apheresis Nurse

Supply/Reagent

Record Supply/Reagent

Manufacturer

Record Manufacturer of Supply/Reagent

Date Received

Record receipt date of supply and package
insert.

Version Date/Number

Record version date and/or number of
package insert (PI).

Version Date/Number Change?
Yes or No

Check v Yes if PI is new, or version date
and/or number have changed. Check v/
No if no change in PI.

Apheresis Coordinator/designee Notified?
N/A or Yes

Check v" N/A if no change in PI. If PI is
new, or it has changed, notify Supervisor,
check v* Yes and hold supply in
quarantine.

Initials/ Date

Record initials and date.

Completed by Apheresis Coordinator/Designee

Procedure Change/Training Required?
Yes or No

Check v" Yes or No as applicable, if
procedure change and/or training are
required.

Change Control Request Number

Record Change Control Request (CCR)
Number. Check v N/A if CCR is not
required.

Changes Implemented?

Check v* Yes once change is implemented

N/A or Yes and applicable training is initiated. Check
v N/A if change is not required.
Initials/ Date Record initials and date after completion
of PI review.
Completed by CQP
Initials/Date Responsible Clinical Quality Program

(CQP) personnel record initials and dates
after Apheresis Coordinator/designee
confirms required change and/or training
are implemented.

ABMT-GEN-019 FRM2 Package Insert Review Log Instructions

ABMT, DUMC
Durham, NC
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