
Health	Canada	Releases
Guidance	for	Industry	on	Its
Reporting	Obligations
July	28,	2015

Recently,	Health	Canada	released	guidance	to	help	companies	understand	their	reporting	obligations
under	section	14	of	the	Canada	Consumer	Product	Safety	Act,	which	requires	that	sellers,
distributors,	importers,	and	manufacturers	report	after	becoming	aware	of	any	health	or	safety
incident	involving	a	consumer	product.	Notably,	the	guidance	clarifies	(1)	what	constitutes	a
reportable	“incident,”	(2)	at	what	point	a	company	is	“aware”	of	an	incident,	(3)	when	a	company
must	report,	(4)	what	information	each	report	must	include,	and	(5)	how	Health	Canada	will	treat
confidential	business	information	and	private	information.

What	Constitutes	an	“Incident”?

Section	14	of	the	Act	defines	an	“incident”	as	an	occurrence;	defect;	characteristic;	or	incorrect,
inadequate,	or	an	absence	of	information	on	a	label	or	instructions	that	resulted	or	may	reasonably
have	been	expected	to	result	in	death	or	serious	negative	impacts	on	health.	In	addition,	an
“incident”	occurs	when	the	company	undertakes	a	recall	or	other	action,	whether	or	not	in	Canada,
based	on	concerns	about	human	health	or	safety.

The	guidance	explains	that	a	serious	health	impact	includes	harmful	effects	that	bring	about	a
temporary	or	permanent	change	to	health,	including,	for	example,	external	physical	harm,	poisoning,
and	loss	of	sight	or	hearing.	Whether	an	injury	is	serious,	however,	will	depend	on	other	factors	such
as	the	age	of	the	consumer	and	the	part	of	the	body	that	is	harmed,	and	should	be	considered	from
the	viewpoint	of	the	consumer.	Regardless,	if	a	company	decides	not	to	report,	it	must	be	prepared
to	justify	its	decision	if	questioned	by	a	Health	Canada	Product	Safety	Officer.

When	Is	a	Company	“Aware”	of	an	Incident,	and	When	and	What	Must	It	Report?

Under	the	Act,	a	company	has	an	obligation	to	report	as	soon	as	it	becomes	“aware”	of	an	incident,
even	if	it	does	not	have	details	on	all	aspects	of	the	incident,	as	the	obligation	to	report	occurs	as
soon	as	the	company	has	awareness	that	an	incident	could	lead	to	a	recall.	As	a	result,	Health
Canada	states	that	a	company	should	not	wait	for	further	details	or	absolute	certainty	–	i.e.,	a	formal
risk	assessment	–	to	report	and,	if	it	is	not	certain	that	an	incident	has	occurred,	should	report	on	a
precautionary	basis.

Within	two	days	of	awareness,	the	company	must	provide	all	information	about	the	incident	to
Health	Canada	and	to	the	person	from	whom	the	company	received	the	product	–	i.e.,	up	the	supply
chain.	The	initial	report	must	include:

All	information	about	the	product	(name,	model	number,	UPC,	serial	number),

A	description	of	how	the	incident	happened,
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Details	of	injuries,	such	as	the	body	part,	age	of	the	victim,	and	kind	of	treatment	needed,

Details	on	where	the	product	is	sold,

The	complete	name	and	contact	information	of	the	manufacturer	or	importer,	as	it	appears	on
the	product	label,

Information	on	any	other	known	events	related	to	the	product,

Information	on	any	other	known	incidents	reported	to	Health	Canada	in	the	past,	and

Information	on	products	that	share	the	same	parts	as	those	involved	in	the	incident.

Furthermore,	within	10	days	of	awareness,	manufacturers	must	submit	a	written	report	with
additional	information	about	the	product,	including	new	details	about	the	incident,	the	number	of
products	distributed,	the	standards	to	which	the	product	is	certified,	any	test	reports,	the	steps	taken
(or	that	will	be	taken)	to	ensure	safety,	and	the	proposed	corrective	action.

How	Will	Health	Canada	Handle	Confidential	Business	Information	and	Personal
Information?

Sections	16	and	17	of	the	Act	allow	Health	Canada	to	disclose	confidential	business	information	to
protect	human	health	or	safety	or	the	environment,	and	with	or	without	consent	or	notice	to	(1)	a
person	or	government	that	carries	out	functions	relating	to	the	protection	of	human	health	or	safety
or	the	environment,	or	(2)	the	public	if	the	product	poses	a	serious	and	imminent	danger	to	human
health	or	safety	or	the	environment.	Health	Canada	notes,	however,	that	it	is	often	possible	to	deal
with	health	or	safety	concerns	without	disclosing	confidential	business	information,	and	the	agency
will	consider	relevant	factors	when	determining	whether	to	make	a	disclosure	in	a	particular	case.

Regarding	personal	information,	Health	Canada	explains	that	it	does	not	routinely	require	personal
information	when	it	assesses	incident	reports	and	recommends	that	companies	omit	consumer
personal	information	from	them.	The	Canadian	Privacy	Act	will	govern	Health	Canada’s	management
–	and	disclosure	–	of	personal	information.


