‘cps COLLEGE OF DIAGNOSTIC ACCREDITATION PROGRAM

PHYSICIANS
HNE SURRESNS T 604-733-7758 300-669 Howe Street

Bc OF BRITISH TF 1-800-461-3008 Vancouver BC V6C OB
COLUMBIA F 604-733-3503 Canada

POLICY

New Diagnostic Technology

Purpose

This policy addresses how to introduce new diagnostic technology to DAP-accredited
facilities.

Policy

The DAP Committee has directed that prior to use in a diagnostic facility, any new technology
must first:

¢ have a Health Canada licence,

e be referred to the Advisory Committee on Diagnostic Facilities (ACDF) for information
and decision, as applicable,

e be referred to the Medical Services Commission (MSC) for information, as applicable,
e have demonstrated clinical safety and efficacy by either:

o a health technology assessment (i.e. BC Health Technology Assessment (HTA),
Canada’s Drug Agency (CDA, formerly known as CADTH), National Institute for
Health and Care Excellence (NICE), or other) (for all DAP programs), or

o being accepted for use following assessment by the Test Review Committee
(for laboratory medicine program only), or

o being approved for use in a health authority (for all DAP programs), and

be granted approval by the DAP Committee.

Note: It is the direction of the DAP Committee that any new technology must have strong
evidence of clinical safety and efficacy, in addition to a Health Canada licence. This is in part
due to the limitations of the Health Canada medical device regulation process. The Canadian
Medical Devices Regulations utilizes a risk-based approach to regulating products within its
scope. This approach reviews evidence of safety and effectiveness proportional to the risk of
the device, which is determined by applying the Classification Rules for Medical Devices.
Many diagnostic technologies are lower risk (class Il) and moderate (class lll) medical devices.
For lower risk devices (class Il), the manufacturer must make a declaration that they have the
necessary evidence to support the safety and effectiveness of the medical device, but this is
not necessarily reviewed by Health Canada, unless there is a specific cause to do so. For
moderate and high-risk medical devices (class Ill/1V), Health Canada reviews evidence of
safety and effectiveness, including the clinical effectiveness of new technologies.
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Note: If there is any uncertainty about whether a new diagnostic system or equipment would
be considered “new technology” by DAP criteria, contact dap@cpsbc.ca for clarification.

Definitions

DAP Diagnostic Accreditation Program

new technology Any diagnostic equipment or system that is not presently
approved by the DAP.

Responsibility

Medical director .
[ ]
DAP Committee )
[ ]

Contact

Ensure new technology has approval for use in their
facility

Ensure appropriate federal and provincial legislation is
met
Periodic review of policy

Review of new technology applications prior to use in
non-hospital facilities

DAP accredited facilities must contact the DAP at dap@cpsbc.ca to request use of new

technology.
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