1. Regulations Amending the Food and Drug Regulations and the
Medical Devices Regulations (Post-market Surveillance of Medical
Devices): SOR/2020-262

Description of content:

The proposed regulations will modify the Medical Device Regulations (MDR)
and the Food and Drug Regulations (FDR) in order to operationalize provisions
in the 2014 Protecting Canadians from Unsafe Drugs Act, as well as to add
certain post-market surveillance provisions for medical devices. The provisions
that are being proposed to be added to the MDR include:

a) allowing the Minister of Health (the Minister) the power to compel an
assessment of a marketed medical device;

b) allowing the Minister the power to compel additional tests and studies
regarding a marketed medical device;

) requiring product authorization holders to provide information about foreign
risk actions for their products;

d) requiring medical device manufacturers to prepare annual summary reports;
and

e) providing the Minister with the power to request that medical device
manufacturers provide an analysis of the safety and effectiveness of their products
for the purpose of conducting a post-market safety assessment.

Minor amendments will be made to the FDR to support the changes to the
Medical Device Regulations.

Objective and rationale:

The proposed regulatory amendments are intended to enable Health Canada to
regulate medical devices more efficiently and effectively, based on a life cycle
approach. The regulatory amendments are necessary to specify how and when the
Minister may exercise key provisions from Vanessa's Law such as the power to

order an assessment or tests and studies. These are important tools for Health



Canada to be able to effectively monitor medical devices once on the market and
to act in a timely manner upon important post-market safety information.
Relevant documents:
» Food and Drugs Act
https://laws-lois.justice.gc.ca/eng/acts/F-27/ (English)
https://laws-lois.justice.gc.ca/fra/lois/F-27/ (French)

» Medical Devices Regulations
https://laws-lois.justice.gc.ca/eng/requlations/sor-98-282/ (English)
https://laws-lois.justice.gc.ca/fra/reglements/DORS-98-282/ (French)

» Food and Drugs Regulations

https://laws.justice.gc.ca/eng/requlations/c.r.c.,_c._870/index.html
(English)

https://laws.justice.gc.ca/fra/reglements/C.R.C.%2C ch._870/index.html
(French)

Coming into Force

23 (1) Subject to subsection (2), these Regulations come into force on the day
that, in the sixth month after the month in which they are published in the Canada
Gazette, Part 11, has the same calendar number as the day on which they are
published or, if that sixth month has no day with that number, the last day of that
sixth month.

(2) The heading before section 61.4 and sections 61.4, 61.5 and 61.6 of

the Medical Devices Regulations, as enacted by section 16 of these Regulations,
come into force on the first anniversary of the day on which these Regulations are

published in the Canada Gazette, Part IlI.


https://laws-lois.justice.gc.ca/eng/acts/F-27/
https://laws-lois.justice.gc.ca/fra/lois/F-27/
https://laws-lois.justice.gc.ca/eng/regulations/sor-98-282/
https://laws-lois.justice.gc.ca/fra/reglements/DORS-98-282/
https://laws.justice.gc.ca/eng/regulations/c.r.c.,_c._870/index.html
https://laws.justice.gc.ca/fra/reglements/C.R.C.%2C_ch._870/index.html

Ban dich tham khao
1. Quy dinh sira d6i Quy dinh ddi véi Thue pham va Duoc phim va Quy
dinh vé Thiét bi Y té (Giam sat hau kiém thiét bi Y té): SOR/2020-262

M6 ta néi dung:

Cac quy dinh dugc dé xuat s& sira d6i Quy dinh vé thiét bj y té (MDR) va
Quy dinh vé thuc phém va duoc phrflm (FDR) dé van hanh cac diéu khoan trong
Pao luat bao vé nguoi Canada khoi thude khong an toan nam 2014, cling nhu bo
sung mot sé diéu khoan giam sat sau thi truong ddi véi thiét bi y té. Cac diéu
khoan dang dugc dé xuit bd sung vao MDR bao gom:

a) cho phép Bo truong Bo Y té (Bo truong) cO quyén bat budc danh gia
mot trang thiét bi y té luu hanh trén thi truong;

b) cho phép Bo trudng c6 quyén bit budc cac thir nghiém va nghién ctru bd
sung lién quan dén mot thiét bi y té duoc ban trén thi truong;

¢) yéu cau chi s hiru iy quyén san pham cung cap thong tin vé cic hanh
dong ruio & nudce ngoai ddi véi san pham cia ho;

d) yéu cau cac nha san xuat thiét bi y t& chuin bi bao céo tong két hang
nam; va

e) cung cap cho B truong quyén yéu cau cac nha san xuit trang thiét bi y
té cung cAp ban phén tich vé tinh an toan va hiéu qua cta cac san pham cia ho
nham muc dich thuc hién danh gia an toan sau khi dua ra thi truong.

Céc stra doi nho s& dugc thyuc hién d6i véi FDR dé hd tro nhiing thay doi
d6i voi Quy dinh vé Thiét bi Y té.

Muc tiéu va co s¢ ly luan:

Cac stra d6i quy dinh duoc dé xuat nham cho phép B Y té Canada diéu
chinh cac thiét bi y té tién dung va hi€u qua hon, dua trén cach tiép can vong doi.
Céc sira d6i quy dinh 14 can thiét dé chi rd cach thire va thoi diém Bo truong co
thé thuc hién cac quy dinh chinh trong Ludt Vanessa nhu quyén ra 1énh danh gia

hodc kiém tra va nghién ctu. Pay 1a nhiing cong cu quan trong dé Bo Y té
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Canada c6 thé giam sat hiéu qua cac thiét bi y té ngay khi c6 mit trén thi trudng
va hanh dong kip thoi khi ¢ théng tin quan trong vé an toan sau thi trudng.
Cac tai li€u lién quan:
* Luat Thuc phém va Duorc phém
https://laws-lois.justice.gc.ca/eng/acts/F-27/ (Tiéng Anh)
https://laws-lois.justice.gc.ca/fra/lois/F-27/ (Tiéng Phap)
« Quy dinh vé thiét bj Y té
https://laws-lois.justice.gc.ca/eng/requlations/sor-98-282/ (Tiéng Anh)
https://laws-lois.justice.gc.ca/fra/reglements/DORS-98-282/ (Tiéng Phap)

« Quy dinh vé Thuc pham va Dugc pham
https://laws.justice.gc.ca/eng/regulations/c.r.c.,_c. 870/index.html (Tiéng
Anh)
https://laws.justice.gc.ca/fra/reglements/C.R.C.%2C ch._870/index.html
(Tiéng Phap)

Co hiéu luc

23 (1) Theo tiéu muc (2), cac Quy dinh nay c6 hiéu luc vao ngay, v ciia thang thir
sau sau thang ma ching dugc xuat ban trén Cong bao Canada, Phan II, ¢6 cung sd
lich v6i ngay trén ma chung duoc xuat ban hodc, néu thang thtr sau d6 khong co
ngay nao cé sd do, thi ngay cudi cing cua thang thir sau do.

(2) Tiéu dé trude muc 61.4 va cac muc 61.4, 61.5 va 61.6 caa Quy dinh vé thiét bi
y té, nhu duoc ban hanh boi muc 16 ctia Quy dinh nay, c6 hiéu luc vao ngay ky

niém dau tién ngay Quy dinh nay duoc cong b trén Cong bao Canada, Phan II.
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