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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
Lethbridge Plasma Donor Centre
2022-10-31 to 2022-11-03

The following are the actions undertaken by Canadian Blood Services in response to the
observations contained in the Health Canada Exit Notice dated 2022-11-18.

Section 95 - Operating Procedures

1.

Contrary to WI 01 010, Evaluate Donor Centre Locations, Revision Number 9.1, The
Donor Centre Evaluation Checklist for the initial inspection conducted on 2020-11-
04 was marked off as the site being accepted, even though one of the mandatory
donor centre requirements was unacceptable. For example, for “fire exits and fire
extinguishers clearly identified' a 'NO' was indicated, yet the supervisory
acceptance review and managerial final review indicated that the site was accepted.
Note that a re-evaluation was completed on 2020-11-18 which indicated that
extinguishers were installed at the centre.

As noted in the observation, a re-evaluation was successfully completed on 2020-11-18,
prior to the opening of this site on 2020-12-22.

As of 2021-09-13, WI 01 010 Evaluation Donor Centre Locations was revised and retitled
to Evaluate Mobile Donor Centre Locations as site evaluations are no longer applicable for
permanent sites and only applicable to mobile sites.

Section 117 - Records

2.

The following were observed during record review:
i) The review of the Premises Monthly Inspection indicated the following:
a) The inspection record for 03/2022 was not available.
b) Not all inspections were reviewed (e.g., 06/2022, 08/2022 and 09/2022).
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