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NORTH AMERICA — CANADA

Duties arising from consumer product-related incidents:
Health Canada publishes industry guide on
reporting requirements
INTRODUCTION

Section 14 of the Canada Consumer Product Safety
Act (the "Act") imposes mandatory reporting
requirements on manufacturers, importers and sellers
of consumer products in respect of any health or safety
"incident" involving those products. Health Canada has
recently published helpful guidance on what members
of the consumer product industry are required to do in
the event of a product-related incident, and when and
how such steps must be taken. The "Industry Guide on
Mandatory Reporting under the Canada Consumer
Product Safety Act— Section 14 'Duties in the Event of
an Incident- (the "Guide") was issued in July 2015.

DEFINITIONS AND REPORTING REQUIREMENTS

Who must report an "incident"?

The Guide clarifies that the reporting requirements
imposed by section 14 of the Act apply to
manufacturers, importers, sellers or distributors'
of consumer products. The Guide describes each
of these members of the supply chain as part
of "industry".2

What is an "incident"?

An "incident" is defined in section 14(1) of the Act as

• an occurrence in Canada or elsewhere

• a defect or characteristic

• incorrect, insufficient or missing labels or
instructions, any of which resulted or may
reasonably be or have been expected to result in
death or a serious adverse effect on health
including a serious injury or

• a recall or other measure that is initiated in Canada
or elsewhere for human health or safety reasons.

The Guide distinguishes "events" from "incidents".
When industry learns, from whatever source, about
something that has happened with its consumer
product, that is an "event". It is industry's responsibility
to determine whether a given event is a reportable
"incident". To that end, industry must consider whether
the event meets one of the four criteria set out above.

2

The Act defines "sell" to include "distribute" (section 2), but distributors are
not mentioned in section 14.

"Industry" appears to be used as convenient shorthand in the Guide; it is a
term that is not used or defined in the Act itself.

For each of the first three criteria, even if there has
been no death or serious injury or other serious
adverse effect on health, industry must consider
whether there is a reasonable possibility that the
occurrence, defect, characteristic or lack of appropriate
information will cause death or serious adverse effects
on health. Any potential hazard must be considered
from the perspective of the consumer. The Guide
provides examples of where an event might be a
reportable incident.

What is a "serious adverse effect on health"?

It is industry's responsibility to determine whether an
actual or potential adverse effect on health is "serious".
The Guide describes a serious health impact as
including a harmful effect that brings about a change to
health, whether permanent or temporary, and lists
some examples such as impediments to breathing,
external or internal physical harm, poisoning, allergic
reactions, loss of consciousness, convulsions, and loss
of faculties such as sight or hearing. Whether a
particular injury (actual or avoided) is serious may
depend on factors such as the age of the person and
the part of the body that has been (or may reasonably
be expected to be) injured.

While Health Canada expects industry to report on any
death or serious injury related to a consumer product,
where the death or injury resulted from illegal use of a
product or voluntary self-harm, industry may decide,
within reason, that this is not an "incident" within the
meaning of the Act. However, the Guide notes that
industry must have a strong case for deciding not to
report an incident. Not reporting an incident is an
offence that carries significant penalties.

When is one "aware" of an incident?

Sections 14(2) and (3) of the Act set deadlines within
which certain actors in the supply chain must provide
information and/or formal reports on incidents related
to their consumer products. In each case, the clock
starts running on the day on which the supply chain
member becomes "aware of the incident". The Guide
confirms that "awareness" does not require certainty
about all aspects of an event, and suggests that events
should be reported as incidents on a precautionary
basis. Industry can update Health Canada if it
subsequently determines that a reported event was
not, in fact, an incident. But the determination by
industry that an incident has occurred establishes
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awareness, which in turn triggers industry's reporting
obligations.

Who must report what to whom, and by what
means?

Section 14(2) of the Act requires that manufacturers,
importers and sellers provide Health Canada
(and, if applicable, the person who supplied them with
the product) with all available information regarding
any incident relating to their product, within two days
after the day they become aware of the incident.
Section 14(3) requires that manufacturers (or if the
manufacturer carries on business outside Canada,
importers) also provide Health Canada with a detailed
written report containing specified information
(summarised in the Guide), including any
corrective measures that they propose should be
taken, within 10 days after the day they become aware
of the incident.3 The Guide recognises that an actor in
the supply chain may have more than one role,
and clarifies that in such a case the actor is expected
to report only at the highest level of trade.
For example, a person who is both manufacturer
and seller will report only as a manufacturer
(which requires the submission of a section 14(3)
report, a burden that does not fall on a seller).

The Guide provides details (including charts)
concerning the process and timing for submitting
section 14(2) and 14(3) reports and the nature of the
information that should be included. It strongly
encourages the use of Health Canada's online incident
report forms, although reports can also be submitted
by email or regular mail.4

Health Canada also welcomes reports on events that
industry has decided are not incidents. In such cases,
the report should clearly state reasons why the event
is not considered to be an incident.

3

4

Or within a period specified by Health Canada by written notice in a given
case where a manufacturer or importer has requested, and been granted,
an extension.

Submission by courier is strongly discouraged, on the basis that there
may be no departmental representative available to receive the report —
doubtless a wise caveat in the circumstances.

=

What information provided by industry can be
disclosed to others by Health Canada?

Personal information

Under section 15 of the Act, Health Canada may
disclose personal information (PI), without the consent
of the individual to whom the PI relates. This applies
provided that the disclosure is (i) made only to a
person or government carrying out functions relating to
the protection of human health or safety and
(ii) necessary to identify or address a serious danger to
human health or safety.

The Guide notes that Health Canada does not
routinely require PI in connection with section 14
incident reports. Industry's approach to including PI in
incident reports should be "if in doubt, leave it out".
If Health Canada needs PI about a consumer in order
to follow up on an incident report, it will request it.
What Health Canada is permitted to do with PI is
governed both by section 15 of the Act and by the
federal Privacy Act.

Confidential business information

The Act permits Health Canada to disclose confidential
business information (CBI)5 that relates to a consumer
product, without the consent of, or notice to, the person
or entity to whose business or affairs the information
relates, provided that either

• the CBI is disclosed to a person or government
carrying out functions relating to the protection of
human health or safety, or the environment, and the
recipient of the CBI agrees in writing to maintain its
confidentiality and to use it only for the purpose of
carrying out those functions (section 16 of the
Act) or

• the CBI is disclosed to the public in circumstances
where the product at issue poses a serious and
imminent danger to human health or safety, or the
environment, and disclosure of the CBI is essential
in order to address that danger (section 17 of the
Act). In that case, Health Canada must notify the
person or entity to whose business or affairs the
information relates the next business day after the
CBI is made public.

5 As defined in section 2 of the Act.
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The Guide notes that it is often possible to deal with
health or safety concerns without disclosing CBI, and
states that Health Canada will consider "relevant
factors" when determining whether to disclose CBI in a
particular instance, although (somewhat unhelpfully)
does not indicate what types of factors it might
consider relevant.

COMMENT

The Guide is designed to help consumer product
suppliers understand the nature and extent of their
reporting obligations under the Act. Among other
things, the importance of providing incident-related
information that is clear and complete is evident.
This should prompt all members of the consumer
product supply chain in Canada to ensure that they
have in place mechanisms that will keep them
informed about any issues that arise concerning
their products.

Siobhan Sams
Harper Grey LLP
Vancouver, Canada
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