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CHAPTER 3, SUBJECT 4
THE QW REFERENCE STANDARD & COVPLI ANCE GUI DELI NES

SCOPE

Thi s subject sets out the requirenments for the docunentation and
application of a federally registered fish processor’s Quality
Managenent Program (QW) Plan. The QW Reference Standard,
hereafter called the "Reference Standard"” is based on the Fish

| nspecti on Regul ati ons.

FI ELD OF APPLI CATI ON

Each federally registered fish processing establishnent, as a
condition of registration, nust devel op, docunent and apply a
specific QW Plan for the products and processes carried out in the
est abl i shnent .

The purpose of the Reference Standard is to guide the devel opnent,
i npl enentation, and nai ntenance of a Quality Managenent Programto
assure the production of fish and seafood products which neet the
requi renents of the Fish Inspection Regulations and to ensure that
such processing is conducted in establishnments which al so neet
regul atory requirenents.

The Reference Standard is the blueprint for the devel opment of the
QW Plan by a processor: it sets out the requirenments for the
docunent ati on and application of a fish processing establishnent’s
Qual ity Managenent Program CFl A personnel use the Reference
Standard during the systens verification and conpliance
verification.

Thi s docunent is organi sed according to the seven el enents of the
Ref erence Standard. For each el enment, the docunent identifies:

1. The Reference Standard Requirenents - these are the
mandatory requirenments established during the re-
engi neering of the QW' (1996-1998). Since the
el enent (s), sub-elenent(s), and sub-sub-el enent(s)
requi renents are general in description, this docunent
provi des additional guidance for interpretive purposes.

' The QW Reference Standard was originally published as part of Bulletin 18,

February 06, 1998, to the Facilities Inspection Manual .
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2. The Intent Statenment - indicates the primary objective

of the Reference Standard Requirenent. It is the stated
intent of the Reference Standard Requirenent which is
key for CFI A personnel using this docunent in an
assessnent of a QWP Pl an.

3. Conpliance Guidelines - provide acceptable options to
neet the intent of the Reference Standard Requirenents.

4. For sone elenments, or parts thereof, Conpliance Notes
provi de gui dance on specific points.

5. The Appendi ces provi de detail ed gui dance and options for
t he devel opment of QWP controls to neet the requirenents
of the Reference Standard and the Fish |Inspection
Regul ations. Additional appendi ces nay be devel oped as
needed.

The control s and net hods described in this docunent are not
necessarily the only valid neans of achieving the desired results.
Alternative strategies to those described in the Conpliance section
and/ or the Appendices, that address the Reference Standard

Requi renent such that the Intent is satisfied, should be considered
when assessi ng conpliance.

A food production facility may be subject to a w de range of
applicable legislation at the nunicipal, provincial and federal
level. Quality systemcontrols respecting acts, regulations and/or
standards, other than those identified within this docunent, are
not required to be addressed in the QW Plan. Notw thstanding,
processors should ensure that all processing operations and
products neet other applicable |egislation and market requirenents.
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1. MANAGEMENT ROLES AND RESPONSI BI LI Tl ES
Ref erence Standard Requirenent:
1.1 The position responsible for the QW Pl an nust be
I denti fi ed.
1.2 It is recomended that the processor describe how the QW

was devel oped and how it wll be inplenented.
I ntent:

Managenment conmtment is critical to the successful
devel opnment, inplenentation, and nmai ntenance of the QW
Pl an.

Conpl i ance Cui del i nes:

1. The nane, business address, business tel ephone nunber
and the title of the person responsible for the QW at
t he establishnment nmust be identified.

2. It is not mandatory but it is strongly reconmmended that
seni or managenent of the establishnment denonstrate their
conmmtnent to the QW in witing.

Managers can denonstrate comm tnent by taking on
responsibilities under the QW, supporting training
know edge, and encouragi ng and notivating establishnent
personnel in the devel opnent, inplenentation and

mai nt enance of the QW. Managenent participation wll
set a good exanple, pronote quality managenent, and
foster cooperation in the establishnent.

Managers can performtasks such as explaining the QW to
personnel ; allocating equipnent, materials, staff and
space to QW activities; and assigning quality
managenent duti es.

The follow ng are sone options for denonstrating
managenent roles and responsibilities:

a) an organisation chart;

b) a witten description of each nanager’s
accountability;

c) a witten description of conpany dispute-resolution
processes, e.g., between production staff and
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qual ity managenent staff;

a vision statement or mnmission statenent that
enphasi zes qual ity managenent;

a QW Plan internal audit schedule, w th managenent
rol es indicat ed,

docunent ati on of managenent’s role in corrective and
preventive actions;

a witten statenment of conm tnent signed by al
managenent staff;

Prerequisite Plan, RAP Pl an and HACCP Pl an procedure
manual s; and/ or

a signed statenent of managenment commitnent to

qual ity managenent training, acconpanied by a list
of training opportunities for personnel, broken down
by job requirenents.
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2. BACKGROUND PRODUCT AND PROCESS | NFORMATI ON
Ref erence Standard Requirenents:

2.1 Processors are required to identify product and process
information in the formof a Product Description, Process
Fl ow Di agram and where applicable, an Establishnment Fl oor
Pl an.

2.1.1 The Product Description nust identify those product
attributes and characteristics that are inportant in
ensuring a safe and acceptable fish product.

2.1.2 The Process Flow Diagram nust outline all of the production
steps and assists in identifying those steps that are
i nportant in processing a safe fish product neeting al
regul at ory requirenents.

2.1.3 The Establishnment Floor Plan identifies cases where hazards

are controll ed through the application of sanitary or
restricted access zones.

I ntent:

In order to develop the Prerequisite and RAP Plans and to
conduct the hazard anal ysis and determ nati on of critical
control points, the establishnment’s QW devel opnent team
will need to identify and assess product/process

i nformati on and the establishnent |ayout.

The purpose of a product descriptionis to identify and
docunent all product attributes including those process and
packagi ng characteristics which influence the safety and
acceptability of the fish product.

The purpose of a process flow diagramis to verify and
docunment the process steps to aid in determ ning when and
where control measures and nonitoring procedures shoul d be
est abl i shed.

The purpose of an establishment floor plan is to docunent
where sanitary zones or restricted access areas are being
used as control neasures for identified hazards.
Conpl i ance Gui del i nes:

1. Product Description

For each product or groups of products processed in the
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establishment, a product description should include:
a) a descriptive product nane;

b) the source of raw material used in producing the
product ;

c) inportant characteristics of the final product which may
af fect product safety;

d) all ingredients;
e) product packaging;
f) end product use;
g) product shelf life;
h) market destinati on;

i) labelling instructions for safe product storage (where
appl i cabl e);

j) special distribution controls or instructions (where
appl i cabl e);

I nformation contained in the product description nust be
supportable. In particular, physical characteristics,
conposi tion, packaging, and/or shelf-life attributes which
i mpact on the risk of a hazard or its |ikelihood of
occurrence must be substantiated. This data is usually
found in association with the HACCP Pl an.

The devel opnment of an accurate and conpl et e product
description is essential to the further devel opnent of the
QW Pl an including the HACCP and RAP Pl ans. More detail ed
gui delines and references for the devel opnent of an
accurate product description can be found in Appendi x A of
this docunent.

2. Process Flow D agram

A process flow diagram nust be included in the QW Plan for
each of the products or groups of products that are
produced in the establishnment. The process flow di agram
must outline all the production steps and nust be conplete
and accurate.

Dependant on the nature of the product, product-specific
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regul ations (e.g., for nolluscan shellfish), and the
product hol ding conditions and tine before shipping, the
final step of "shipping" may or nay not be an inportant
process step. Normally this final step would be included,
and if this step is excluded, justification should be
provided in the hazard anal ysi s docunentati on.

Not e: When the RAP and HACCP Pl ans are conpl eted, the RAP
and Critical Control Points (CCP) should be indicated on
the process flow di agram

3. Establishnent Fl oor Pl an

If the application of sanitary zones or restricted access
areas has been identified as a control neasure during the
devel opment of a HACCP Pl an, then an establishnment floor
pl an must be included in the QW Plan. The plan nust
clearly show the flow of nmaterials, personnel and product
within the establishnment and outline all sanitary zones and
restricted access areas.

The term"sanitary zone" refers to that part of a
processing area with sensitive processing steps or high
ri sk products, for which a set of controls neeting
specified criteria have been established to control al
vectors of potential contam nation or cross contam nation
I ncluding air novenent, personnel hygiene and sanitation
procedur es.

The term "restricted access zone" refers to that part of a
processi ng area where personnel novenents are restricted
and personnel hygi ene and sanitation procedures are in
place to control potential contam nation or cross

contam nation, but that does not neet the specific

requi renents of a sanitary zone.
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3. THE PREREQUI SI TE PLAN
Ref erence Standard Requirenents:

3.1 Est abl i shnent Environnent Program
Processors are required to identify:

3.1.1 the establishnent environnent standard that is applied in
the facility; as a mninmumthe standard nust neet the
requi renents of the Fish Inspection Regul ations;

3.1.2 the actions that are taken by the processor to ensure the
standard i s net;

3.1.3 the record keeping systemto record corrective actions when
probl ens are identified,

3.1.4 the corrective action systemin place to address
deficiencies when they are identified.

3.2 Lot Accountability and Notification Program

3.2.1 For the purposes of carrying out a product recall,
processors are required to have a product identification
and distribution systemthat allows for the rapid
I dentification of the first shipping destination.

3.2.2. As part of the Lot Accountability and Notification Program
the processor is also required to have procedures to notify
the CFlI A of any valid health and safety conpl ai nts.

| ntent:

Processors are required to identify controls on
establ i shment design, construction and mai nt enance in order
to provide assurance, that the food will be produced under
sanitary conditions, of control of all potential sources of
significant contam nation, and that will allow the rapid
recall of product fromfirst shipping destinations.

Conpl i ance Gui del i nes:
The Prerequisite Plan has two conponents: the Establishnent

Envi ronnent Program and the Lot Accountability and
Notification Program
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The Establishment Environnment Program i ncl udes
Construction and Equi prent and Sanitation and Personnel

Hygi ene.

1.

The Construction and Equi pnent section describes the
controls to ensure that the establishment facilities and
equi pnent are suitably designed and built and mai ntai ned
in a state appropriate for safe food processing.

The Sanitation and Personnel Hygi ene section describes
the cl eaning and sanitizing procedures, the hygiene
procedures for personnel and visitors, as well as pest
control neasures and procedures.

Each section nmust i ncl ude:

a) the standard that is applied in the facility. At a
m ni mum the standard nust neet the requirenments of
Schedules | and Il of the Fish Inspection
Regul ations as described in the Facilities Manual.
A copy of the standard nust be included or, where
the standard is a part of the |aws, regulations or
ot her docunents published by the Governnent of
Canada, it may sinply be referenced. In either
case, the standard nmust be in the establishnment and
readily available for reviewin printed or
el ectronic format.

Where fresh fish is unl oaded, handl ed, held or
transported at a regi stered establishnent,
conveyances and equi pnment must conply with Schedul e
V of the Fish Inspection Regulations, "Requirenents
For Conveyances And Equi prent Used For Unl oadi ng,
Handl i ng, Hol di ng And Transporting Fresh Fish".

b) the control neasures that are enployed to ensure the
processing facility is in conpliance with the
st andar d.

For the Construction and Equi pnent section, the
control measures ensure that the processing facility
is suitably designed, built, and naintai ned.

Control nmeasures can include: training production
personnel on the standard so that they can identify
deficiencies; routine inspection of the facility;

mai nt enance schedul es; procedures for schedul ed

equi pnent mai nt enance and calibration; controls for
a safe water supply.
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d)

3. Lot

For the Sanitation and Personnel Hygi ene section,
the control neasures ensure the facility is operated
and mai ntained in conpliance with the standard.
Control mneasures must include witten sanitation,
personnel hygi ene, and pest control prograns.

Gui del i nes for devel oping these witten prograns can
be found in the Appendices of this docunent.

The nonitoring procedures that are used to ensure
that the control neasures are being correctly and
consistently carried out. The nonitoring procedures
nmust clearly specify what is being nonitored, how it
is being nonitored, at what frequency, and by whom
The frequency of each nonitoring action nust be
sufficient to ensure that the standard is being net.

In the Prerequisite Plan, processors are not
required to record the results of nonitoring unless
a problemis identified. In these cases, the
processor must record the problemand the corrective
action information.

The corrective actions to be taken when nonitoring
identifies a deviation fromthe standard. The
corrective action should include actions to fix the
i mredi ate problemand to prevent a recurrence of the
probl em

The record-keeping systemfor recording the results
of nonitoring and corrective actions when probl ens
are identified. The corrective action record should
all ow for the recording of a description of the

devi ation, the part of the standard not conplied
with, the corrective action taken, the person(s)
responsi ble for the action, the date the action was
taken, the date it was verified as effective, the
person responsi ble for verifying and, if applicable,
any interimpreventative neasures for |long-term
corrective actions. A copy of the corrective action
record nust be included.

Accountability and Notification Program

Processors nust provide a witten description of the
systemused to trace fish to their first shipping
destination. For each shipnent of fish this nust

i ncl ude:
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- the nane and address of the person to whom each
shi pmrent was sent;

- the type of fish;

- the quantity of fish;

- the nethod of transportation, including manifest
and contai ner nunbers or other informtion that
is sufficient to identify or trace the | ocation
of the fish;

- the date on which the fish was shipped; and

- the date on which the fish was processed.

b) Processors shoul d establish specific procedures to
address the requirenment for notification of CFlA,
within 24 hours, in the event of any valid health
and safety conplaints. A "valid" conplaint nmeans
where the initial investigation indicates the health
of consuners is at risk

c) For health and safety conplaints the follow ng
records must be kept:

- the date and tine when the processor received
i nformati on questioning the safety of fish
processed or exported by the registered
establishment, and a description of the
i nf ormati on;

- in cases where the conplaint is confirmed: the
date and tine it was confirned; the nane, address
and tel ephone nunber of the informant; the nethod
of investigation and the results obtained; the
corrective actions taken; and the date and tine
when the CFlI A was notified.

Compl i ance Not es

1.

Construction Material s

Where the suitability of construction materials is in
guestion, the Reference Listing of Accepted Construction
Mat eri al s, Packagi ng Materials and Non- Food Chemi cal
Products (al so called the Reference Listing) should be
consulted. The Reference Listing may be accessed at:

http://ww. i nspection. gc. cal/english/ppc/reference/cone. shtni

Construction materials used for construction,
renovati on, and nmi nt enance shoul d be sel ected on the
basis of chem cal and physical suitability of the
materials in relation to their intended use.
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2. Chem cal s

Al'l non-food chemicals are controll ed under the

Est abl i shnment Environment Program Non-food chenical s
i ncl ude, bl eaches, cleaners, deodorizers, desiccants,
di si nfectants, denaturing agents, floor-drying
conmpounds, industrial antifreeze, inks, lubricants,
pesticides, protective oils, refrigerating brine
additives, refrigerants (imersion freezing),
sanitizers, and water-treatnent conpounds. These
conmpounds i nclude chem cals which nay be acceptable for
food contact and those that are not.

Processors nust ensure that these chemi cals are approved
for their intended use and nust have controls to ensure
that these chem cals are applied according to their

i ntended use and stored to prevent unintentional contact
with food products. The acceptability of chemicals for
their intended use nust be docunented in the QW Pl an.
Chem cal acceptability is substantiated by inclusion in
t he Reference Listing.

Non- f ood chemi cal s used outside of the fish processing
and support areas need not be substantiated in the

Ref erence Listing;, however, the processor nust have
controls in place to ensure these products do not enter
into, or contam nate, areas where fish and/or input
materials are handl ed or stored.

Exanpl es of chenicals exenpt fromthe requirenment for

i nclusion on the Reference Listing include, pesticide
products for outdoor use only, products used in offices
or simlar non-regul ated areas, products used in
cafeterias or |unch roons, products used in heating
systens, products used outdoors only for sewage or waste
wat er systens, products used in cooling towers or
evapor at or condensers, products used for the cleaning or
mai nt enance of the exterior of vehicles, and products
for use in the maintenance shop on non-food contact

equi pnent .

3. lce

When ice is used for processing, as a processing aid or
as an ingredient, and that ice is manufactured in the
registered facility, the processor will set out control
nmeasur es under the Establishment Environnent Program
Control measures to address requirenments for the ice
manuf act uri ng equi prent, hol di ng, storage, and the
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guality of the water source and supply shoul d be
consi der ed.

When ice is used for processing, as a processing aid or
as an ingredient, and that ice is nmanufactured outside
of the registered processing establishnent, the controls
under the QW are two-fold. The processor will set out
controls under the Establishment Environnent Program for
requirenents relating to the holding and storage of the
ice. Secondly, the processor will establish controls for
the transport and the quality of ice under the RAP Pl an.

4. Standard Operating Procedure (SOP)

A Standard Operating Procedure (SOP) is an effective
nmeans for establishing, docunmenting, and comrunicating a
control neasure associated with the Prerequisite Plan,
RAP Pl an, or HACCP Plan. A SOP is a detailed set of

i nstructions which describes howto carry out a
repetitive task. Trained personnel can use a SOP for a
specific task to carry out that task with little further
direction.
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4. THE REGULATORY ACTI ON PO NTS (RAP) PLAN
Ref erence Standard Requirenents:

4.1 The RAP Pl an nust describe the controls to ensure that:
fish is handl ed properly during processing and results in a
final product that is not tainted, deconposed or
unwhol esone and neets all applicable sections of the Fish
| nspection Regul ati ons;
any ingredients added to the fish product or packagi ng
mat eri al used are acceptable for food and neet al
regul atory requirenents as specified in the Fish Inspection
Regul ati ons and the Food and Drugs Act and Regul ations; and
| abel i ng and coding of all fish products neet the
requi renents of the Fish Inspection Regulations and is not
fal se, m sleading or deceptive.

As part of the RAP Plan the processor rnust identify:

4.1.1 The fish product standard(s) and the ingredient and
packagi ng requirenments to which they nmust conply;

4.1.2 The controls that are inplenented in production to ensure
t he standards and requirenents are net;

4.1.3 The record keeping systemto record corrective actions when
probl ens are identified;

4.1.4 The corrective action systemin place to address

deficiencies when they are identified.
I ntent:

Wthin the RAP Plan, processors are required to docunent
and apply controls that ensure the fish is handl ed properly
whi | e under the control of the registered establishnent and
result in a final product that neets all requirenents of

t he applicable sections of the Fish Inspection Regul ations.
The three areas that nust be addressed are ni ni num
accept abl e product quality, input materials, and | abelling.

Conpl i ance Gui del i nes:

1. Mninmm acceptabl e product quality

This section of the RAP Pl an descri bes the controls to
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the control of the registered establishnent and will
result in final products that nmeet all applicable
sections of the Fish Inspection Regul ations.

2. lnput materials (lngredients and Packagi ng Material)

This section of the RAP Plan describes the controls to
ensure that any ingredients added to the fish product
and any packagi ng material used are acceptable for food
and neet all regulatory requirenents.

3. Labelling and Code WMarki ngs

This section of the RAP Plan describes the controls to
ensure that the | abelling and code markings of fish
products is accurate, |egible, and not m sl eading.

Each section nmust i ncl ude:

a) The standard that is applied at the facility. The
standard may be the CFI A standard as set out in the
Fi sh Products Standards and Met hods Manual,
appl i cabl e sections of the Regul ati ons, or another
standard equi val ent or superior to these. The
standard must outline the accept/reject criteria
whi ch identifies conpliance.

A copy of the standard nust be included or, where
the standard is a part of the |aws, regulations or
ot her docunents published by the Governnent of
Canada, it may sinply be referenced. In either
case, the standard nmust be in the establishnment and
readily available for reviewin printed or

el ectronic format.

For mini num acceptable product quality, the standard
identifies mninmum conpliance paranmeters for product
safety (tainted, deconposed and unwhol esone) and
quality, if applicable.

For input materials (ingredients and packagi ng
material), the standard identifies the m ninmm
conpl i ance parameters for input materi al
acceptability for use in food processing or
production and conpliance to all applicable

regul atory requirenents specified in the Fish

I nspection Regul ati ons and the Food and Drugs Act
and Regul ati ons.
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For packaging material, primary considerations

i nclude that all packaging materials nmust be new,

cl ean and sound and approved for food use.
Packagi ng material nust not inpart any undesirable
substance to the food product, either chemcally or
physi cal ly and shoul d protect food sufficiently to
avoi d contam nation. The acceptability of packagi ng
materials for their intended use nust be docunented
in the QW Pl an. For packaging mat eri al s which
contact (or may contact) food’, the acceptability is
substantiated by inclusion in the Reference Listing
of Accepted Construction Materials, Packaging

Mat eri al s and Non- Food Chem cal Products.

I ngredients nmust be identified and acceptable for
food use. Ingredient acceptability can be

substanti ated by several nethods: a nmanufacturer’s
attestation; docunentation froma recognised
government or non-governmental authority; results of
anal ysis froman accredited | aboratory; and

i ngredi ents comrercially prepared and | abel |l ed for
food preparation use. Were product additives are
used, their identity and concentration is in
conpliance with the Food and Drug Regul ati ons.

Gui dance on additives for fish and fish products for
sal e in Canada can be found on the CFIA | nternet
site, in the Guide to Additives Permtted in Fish
and Fi sh Products.

For labelling and code markings, the standard
identifies the mnimmconpliance paraneters to
ensure that the |abelling and coding of all fish
products is accurate, |egible, not msleading and
neets the requirenments of the Fish Inspection

Regul ations. These requirenents include any

speci fic species requirenments found in the body of
the regulations, as well as those set out in Part Il
- Label I'i ng.

b) The control neasures applied to ensure that fina
product will neet the standard(s) and that any

! As an exanple: Fresh fish fillets wapped in polyvinyl bags, inside

i nsul ated Styrof oam contai ners, inside waxed cardboard boxes. The pol yvi nyl
bags have direct food contact, the Styrofoam containers may contact the fish

t hrough m nor breakage of the Styrof oam material, the waxed cardboard does not
contact the fish. The polyvinyl bags and Styrof oam boxes shoul d be rmade of

mat eri al substantiated as approved for food contact; the waxed cardboard boxes

need not be substanti at ed.
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product not neeting the standard will be renoved
from producti on.

Control nmeasures can include inspections,

eval uations, sanpling, pre-printing | abe

eval uations, pre-use review and final product | abel

and codi ng i nspections. For information on supplier
qual ity assurance (SQA) as a control nmeasure, refer

to the Appendices of this docunent. Sanpling plans
nmust be at | east equivalent to those used by the

CFl A

The nonitoring procedures used to ensure that the
control measures are being correctly and
consistently carried out. The nonitoring procedures
nmust clearly specify what is being nonitored, how it
is being nonitored, at what frequency, and by whom
The frequency identified for each nonitoring
activity nmust be sufficient to ensure that the
standard i s being net.

Under the RAP Plan processors are not required to
record the results of nonitoring unless a problemis
identified. In these cases, the processor nust
record the problem and the corrective action

i nf ormati on.

The corrective actions to be taken when nonitoring
identifies a deviation fromthe standard. These
actions nust include both fixing the inmediate
probl em and preventing the problem from happeni ng
again. This section nust describe how all product
not neeting the standard is identified and
segregated, culled, and reworked or disposed of in
an appropriate manner.

The record-keeping systemfor recording the result
of nonitoring and corrective actions when probl ens
are identified. The corrective action record shoul d
all ow for the recording of a description of the

devi ation, the part of the standard not conplied
with, the corrective action taken, the person(s)
responsi ble for the action, the date the action was
taken and the long-termpreventative steps (if
applicable). A copy of the corrective action record
nmust be i ncl uded.

Compl i ance Not es
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Note 1. Receipt of incoming fish and other input materials
fromsuppliers

Where the processor receives fish fromsuppliers, the
processor nust establish control neasures to ensure,
protect, and preserve the quality of that fish. An
effective type of control neasure is the use of a Supplier
Quality Assurance (SQA) agreenent. A SQA can be an
effective control neasure to address nany types of

situati ons where an understandi ng bet ween busi ness parties
I's required. For exanple, for transport requirenents (i.e.,
transport vehicles are clean, proper care has been taken,
and the vehicles have not been used to transport hazardous
materials), tenperature control requirenents, wthdrawal
fromnedi cated feeds (i.e., for cultured species) as well
as many ot her requirenents.

Qui delines for devel oping a SQA as a control neasure are
outlined in the Appendi ces of this docunent.

Note 2. Standard QOperating Procedures

A standard operating procedure (SOP) is an effective neans
for establishing, docunenting and conmuni cating a control
measure associated with the Prerequisite Plan, RAP Plan, or
HACCP Plan. A SOP is a detailed set of instructions which
describes how to carry out a repetitive task. Trained
personnel can use a SOP for a specific task to carry out
that task with little further direction

Note 3. ldentification of Input Materials (ingredient and
packagi ng material s)

Processors should consider all processing steps to identify
i ngredi ents. Sonme conponents to the final product may not
be i medi ately recogni sable as "an ingredient"” because they
are added to the product indirectly (i.e., as a processing
aid) rather than by fornulation. For exanple, when wood
chi ps or sawdust is used in snoking fish product, the
processor mnust identify and consider the input materi al
(sawdust) which is the precursor to the ingredient, natural
wood snoke. Al so, when ice used for processing is received
fromfacilities outside of the registered establishnment
(i.e., the ice is not under the Establishnment Environnent
Program, the processor nust identify and consider the

i nput material (ice) which is the precursor to the

i ngredi ent, added water or ice.

Packagi ng material includes cartons, wapping naterials,
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films, synthetic casings, netting, trays, pouches, bags and
any other material used in the shipping of food products
whi ch nmay conme into contact with the food product shipped.

Note 4. Regul atory requirenents other than the FIR

Processors are not required to establish controls within
the QW Plan to ensure that regulatory requirenents outside
of the FIR are net. Nonethel ess, processors nust ensure
all final products are in conpliance with all applicable
regul ati ons including, Food and Drug, Consuner Packagi ng
and Label ling, and Wi ghts and Measures, and foreign
country legislation for exported products

Note 5. Docunentation associated with the RAP Pl an

Docunents nust be included in the QW Pl an which
substantiate the acceptability of the packaging materials.
(e.g., their listing in the Reference Listing of Accepted
Construction Materials, Packaging Materials and Non-Food
Chem cal Products).

Processors nust docunent any special i sed packagi ng

requi renents, such as oxygen perneabl e packagi ng for ready-
to-eat chilled products, set out in the Food and Drug
Regul ati ons.
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THE HAZARD ANALYSI'S CRI TI CAL CONTROL PO NT (HACCP) PLAN
Ref erence Standard Requirenent:

Processors nust devel op, docunent and inplenment a HACCP
Plan to control any health and safety hazards related to

t he product or process. The processor nust apply the seven
principles of HACCP to identify any significant hazards and
for those significant hazards identified, devel op a HACCP
Plan to prevent, elimnate or reduce the hazard to an
accept abl e | evel .

The HACCP system consists of the foll owi ng seven
princi pl es:

Principle
Principle

- Conduct a hazard anal ysi s.

- Determine the Critical Control Points

(CCPs) .

Establish critical limt(s).

- Establish a systemto nonitor control of the

CCP.

- Establish the corrective action to be taken
when nonitoring indicates that a particul ar
CCP is not under control.

Principle 6 - Establish procedures for verification to

confirmthat the HACCP systemis worKking
ef fectively.

Principle 7 - Establish docunentation concerning al

procedures and records appropriate to these

principles and their application.

Principle
Principle

(6] AW N
1

Principle

| ntent:

Every processor nust anal yse their products and processes
to deternmine if any health and safety hazards are present
and, where significant hazards are identified, appropriate
controls are put in place. The application of the HACCP
principles nust be consistent with the Recormended

I nternational Code of Practice - General Principles of Food
Hygi ene, CAC/ RCP 1-1969, Rev.3 (1997), And. (1999).

Conpl i ance Gui del i nes:
1. Conduct a Hazard Analysis

a) The hazard analysis and the devel opnent of the HACCP
Plan is conducted by a HACCP team i ncluding at
| east one nmenber who has know edge of HACCP from
either formal training or experience.
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The hazard analysis is conducted at each process
step for every product type. Process steps where a
significant hazard nmay be introduced or where a
hazard may increase to an unacceptable | evel nust be
identified.

The hazard anal ysis includes the identification of
all potential hazards (biological, chemn cal
physical), the deternmi nation of the significance of
the hazard identified, i.e., consideration of its
severity and the |ikelihood of occurrence and, if
applicable, justification for a determ nation of
non- si gni fi cance of a hazard.

The processor denonstrates that they have consi dered
all process steps in conducting their hazard

anal ysis. A Hazard Anal ysis Wrksheet, or

equi valent, is used to organi se and docunent the
hazard anal ysi s.

The processor considers all activities and materials
in the establishnent, including incomng fish,

i ngredi ents, packaging materials, establishment
personnel, the establishnent itself, product
descriptions, the process flow di agram docunented in
t he Background Product and Process Information
section, as well as consuner conplaint information,
and epi dem ol ogi cal and technical literature
avai | abl e when conducti ng the hazard anal ysi s.

For sone establishnents, the hazard anal ysis wl|
not identify any significant hazards. The HACCP
conmponent of the QW Plan would therefore only

i nclude the hazard anal ysis and ot her applicable
docunent ati on (exanpl es are given in nunber 7 bel ow
Est abl i sh a Docunent ati on and Recor d- Keepi ng
System) The determ nation of CCPs and associ at ed
controls woul d not be applicable.

2. Determine Critical Control Points (CCPs)

a)

b)

For each significant hazard identified in the first
step, there is an appropriate preventive neasure in
pl ace to prevent or elimnate the hazard or reduce
it to an acceptable |evel.

The nmethod and results of the CCP determ nation are
docunment ed and CCPs are indicated on the process
fl ow di agram
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3. Establish Critical Limts

a)

b)

Critical Iimts are established for each CCP
identified. Acritical limt means the maxi mum or

m ni mum val ue to which a hazard nust be controll ed
at a critical control point. For exanple, a
tenperature or tine which nust be achieved to ensure
destruction of a pathogenic bacteria, a specific pH
to prevent the gromh of bacteria, a |level of a
preservative, a size of detectable shell pieces, or
t he presence of acceptabl e product anal ysis
docunmentation froma SQA supplier of raw materi al s.

The critical limts are validated to denpnstrate
that they are effective and the validation is
docunent ed.

4. Establish Mnitoring Procedures

a)

b)

At each CCP, the processor has established
nonitoring procedures to determne that the system
is operating within the critical Iimts identified.
It is inportant to have nonitoring procedures which
produce i nmedi ate neasurable results to which action
can be initiated since there nay be potential food
safety inplications.

The nonitoring procedures include what will be
nonitored, if applicable howthe critical limts and
preventive neasures will be nonitored, how
frequently nonitoring will be performed, and who
will performthe nonitoring.

For each nonitoring activity, the processor has
establ i shed that personnel performng the nonitoring
have the know edge and ability to conduct the
procedure. Where specialised skills are required in
order to adequately nonitor a process or perform an
activity which is critical to ensure product safety,
appropriate training requirements, experience,

and/or skills are identified. For exanple, the
foll owi ng positions are recogni sed as requiring
specialised skills: retort operator, can closing
machi ne operator, can screeni ng machi ne operator,
and container integrity inspector. Personnel in

t hese positions require special know edge and

experi ence.
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5. Establish a Corrective Action System

a)

b)

d)

Corrective action procedures are established to be
initiated when nonitoring indicates that the process
is operating outside the defined critical limts.
The corrective action procedures are established in
advance so the personnel conducting the nonitoring
will have direction on the steps to take when a
deviation is identified.

The corrective action procedures address: the
correction of the deficiency that gave rise to the
problem the identification and segregation of al
af fected product; the culling, re-working, and/or
di sposition of affected product in an appropriate
manner .

The corrective action procedures address: the
prevention or reduction in |ikelihood of
reoccurrence of the problem (e.g., by investigating
how t he probl em devel oped); if a review of the QW
Plan (e.g., to determ ne where changes of
procedures, control neasures, standards, etc., are
needed) is needed; the inplenmentation of necessary
changes; identification of changes in the QW
amendnent | og.

The corrective action procedures include a record
systemto docunent at |east the details of the

probl em including the date the probl em was
Identified, the corrective action taken, the
person(s) responsible for the action, the date the
action was taken and the changes needed to elimnate
or prevent re-occurrence of the problem

6. Establish Verification Procedures

a)

b)

Verification activities are an additional |evel of
control and nonitoring to ensure the HACCP Plan is
operating as it was designed. The verification
activities are conducted in addition to the CCP
nonitoring, but on a |less frequent basis, in order
to review the inplenentation of the plan through the
records or through additional tests or analysis. For
each nonitoring activity, the processor nust
establish and docunent verification procedures to
ensure that the CCP is working as designed.

The verification procedures include what will be
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verified, howit will be verified, how frequently
verification will be performed, and who will perform

the verification.

Verification activities are perfornmed by qualified
personnel and usually by personnel not associ ated
with nmonitoring of the CCP

7. Establish Docunentation and Record Keeping

a)

b)

Processors keep two types of records associated with
HACCP, "docunentation"” and "records”. Docunentation
refers to those records which are created as a
result of the devel opnment of the HACCP Pl an, and
records, which are created as a result of the

i mpl enentati on of the HACCP Pl an.

Docunentation is nmaintained as a record of HACCP

Pl an devel opnment, recognising the support and i nput
from many individuals and usually over a

consi derabl e period of tine. During this phase

t here are nunerous decisions taken and authorities
referenced. This information is essential to
justify, if necessary, to regul atory agencies or
custoners why certain actions or activities are
taken and al so to assist in future devel opnent and
evol ution of the plan. Documentation includes the
QW and HACCP Pl ans as well as conponent parts such
as SOPs. It also includes the hazard anal ysis,
product attribute data, CCP deternmination, critica
limt validation data, personnel training records,
and manuf acturer specifications for operation and
mai nt enance of specialised equi prent.

Records are generated by the procedures or
activities performed and any corrective actions
taken. The processor establishes a record-keeping
systemthat ensures that CCP nonitoring records,
corrective action records and verification records
are conplete, accurate, |egible, and available for
review. These records include all information
required in the QW Plan and are initialled or
signed and dated by the person responsible for
nonitoring and by the person responsible for
reviewing to verify the nonitoring or corrective
actions where this reviewis identified in the QW
Plan as a verification activity. A copy of each
record is included in the HACCP Pl an.
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Addi ti onal guidance on el ectronic records system can be
found in the Appendices of this docunent.
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6. VERI FI CATI ON & MAI NTENANCE OF THE QWP PLAN
Ref erence Standard Requirenents:
6.1 Processors are required to performthe foll ow ng

verification activities to ensure that their QW Plan is
functioning correctly.

6.1.1 Before inplenmentation the processor is required to validate
the critical limts of CCPs.

6.1.2 Before inplenentation the processor is required to review
the QW Plan to ensure that all of the necessary controls
are in place and that it neets the requirenents of the
Ref erence St andard.

6.1.3 Once the QW Plan is inplenented the processor is required
to performroutine verification of the HACCP Pl an to ensure
it 1s functioning effectively.

6.1.4 Once the QW Plan is inplenented the processor is required
to verify or validate any changes to the QW Plan or to
critical limts that nmay occur in the ongoi ng devel opnment
of the QW Pl an.

6.1.5 Once the QW Plan is inplenented the processor is required
to review the QW Plan at | east once per year.

6.1.6 To ensure that the QW Plan is accurately docunented,
processors are required to maintain a |list of amendnents of
any changes to their QW Pl an.

I ntent:

The QW Plan is a dynam ¢ docunent and verification is a
systenmati ¢ and conprehensi ve approach to ensure continuous
mai nt enance and i nprovenent to the QW Plan in order to
confirmthat the QW neets the needs of the fish processor
i n producing a safe, whol esone, fairly traded product.
Conpl i ance Gui del i nes:

There are five main activities that a processor is required
to performto verify the QW Pl an.

Before inplenentation of the QW Plan, the processor is
required to:

1. Validate the critical limts for all identified Critical
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Control Points. The processor nust obtain supportive
evi dence or docunentation to confirmthat the paraneters
of the critical Iimt for each CCP are sufficient to
prevent, elimnate or reduce to an acceptable |evel,
food safety hazards in the final product. There are two
conmponents to this supportive evidence or documnentation

- sound and reliable scientific evidence, standards
froman accepted authority, advice froman accepted
authority, or a regulatory standard to denonstrate
that the process, if operated within the established
critical limts, will result in a safe product, and

- sufficient technical data, gathered through testing
and measurenent of the process in a processing
establishnment, to denonstrate that the process can
operate within the chosen critical limts.

Review the QW Plan to ensure that it conplies with the
requi renents of the Reference Standard. This includes:

- reviewing the Prerequisite and RAP Plans to confirm
that all the necessary controls and docunentation
are in place. This includes the strategy for
nonitoring, the taking of records when required, and
the inplenmentation of appropriate corrective
actions, as outlined in the QW Pl an; and

- reviewi ng the HACCP Plan to confirmthat all the
necessary controls and docunentation are in place.
This includes the strategy for nonitoring and
recording at CCP, the inplenentation of appropriate
corrective actions, and the verification of the
HACCP Pl an to ensure the systemis working
ef fectively.

Once the QW Plan is inplenented, the processor is required

to:

3.

Performroutine verification procedures to confirmthat
t he HACCP systemis working effectively (HACCP principle
6). For CCP verification, the processor mnust conplete

i ndependent tests, measurenents, sanpling, review of

noni tori ng procedures and records etc., as necessary and
at an appropriate frequency, to verify that the control
neasures i nplenented at each CCP are effective and being
i npl enented as described in the plan.

Re-validate QW controls or CCP critical limts as
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changes are nade to raw materials, products, processes,
equi pnent, or in response to adverse review findings,
recurring deviations, new informati on on hazards or
control neasures, on-line observations, and/or new

di stribution or consuner handling practices where

pot enti al hazards nay be encount er ed.

5. Review the QW Plan, at |east once per year, including:

- verifying the HACCP Plan, to confirmthat it is
conpl ete, accurately reflects current products and
processes (product descriptions, process flow, and
establi shnent | ayout), has effective controls over
the significant hazards, and the nonitoring of the
critical Iimts is at a frequency sufficient to
ensure that products remain in conpliance. This
verification should include, as appropriate,
product sanpling and testing, a review of process
devi ations, corrective actions, audit findings, and
consuner conplaints. The HACCP Plan is al so
verified following a systemfailure or, when there
is a significant change in the product or process.

- conducting a review of the QW Pl an, incl uding
Prerequisite and RAP Plans, to confirmthat these
prograns are conplete and functioning effectively.
Verification activities for the Establishnent
Envi ronment Program can use a conbi nati on of visua
observation, record review, surface swabs or other
nmet hods of mi crobi ol ogi cal anal ysis of surfaces such
as contact plates, or ATP (adenosi ne triphosphate)
bi ol um nescence. Mock recall exercises are effective
verification of the traceability system
Verification of the RAP Prograns can include product
and incomng material testing and | abel inspection
at atypical inspection points or using nore
stringent sanpling regines.

This review would confirmthat all corrective
actions, problenms and consuner conplaints have been
eval uated to ensure the results were effective and
that all anmendments and other required witten
changes have been nade to the QW Pl an.

The processor should consider the yearly operating
schedule in order to best schedul e the annual review
of the QW Plan. Sone verification activities
require the establishment to be in typica

production node in order to assess (for exanple,
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swab sanpl es for m crobiol ogical analysis), whereas
some verification activities, such as equi pnent
calibrations may better be schedul ed during shutdown
periods. Al elenents of the QW Pl an shoul d be
reviewed in the course of each year, however, each
el enent need not be reviewed sinultaneously. The
QW Pl an shoul d descri be the schedul e and net hod by
whi ch each elenment will be revi ened.
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7. RECORD KEEPI NG
Ref erence Standard Requirenents:
7.1 Records must be kept for the QW Plan as foll ows:

7.1.1 For all Prerequisite and RAP Plans, record keeping may be
"by exception".

7.1.2 For the HACCP Pl an, record keeping is mandatory for al
testing, measurenments, and nonitoring at CCPs and for
corrective actions when the critical limts are exceeded.

7.1.3 For all verification activities and results, record keeping
i s mandat ory.

7.1.4 For anmendnents or changes to the QW Plan, a record nust be
mai nt ai ned.

I ntent:

Two types of records are conmponents of the QW Pl an, the
record of the devel opnment and the conponents of the quality
managenent program referred to as "docunents" or
"docunentation” and those records taken as a result of the
i npl ementation of the quality managenent program sinply
terned "records".

It is inportant to bal ance the vol une of record keeping
with the true needs of the organisation and the resources
avai l able to deliver the system The devel opnent, usage
and mai nt enance of documentation and records should be
sufficient to provide evidence that the system was

devel oped properly, is being inplenented as witten, and
can denonstrate trends to identify a problem

Conpl i ance Gui del i nes:

1. Copies of all of the records (e.g., blank exanpl es)
described in the QW Plan, including nonitoring,
verification, corrective action and personnel training
records, are part of the QW Pl an docunentati on.

2. \Wen records by exception are permtted, records are
only required when a deficiency is identified during the
nmonitoring procedures. 1In these cases the processor is
required to record the deficiency and docunent it using
a Corrective Action Record.
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3. Wen a QW Plan or any part of its docunentation is
anended, the date and the changes and the date they are
made nust be recorded. An accepted practice is to
i nclude an anmendnent log in the QW Plan. This wll
ensure that the witten QW Plan continues to reflect
the controls that are being applied in the processing
oper ati on.

4. The effectiveness of record keeping is inproved by
ensuring that personnel understand why they are taking
records, when, and how to conplete the record
accurately. The processor should review records
periodically to ensure they are current and rel evant.
Records may contain information outside of the scope of
the QW Plan and processors nmay conbi ne records to
reduce paper | oad.

5. Records remain current, legible, readily identifiable
and retrievable. The location of all files and records
in respect of the QW Plan nust be identified. The
retention time for records is a very inportant issue.
Records must be retained for at |east 36 nonths and
shoul d be retained for a period of time which is
rel evant to the product shelf life. Records should be
stored in a manner which is secure, easily accessible,
and which protects the integrity of the record.

6. Consideration can also be given to technology to all ow
for continuous nonitoring or automatic capture of data
t hrough conputers or renote sensors. \Wien mi croprocessor
technol ogy is used, specific controls nmust be devel oped
to control the creation and mai ntenance of el ectronic
records and el ectronic signatures. Further guidance on
this subject is provided in the Appendices of this
docunent .
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APPENDI CES

Appendi x A - Gui del ines for the devel opment of a product
descri ption

Appendi x B - Gui del ines for the devel opment of a sanitation
program

Appendi x C - Gui del ines for the devel opment of a pest contro
program

Appendi x D - Gui delines for the devel opnment of a personne

hygi ene program

Appendi x E - Gui del ines for the devel opment of a supplier quality
assurance agreenent

Qui delines for the use of electronic records and
si gnat ures

T

Appendi x
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APPENDI X A
GUI DELI NES FOR THE DEVELOPMENT OF A PRODUCT DESCRI PTI ON

The inmportance of the product description, including the intended
use, distribution, and consuner information should not be
under est i nat ed.

The product description has two nmjor roles:

a) it contains sufficient information regarding the product
which is essential to the hazard anal ysis and the
devel opnent of safety and regulatory controls in the QW
Pl an;

b) to describe the scope of the Qw Plan, i.e., all of the
docunentation, controls, reports, corrective actions, etc.,
in the QW Plan that pertain specifically to the product
described in this section.

| nformati on contained in the product description nust be
supportable. In particular, physical characteristics, conposition,
packagi ng, and/or shelf-life attributes which inpact on the risk of
a hazard or its likelihood of occurrence nust be substanti ated.
This data is usually found in association with the HACCP Pl an.

The product description can be devel oped using the follow ng 3-step
appr oach:

Step 1 - Describing the product in consuner terns

The product shoul d be described in consumer terns,
i ncl udi ng:

a) the product nane

Thi s shoul d use the acceptabl e cormon nanme associ at ed
with the species, and the nmanner of processing or
i nt ended preparation.

For exanple, fresh aquaculture raised Atlantic sal non,
canned chi nook sal non, salt cod, etc.

The List of Canadi an Acceptabl e Conmon Nanes for Fish
and Seafood, also referred to as the "Fish List",
identifies the English and French comon nanmes for fish
and seaf ood which are acceptable for use in Canada.
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b)

Anend. no. 21 06/ 04/ 28

The ‘List of Canadi an Acceptabl e Comon Names for Fish
and Seafood’ is available on the CFlIA Internet.

t he type of product packagi ng

Thi s shoul d describe the packagi ng of the final product
and may include nultiple types of packagi ng.

Key issues associated with food safety are sel ective
barrier filns, vacuum packagi ng, recycl ed packagi ng

mat erials, the acceptability of food contact materials,
and identification of potential sources of physical
contam nation (i.e., product packed in glass represents
a potential source of contanmi nation from broken gl ass).

Any characteristics of the packagi ng which nay affect
the nultiplication of mcrobial pathogens and/or the
formati on of toxins should be identified. For exanple,
the potential for growh and toxin production of
Clostridiumbotulinumin products packaged in selective
barrier (i.e., oxygen perneable) filns, and vacuum or
nodi fi ed at nospheric packagi ng and the potential growh
of Listeria nonocytogenes in products packaged for

ext ended shelf-life.

Step 2 - Describe any factors which may result in the

addition of ingredients or other conpounds to the product

Consi der and identify any sources of intentional and/or
uni ntentional additions to the product which may affect
product safety, including:

a)

t he source of incoming fish where it could affect
product safety

Fi sh, whether migratory or non-mgratory may be di sposed
to naturally occurring or man-nade contam nants or ot her
conmpounds in the environment.

I n general, Canadi an products should be identified by
the waters where the fish was harvested or the location
closest to it. However, where a known risk exists, it is
inmportant to identify any source(s) that is not
acceptable. For exanple, a fisheries exclusion zone or
area closed to harvesting as a food safety precautionary
neasure.

Bi val ve nol | uscs nust be identified by specific harvest
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area or areas.

| mported fish nmust be identified by the country of
origin, and where geographic risks apply, by nore
specific localities.

b) processing steps or processing aids which could affect
product safety or regulatory conpliance

Any conpounds that are added to the product, either
directly or indirectly, such that they are part of the
product whet her or not the conponent is |listed on the
| abel , nust be identified.

Fish culture, harvesting, processing, and/or transport

operations should be considered. For exanple, consider
the foll owi ng ingredients, processing aids, or residual
conmpounds that may be added to the product:

- aquacul ture therapeutants

- sawdust used to naturally snoke fish

- ice used to pack fresh fish during transport,
processing or in the final product

- boi | er conpounds in steam used to pre-cook fish

- water used to flune or wash fish

- traditional ingredients (salt, sugar, spices,
vinegar, etc.) nust also be |isted.

c) the inportant characteristics of the final product which
are intended to affect product safety or influence the
growt h of di sease-causi ng pat hogens, such as additives,
salt concentration, water activity (a,), or pH

Step 3 - Describe the conditions of distribution, intended

use, and consuners of the food

Consi der and identify the factors which inpact on product
safety and regul atory conpliance, including:

a) the product market, i.e., within Canada or outside
Canada;

b) special distribution controls or instructions for safe
product distribution, e.g., "Keep Refrigerated" or "Keep
Frozen";

c) labelling instructions that nay be applicable for safe
product storage and preparation, e.g., "Keep
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Ref ri gerat ed”;

d) the intended end product use which nay effect the
product safety.

For exanple, consider: WIIl the food be heated by the
consuner? WIIl there likely be | eftovers? Is the food

i ntended for the general public? Is the food intended
for consunption by a population with increased
susceptibility to illness (e.g., infants, the aged, the
infirm inmuno-conprom sed individuals)? Is the food for
institutional use or for the home?

e) the product’s shelf life.

For exanple, consider: the potential growh of Listeria
nonocyt ogenes in extended shelf-1ife products; the
potential effect of shelf life on the integrity of
sensitive packaging material s.
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APPENDI X B
GUI DELI NES FOR THE DEVELOPMENT OF A SANI TATI ON PROGRAM

An effective sanitation programis an essential support for any
food safety program Wile it is not an integral part of the HACCP
Plan, which is restricted to process steps, the sanitation program
nmust be in place before a HACCP Pl an can be properly introduced.

Cleaning is the renoval of dirt or debris by physical and/or
chem cal neans.

Sanitizing is the process used to rid or reduce the nunber of
m crobes (m croorganisns) on the surface. Sanitizing cannot be
acconpl i shed until surfaces are clean. Sanitizing cannot be
effective without a good pest control program as described in
Appendi x C.

The food processing establishment is a distinctive environnent and
a sanitation program should be designed to neet the specific needs
of that environment to ensure that fish and fish products are
prepared under sanitary conditions.

Cl eaners and sanitizers should be selected to be effective in the
processi ng conditions found at the establishnent. These products
are known to have differences in activity relative to amnbient
tenperature, cleaning water characteristics, and the |level and type
of processing debris present. The net hod of product use, i.e.,

t he application nmethod, concentration and contact tine will affect
t he perfornmance of cleaning and sanitizing products.

An effective witten sanitation programincludes the follow ng:

1. Procedures for equi pnent sanitation which specify step-by-
step instructions for equipnent to be cleaned and
sani tized, including:

- person(s) or positions responsible;

- ldentification of equiprment and utensils;

- di sassenbl e/ reassenbl e i nstructions when required for
cl eaning, disinfecting, lubrication, and inspection;

- nmethods of cleaning, disinfecting, and rinsing;

- chem cals and concentrations used;

- time and tenperature requirenents for cleaning and
di si nfecti ng;

- lubricants used where applicable; and

-  frequencies for cleaning and saniti zing.
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Procedures for establishnent sanitation which specify step-
by-step instructions for prem ses, processing, and storage
areas to be cleaned and sanitized, including:

- person(s) or position(s) responsible;

- ldentification of prem ses, processing, and storage
ar eas;

- nmethods of cleaning, disinfecting, and rinsing;

- chem cals and concentrations used;

- time and tenperature requirenents for cleaning and
di si nfecti ng;

- frequencies for cleaning and sanitizing;, and

- nmethods to prevent the contam nation of food or
packagi ng materials during, or subsequent to, cleaning
and saniti zi ng.

The identification of acceptable cleaning and sanitizing
equi pnrent and its intended use.

The identification of acceptabl e cleaning chem cals and/or
conmpounds, their intended use, and instructions for proper
appl i cation.
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APPENDI X C

GUI DELI NES FOR THE DEVELOPMENT OF A PEST' CONTROL PROGRAM

Sani ti zing cannot be effective without a good pest control program
Pest Control is the reduction or eradication of pests (nmacro

organi sns). These include flies, cockroaches, mce and rats, as
wel |l as weevils and other animals and insects that can target food
products. Pest control cannot be effectively acconplished unl ess
and until proper cleaning and establishnment mai ntenance has
occurred. If no pests are present, cleaning followed by sanitizing
is sufficient. If, however, pests are present, they nust be
controll ed before the sanitizing step. This is because the pests
will re-contam nate any surface that nmay have been saniti zed.

Est abl i shnent managenent is responsible for identifying a conpetent
person to devel op a pest prevention and control programand to give
t hem t he necessary support to carry out the program and ensure that
pesticides are used in accordance with | abel instructions. Persons
who apply pesticides in industrial and institutional settings have
a responsibility to use the needed pesticide, to apply it correctly
(according to label instructions), and to be certain there is no
hazard to man or the environnent.

An effective witten pest control programincludes the follow ng:

1. Controls to prevent the entrance of pests to the facility,
i ncl udi ng:

- neasures to prevent the entry of pests and ani nals,
t hrough proper construction and | ayout of facilities
- neasures to control the opening and cl osure of doors and

wi ndows
- neasures to exclude animals such as dogs, cats and
bi rds.
2. Controls to elimnate or prevent the harbourage of pests in

and around the facility, including:

- measures to maintain an outside establishnent
envi ronnent that does not provide a habitat for pests
(i.e., establishnment surroundi ngs nmust be free of
debris, stagnant water or inproperly disposed of offal),

In Canada, "pest" refers to the followi ng four major groupings: insects
(e.g., flies, cockroaches, weevils); rodents (e.g., mce, rats); birds
(e.g., gulls, crows, pigeons, small building-nesting birds); and other
animals (e.g., cats, dogs, wld mammls).
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-  where applicable, a list of chem cals and devices used
for pest control, the concentration applied, the
| ocati ons where applied, and the nethod and frequency of
appl i cati on,

- where applicable, a plan of bait and trap | ocations,

- where applicable, a systemto record the date of
chemi cal or device applications, chenmicals or devices
used, results of the application, corrective actions
t aken, and

- the nane of the responsi bl e person.

I dentification of properly maintained pest control
equi pnrent and its intended use.

The identification of acceptable chem cals and/or
conmpounds, their intended use, and procedures for proper
appl i cation.

Procedures to ensure that the pest control programis
carried out in a manner that does not contam nate food or
packagi ng materials during, or subsequent to, pest control
appl i cations.

The nane or position of persons responsible for pest
control, including, where applicable, the name of the pest
control conpany or the nane of the person contracted for

t he pest control program

2
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APPENDI X D
QU DELI NES FOR THE DEVELOPMENT OF A PERSONNEL HYG ENE PROGRAM

Anyone who works in a food handling area nmust nmaintain a high
degree of personal cleanliness, and the way in which they work nust
al so be clean and hygi eni c.

I n devel opi ng the QW Pl an, nanagenent nust:

- decide what training or supervision their food handl ers
need by identifying the areas of their work nost |ikely
to affect food hygi ene. Food handl ers nust receive
adequat e supervision, instruction, and/or training in
food hygi ene.

- take care to ensure that no persons, while known or
suspected to be suffering from or to be a carrier of, a
di sease likely to be transmtted through food or while
afflicted with infected wounds, skin infections, sores,
or with diarrhoea, is pernmitted in any food handling
areas in any capacity in which there is a likelihood of
that person directly or indirectly contam nating the
food with pat hogenic m cro-organi sns.

The Codex Alinmentarius General Principles of Food Hygiene lists the
following illnesses and injuries which should be reported to
managenment so that any need for medical exam nation and/or possible
excl usion fromfood handling can be consi dered: jaundice;

di arrhoea; vomiting; fever; sore throat with fever; visibly
infected skin lesions (boils, cuts, etc.); and discharges fromthe
ear, eye, Or nose.

The Prerequisite Plan should contain an effective witten personnel
hygi ene program which addresses the foll ow ng:

1. Communi cation of the conpany policy on personnel hygienic
practices, including communicabl e di seases, to enpl oyees,
visitors and guests.

2. Cl eanl i ness and conduct of personnel, including hand
washi ng, use of hand and/or foot dips, clothing or
jewell ery which could contam nate food, unsanitary
behavi our or practices

3. The health of personnel, including prevention of personnel
suffering froma communi cabl e di sease or with open cuts or
wounds from bei ng enpl oyed in a processing area of an
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est abl i shnment .

4. Preventi on of contam nati on and cross-contam nati on of the

food product by <control over the storage of enpl oyee
personal bel ongi ngs, and the control of personnel and
visitor traffic.
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APPENDI X E
GU DELI NES FOR THE DEVELOPMENT OF A SUPPLI ER
QUALI TY ASSURANCE AGREEMENT

Thi s appendi x establishes guidelines for SQA agreenent used to
control the safety and/or regulatory conpliance of incom ng
materi al s.

Supplier quality assurance (SQA) can be an effective neans of
control for incomng materials (raw material, packaging material s,
or ingredients) or delivery of services, such as transportation of
goods. A SQA is when a processor enters into a formal agreenent
with a supplier to supply sonething under a stated set of
conditions. The type and extent of control applied to the supplier
and purchased product shoul d be dependent upon the effect of the
pur chased product on subsequent product or in the final product.
The fish processor shoul d eval uate and sel ect suppliers based on
their ability to supply product in accordance with the fish
processor’s requirenents.

When such SQA agreenents are in place, the processor may use the
assurances provided to nmake deci si ons when devel oping their QWP.
For exanple, the frequency of nonitoring nmay be | ower or a
potential hazard may be deenmed not significant because the supplier
has procedures, controls and records in place to neet the

requi renents and specifications of the processor.

When a SQA fornms part of the HACCP Pl an, the SQA shoul d be
devel oped consistent with the HACCP principl es.

A SQA agreenent shall be witten and agreed to by both parties,
i.e., the processor and the supplier. A SQAis defined as a
program of actions to ensure the safety and quality of the raw
mat eri al supply and includes the preparation of and procedures to
assess supplier conpetency, e.g., inspections, questionnaires.
The docunented SQA agreenent shoul d incl ude:

1. the full nanes, signature and addresses of all parties to
t he agreenent;

2. the nanmes and positions and the persons responsible for the
mai nt enance of the SQA by both parties;

3. the scope of the SQA (which input materials are covered);

4. the specifications of the input material, such as



I* (?Enpi:iit?c[l]n?g;ency g?fs[g:cfli:aj;ir;emer':s %m S_lﬂ)jj%t %_ggz
Facilities Inspection Status Date
Manual New 02/ 08/ 30

m crobi ol ogi cal or chemical criteria , |abelling
requi renents and other intrinsic factors such as pH, Aw,
etc.;

5. where applicable, specific controls which the supplier nust
have in place during production and or distribution; and

6. where applicable, specific analytical tests which nust be
conducted, and copies of certificates which nust acconpany
| ot s.

The QW Pl an should include criteria for the selection, nonitoring
and verification of supplier(s). Selection should be based upon
the suppliers’ ability to neet processor requirenents. The SQA
agreenent should be verified by a qualified individual.
Verification may include on-site audits, input naterial testing or
a conmbination of both. |If specific controls defined by the
processor are required to be put in place by the supplier, then it
is preferable that verification be conducted on site. The SQA nust
al so contain, at a mninum the follow ng details of the
verification procedures:

1. t he nane and position of the person who is responsible for
the verification activities;

2. how the verification is to be conducted,

3. the frequency of verification.

Records of the results of nonitoring and verification and any
corrective actions arising fromthe eval uati ons shall be
mai nt ai ned.



I* Canadian Food Agence canadienne
nspection Agency  d'inspection des alimenis

F:
o
¢}

Chapter ~ Subject

3 4 F1
Facilities Inspection Status Date
Manual New 02/ 08/ 30

APPENDI X F
QU DELI NES FOR THE USE OF ELECTRONI C RECORDS AND S| GNATURES

El ectroni ¢ Records

When QWP records are created and/or stored using m croprocessor

t echnol ogy, these electronic systens can be classified as "open" or
"cl osed" systens. A closed systemis an environnent where the
system access is controlled by the persons who are responsible for
the content of the electronic records on the system An open system
is an environnment in which the systemaccess is not controlled by

t he persons who are responsible for the content of the electronic
record on the system For exanple, a processor has purchased off-
t he-shel f HACCP software to record and store data, and generate
reports of CCP nmonitoring. If the processor does not have access to
the data storage files generated by the software, this systemis
considered closed. If the processor has access to the content of
those data files generated by the software the systemis considered
open. The distinction between open and cl osed governs who is
responsi ble for inplenmenting controls to ensure the authenticity
and integrity of electronic records. If the systemis closed then

t he software manufacturer is responsible, otherw se the food
processor i s responsible.

When fish processors use electronic records in place of paper
records required for QW, they nust devel op and i npl enent
additional controls to denponstrate the reliability of the

el ectroni c records.

Processors should be able to denonstrate conpliance with the
fol |l owi ng requirenents:

1. Docunent ati on of the conputer system operation
mai nt enance, and nodifications is part of the QW Pl an.

2. Comput er systens are validated to ensure their accuracy,
reliability, consistency and ability to discern invalid or
altered records.

3. Comput er systens are able to generate accurate and conplete
copies of records in a readable text format for inspection
pur poses.

4. Conmput er systens contain an adequate neans to protect

records for accurate and tinely retrieval throughout the
record retention period. This may include systens to
mai nt ai n appropriate backup records.
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ensure that only authorised individuals can use the system
el ectronically sign a record, access the operation or
conput er system alter a record, or perform operations.

7. Managenent establishes and inplenments policy that hol ds
i ndi vi dual s responsi bl e and accountabl e for data recorded
and/ or actions taken under their electronic signatures.

El ectroni c Signatures

When a QW record is nade it should be signed or initialled by the
responsi ble party. Simlarly, when an electronic record is
created, the conputer systens will require identification of the
person who created the record, this identification is called the
"“el ectronic signature”

When el ectronic signhatures are used in association with QW
records, the follow ng characteristics should be associated with
t he el ectronic signature:

1. The el ectronic signature contains a unique identifier for
the signer, the date and tinme of signing.

2. The el ectronic signature is clearly linked with one (or
nore) electronic record(s).

3. Controls are in place to ensure that electronic signatures
and their links to records cannot be renoved, copied, or
ot herwi se nmani pul at ed.

4. Each el ectronic signature is unique to only one individual
and is not re-used or re-assigned at any tine.

5. Identity of persons authorised to use electronic signatures
are docunented in the QW Pl an
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5. Comput er systens limt record access to authorised

i ndi vi dual s.
6. Comput er systens have a rigorous security protocol to





