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REF: H-2324-BRMPDC

Supriya Rave

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 Supriya:

Re: Responses to Health Canada Inspection of Licensed Activities at
Brampton Plasma Donor Centre
2023-10-23 to 2023-10-27

The following are the actions undertaken by Canadian Blood Services in response to the
observations contained in the Health Canada Exit Notice dated 2023-11-16.

Section 39 - Donor Suitability Assessment

1. For donation C070923302376006, clinic date May 23, 2023 (clinic PT001), the following
were observed:
a) The Technical Questionnaire — Phlebotomy stated ‘<=25 mL — No deferral’ for
question 7B (‘RBC Loss’). However, as per WI 01275, Collect Product — Plasma
Program (Revision 4), because this donation was a routine non-saline procedure and
a red blood cell loss of 26-50 mL, a 2 week deferral (P014) was required. This donor
was not deferred for 2 weeks.

It is acknowledged that up to the time of inspection, this donor had only made one
donation.

It was confirmed following the inspection that the unit in question was part of Dev-23-007954
that was initiated on 2023-09-20 for missed deferrals identified prior to the inspection at
Brampton Plasma Donor Centre. The corrective action included the review of WI-01275
Collect Product — Plasma Program with staff prior to the closure of the deviation on
2023-10-04.

Following the inspection, a huddle note outlining the steps to be followed in WI-01275

Collect Product - Plasma Program regarding calculating red blood cell loss was read and
signed by all staff. This was completed by 2023-11-20.
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