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CHAPTER 2, SUBJECT 9
NOVEL FOOD COVPLI ANCE PCLI CY
1. SCOPE

Thi s docunent outlines the approach governi ng Canadi an Food

| nspection Agency (CFIA) regulatory conpliance activities
applicable to persons that sell, or advertise for sale, novel
fish products intended for human consunption in Canada.

This policy conpl enments established policies applicable to
fish.

2. AUTHORI Tl ES

Fish Inspection Act, RS., ¢c. F-12
Fi sh I nspection Regulations, CR C ,c. 802

Food and Drugs Act, R S., c. F-27
Food and Drug Regulations, CR C, c. 870

3. DEFI NI TI ONS

The follow ng definitions are taken fromthe Food and Drug
Regul ations, Division 28 and apply to this docunent.

"genetically nodify" neans to change the heritable traits of a
pl ant, animal or mcroorgani smby neans of intentional
mani pul ati on.

"maj or change" neans, in respect of a food, a change in the
food that, based on the manufacturer's experience or generally
accepted nutritional or food science theory, places the

nodi fied food outside the accepted limts of natural
variations for that food with regard to

a) t he conposition, structure or nutritional quality of the
food or its generally recogni zed physi ol ogi cal effects;

b) the manner in which the food is netabolized in the body;
or

c) the m crobi ol ogical safety, the chem cal safety or the
safe use of the food

"novel food" neans

a) a substance, including a mcroorganism that does not
have a history of safe use as a food;
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b) a food that has been manufactured, prepared, preserved or
packaged by a process that

i) has not been previously applied to that food, and
i1) causes the food to undergo a maj or change;

c) a food that is derived froma plant, aninmal or
m croorgani smthat has been genetically nodified such
t hat :

i) the plant, animal or mcroorgani smexhibits
characteristics that were not previously observed in
that plant, animal or m croorgani sm

ii) the plant, animal or mcroorgani smno |onger
exhi bits characteristics that were previously
observed in that plant, aninmal or m croorgani sm or

iii) one or nore characteristics of the plant, animl or
m croorganismno |longer fall within the anticipated
range for that plant, aninmal or m croorgani sm

4. NOVEL FOOD COWPLI ANCE POLI CY
The CFIA will verify product conpliance of novel fish and fish
products through ongoing activities such as conpliance
verification, product inspection, surveys, etc.

5. RESPONSI BI LI TI ES

5.1 Regulatory Responsibilities
The regul atory responsibility for novel fish product safety is
shared between Heal th Canada and the Canadi an Food | nspection
Agency (CFIA).
Heal t h Canada

Heal t h Canada is responsible for:

> establ i shing novel food regulatory requirenents,

> revi ewi ng novel food pre-market notifications,

> noti fying the manufacturer or inporter in witing of the
notification review,

> conducti ng novel food safety assessnents, and

> issuing a letter of no objection to the sale of the novel

food, as required.
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Canadi an Food | nspection Agency

The CFIA is responsible for the nonitoring of conpliance wth,
and the enforcenent of, legislative and regul atory

requi renents applicable to novel fish products at both the
domestic and inport |evels.

5.2 Industry

Regul ated parties are responsible for the safety of any
product they manufacture, inport or distribute.

6. NOVEL FOOD REGULATORY REQUI REMENT

Manuf acturers and inporters are responsible to seek regul atory
approval from Health Canada prior to offering or advertising a
novel fish product for donestic sale. A novel fish product has
recei ved regul atory approval for donmestic sale when the

manuf acturer or inporter has received a letter of no objection
to the sale of the novel food from Health Canada, the product
neets the requirenments outlined in the letter of no objection,
and the product neets the provisions of all other applicable
regulation (i.e., Fish Inspection Regulations, etc.).

Novel fish products for which the inporter or nmanufacturer has
not received a letter of no objection or has not net the
conditions identified in the letter of no objection set out by
Heal th Canada will not be considered in conpliance, and w ||
not be permtted for sale in Canada.

Novel foods that are not approved for sale in Canada can be
exported from Canada in accordance with paragraph 18(1)(j) of
the Fish I nspection Regul ati ons concerning exenption permts.

7. APPENDI CES

Appendi x A - Contact I nformation
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APPENDI X A
CONTACT | NFORVATI ON - HEALTH CANADA

Manuf acturers or inporters can contact or submit notifications
to Health Canada at the foll ow ng address:

Novel Food Notification

Food Program

Food Directorate

Heal t h Canada

4t h Fl oor West

Sir Frederick G Banting Research Center
Tunney's Pasture, PL 2204A1

Otawa, Ontario

K1A OL2

Further information on safety assessnment gui delines and novel
food decisions is available on the Health Canada web site at
www. hc-sc. gc. ca.



