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CBS Control #: CBS6700
HPFB File #: C1892-100390
REF: H-2223-BRP-R

Kevin Donato

Regulatory Compliance & Enforcement Specialist
Biological Product Compliance Program
Regulatory Operations and Enforcement Branch
Health Canada

180 Queen Street West, 10th Floor

Toronto, ON M5V 3L7

Dear Kevin:

Re: Responses to Health Canada Inspection of Registered Activities
at Brampton Operations
2022-11-21 to 2022-12-02

The following are the actions undertaken by Canadian Blood Services in response to the
observations contained in the Health Canada Exit Notice dated 2022-12-22.

Section 117 — Records

1.

Records were not always accurate, complete, legible, indelible and/or readily
retrievable. For example,

a. The Haemonetics Cell Processor ACP-215 Maintenance Records (Form
1000105514) and associated sterile docker, Compodock Maintenance Log - Daily &
Weekly Forms (Form 1000103296) were not consistently completed for the daily and
weekly maintenance activities for the months of March and April 2022 as follows:

i. For ACP-215 units R000002372, R000002373 and R000002374, the March 2022
maintenance records were missing the March 1 daily maintenance checks and the
weekly "Grease ‘O’ ring" step was not checked off as completed during the weekly
maintenance checks for "week 1" of the month.

ii. For ACP-215 unit R000002373, the April 2022 maintenance record was missing
the employee's initials that conducted the "week 2" and "week 3" (weekly)
maintenance steps and the "Reviewed by" section for the record was left blank.

iii. For ACP-215 R000002372, the April 2022 maintenance record was missing the
date the week 1 maintenance steps were conducted, as well as the date the record
review was conducted.

iv. For Compodocks R00002329 and R000002337, the March 2022 maintenance
records were missing the March 1 daily maintenance checks and the records also
did not indicate that a weekly maintenance check was performed for the first week
of the month.

v. For Compodock R000002337, two weekly maintenance checks were recorded for
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