Canadian Food Agencs canadienne Chapter Subiect Pacc
I*I nspection Agency  d'inspection des alimenis —2L —-]4— _jg__

Facilities Inspection Status Date

Manual New 2003/ 10/ 31

CHAPTER 2, SUBJECT 4
REGULATI ON OF CANADI AN ESTABLI SHMVENTS PROCESSI NG FI SH BY- PRODUCTS

1. SCOPE

This policy provides for the appropriate regul ati on of
Canadi an fish processing establishnents regi stered under
the Fish Inspection Regulations (FIR) (registered
establ i shnents) that process fish by-products for export.
It addresses the regulation of fish by-products that are
i mported for further processing by registered
establishnments. This policy refers to the regul ation of
fish by-products that are prepared for human consunption
ei ther by thensel ves, or as a food ingredient, or as a
Nat ural Health Product (see definition below). This policy
does not apply to fish by-products that are prepared for
use in drugs, cosnetics or in products not consunmed by
human bei ngs.

2. DEFI NI TI ONS

The follow ng definitions are included to provide clarity
on issues specifically related to this docunent.

"“cosmetic" includes any substance or m xture of substances
manuf act ured, sold or represented for use in cleansing,

i mproving or altering the conpl exion, skin, hair or teeth,
and i ncl udes deodorants and perfunmes. (Food and Drugs Act)

"drug" includes any substance or m xture of substances
manuf actured, sold or represented for use in

a) the diagnosis, treatnent, mitigation or prevention of a
di sease, disorder or abnormal physical state, or its
synptonms, in human beings or aninals,

b) restoring, correcting or nodifying organic functions in
human bei ngs or animals, or

c) disinfection in prem ses in which food is manufactured,
prepared or kept. (Food and Drugs Act)

"export" nmeans to ship from Canada to any other country, or
fromany province to any ot her province. (Fish Inspection
Regul at i ons)
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"fish" nmeans any fish, including shellfish and crustaceans,
and marine animals, and any parts, products or by-products
thereof. (Fish Inspection Act)

"fish by-products” refers to commodities that are
manufactured fromfish, including shellfish, crustaceans,
and marine animals in a formthat is different than
conventional foods and which are intended for hunman
consunption (either directly or as a food ingredient).

Fi sh by-products include, but are not limted to:

a) by-products derived frommarine mammals (e.g., seal
oil);

b) by-products derived fromfish, including fish cartil age,
fish oils, and fish proteins; and

c) by-products derived fromthe carapaces of crustaceans;
but

do not include marine plants or marine plant products.

“"Natural Health Product" - see Natural Health Products
Regul ati ons, SOR/ 2003-196. (Health Canada)

"processing" includes cleaning, filleting, icing, packing,
canni ng, freezing, snoking, salting, cooking, pickling,
drying or preparing fish for market in any other
manner. (Fi sh 1 nspection Act)

3. ESTABLI SHVENT REG STRATI ON

Est abl i shnments that process fish by-products for the
production of drugs, cosnetics, or other substances that
are not intended for human consunption, (e.g., fish neal
used for the production of animal feeds) will not require a
certificate of registration. Note that these activities nay
be subject to requirements adm ni stered by other CFIA
prograns (see note bel ow).

Est abl i shnents that process for export fish by-products

i ntended for human consunption (including fish by-products
used as food ingredients) nust be registered in accordance
with the policies and procedures described in Chapter 2,
Subj ect 1 of this Manual .

The CFIA will not require registration of an establishnent
when fish by-products are used to nmanufacture Natura
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Heal t h Products and/or drugs that are subject to the
controls specified by a licence issued to the establishnent
by Heal t h Canada.

An establishnment not regul ated by Heal th Canada t hat
processes fish by-products for export to an establi shnent
t hat manufactures Natural Health Products and/or drugs,
nmust be registered under the FIR

Not e: Fish by-product renderers producing fish neal or
fish oil products frominedible offal, fish or fish
by-products fromfish processing plants, or other
sources, are subject to the Feeds Regul ati ons and
the Health of Animals Regul ati ons, and nust neet the
requirenents identified in said regul ati ons.

4. QUALI TY MANAGEMENT PROGRAM

The registered establishnment nust develop a Quality
Managenent Program (QWP) Plan that neets the requirenents
descri bed by the QW Reference Standard (Chapter 3, Subject
4 of this manual). The hazard analysis will be perforned
as described in the QW Reference Standard based on known
hazar ds.

In a situation where an inspector needs to determne if a
hazard exists, the inspector will forward an inquiry

t hrough the Program Network to the National Mnager,

Qual ity Managenent Prograns, Fish Seafood and Production
Division. Once the hazard has been identified, and has

been deened significant, critical limts nust be determ ned
and mechani sns for control inplenented at the processing
level. In lieu of a standard, critical limts will be

determ ned through a case-by-case risk assessnent. The
results of the risk assessnment will establish the critica
limts for the product being produced by that particul ar
establishment. The results of the risk assessnment may not
be used to establish critical limts for other
establ i shnments processing simlar products.

5. FI SH EXPORT CERTI FI CATES

A fish export certificate will be issued for fish by-
products when the products are in conpliance with the Fish
I nspection Regul ations and were processed at a registered
establishnment. Export certificates will be issued
followi ng the policies and procedures described in Chapter
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10 of the Fish Products Inspection Manual .

6. FI SH BY- PRODUCTS | MPORTED FOR FURTHER PROCESSI NG

Al'l inmporters of fish by-products destined for further
processing at a regi stered establishnent nust hold a Fish
| mport Licence or a Quality Managenment Program | nport

Li cence. Fish by-products that are inported for further
processi ng as products destined for human consunpti on
(including fish by-products used as ingredients) by a

regi stered establishnent, will be inspected in accordance
with the policies and procedures described in Chapter 3 of
the Fish Products |nspection Manual .

Product of Canada designation and the application of policy
pertaining to "substantial transformation”, shall be
granted as described in the policies and procedures found
in Chapters 3 and 10 of the Fish Products Inspection
Manual .



