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CHAPTER 3, SUBJECT 4
THE QW REFERENCE STANDARD AND 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.



[

Canadian Food

Agence canadienne Chapter Subiect Pae
nspection Agency  d'inspection des alimenis _3p_ —-]4— 1_§_

Facilities Inspection

Manual

d)

Status Date

New 02/ 08/ 30

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.



el S, e e mh e
Facilities Inspection Status Date
Manual New 02/ 08/ 30

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 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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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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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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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

CRITERIA FOR AN ACCEPTABLE SUPPLI ER QUALITY
ASSURANCE AGREEMENT

See "Criteria for an Acceptable Supplier Quality Assurance Agreement

at:
http://www. inspection.gc.ca/english/fssa/fispoi/qual/sgaagfe.shtml
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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
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APPENDI X G
GUI DELI NES FOR VERI FI CATI ON AND MAI NTENANCE OF THE QWP

Pur pose

Thi s docurnent provi des gui delines about the requirenments set out by
El enent 6 of the QW Reference Standard - Verification and

Mai nt enance of the QW Plan; and specific requirenents set out by
El ement 5 of the QW Reference Standard - the HACCP pl an.

Key Criteria

The objective in developing a verification and nai nt enance program
is to use all available information to confirmthat the QW neets
the needs of the fish processor in producing a safe, whol esone and
fairly traded product. The key criteria for such a program are:

1. Witten outline - The plan nust have enough detail to clearly
outline the "what" and "how' actions that will be conpleted
when assessing each Verification and Maint enance el enent
conponent. The plan should al so outline "who" is responsible
for carrying out the plan.

2. Appropriate timng - Verification and Mai ntenance activities
shoul d be tined so that changes can be made and inplenented to
ensure the QW functions correctly and remains effective
duri ng production. The frequency of each Verification and
Mai nt enance activities should be |linked to the anount of
change occurring in the operation (i.e., nore often for
rapi dly changi ng products vs nore stabl e production).

3. Records - Records nust be kept for all verification and
mai nt enance activities to denonstrate what took place, the
extent of these activities, and the results.

4. Amendnents - the processor nust keep a list of all anendnents
made to the QW (i.e., anmendnent | og).

Conpl i ance Gui del i nes
There are 4 main requirenents to be net:

1) Conplete review of QW prior to inplenentation

2) Validation - before starting a process and when changes
are nmade to the process

3) HACCP Verification while operating (Codex HACCP Principle
6)

4) Verification/ maintenance activities for the entire QW
plan with specific requirenments for the HACCP pl an.
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1) Conpl ete Revi ew

2)

When submitting a QW Plan for System Verification, the
processor mnust provide evidence that the QW Plan has been
reviewed to confirmthat it is conplete and all the necessary
control s and docunentation for all elenents of the Reference
Standard are in place. One way to ensure this is acconplished
is by using a checklist conpleted in sufficient detail to
denonstrate that an assessment was carried out and the plan
nmet the criteria (an exanple is available in Chapter 2,

Subj ect 1, Appendix C of this manual).

Val i dati on

Before inplenmentation of the QW, validation of HACCP controls
and CCP critical limts nust be conpleted and submtted as
part of the initial QW subm ssion for System Verification.
There are two parts to this validation

a) scientific evidence - nust be collected to establish that
the paraneters for the critical limts for each CCP are
sufficient to prevent, elimnate or reduce to an
acceptable level, the food safety hazards in the final
product (exanples of scientific evidence include a
process authority (NFPA), published research data, Health
Canada regul atory standard).

b) in-plant testing - sufficient tests and neasurenents nust
be conducted during test trials of the process to clearly
denonstrate that the process is able to consistently neet
t he chosen critical limts.

Once production has started, revalidation of HACCP controls or
CCP critical limts is required where changes are nmade to raw
materials, products, or processes, or in response to adverse
audit findings, recurring deviations, new information on
hazards or new di stribution and consuner-handling practices
where potential hazards may be encount ered:

For each Critical Control Point on the production line, the
critical limts are based on stable conditions, i.e., the raw
materials, the equipnent and all the process steps remain the
sane. |If any of these change, control neasures nust be

evaluated to confirmthey are still effective, and critical
[imts nust be re-validated to ensure safe food is still being
pr oduced.

O her events such as, but not limted to, the foll ow ng may
point to a need to re-validate QW controls or CCP critical
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l[imts:
> adverse findings froma CV or other external audit which
found problens with the process or controls.
> deviations fromcritical limts which keep occurring and
cannot be el i m nat ed.
> a new hazard is identified or a new tine/tenperature
process is published by a process authority.
> changes to distribution/marketing, e.g., extended shelf

3)

Iife or consumer packagi ng (oxygen perneabl e packagi ng).

Codex HACCP Principle 6 - verification during production
(Ref erence Standard 5. 1.6)

Once production is underway the processor is required to
performtwo ongoing verification procedures to confirmthat

t he HACCP systemis working effectively (Principle 6 - Codex
HACCP nodel ). These activities would normally be conpl eted by
sormeone not directly involved in the production process, such
as a supervisor, manager or sone other person (e.g., Quality
Control) with the authority to review the production.

a) Records Review of the nonitoring actions for CCP critica
[imts and corrective actions taken nust be verified
frequently to confirmthey are occurring as described in
the plan. This includes calibration records of
instrunments used in the nmeasurenent of Critical Contro
Poi nt paraneters (e.g., tenperatures, pH weight, flow
rate).

The Records Reviewis intended to verify that:

- monitoring activities were perforned at the
frequency required by the HACCP plan and all results
were within the Critical Limts;

- no nonitoring activities were mssed and all records
were conpl eted accurately and correctly;

- all deviations were followed up imediately with
Corrective Actions.

HACCP pl ans rely on accurate neasurenents (e.g.,
tenperatures, pH, weight, flowrate) to ensure the CCPs
are operating within critical limts. The instrunments or
equi pnent that require calibration for accurate CCP

nmoni toring should be described in the HACCP plan. The
recomrended frequency of calibration is dependant on the
i kelihood that the instrument will go out of calibration
and, if it does, the likelihood that a Critical Limt

wll not be net.

b) | ndependent checks nust be conpleted to verify that the
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control neasures inplenmented at each CCP are adequate and
effective. This verification step nust be done on a
routi ne basis, at an appropriate frequency so that
corrective action could be successfully initiated and
final product controlled if a problemwere to be

di scover ed.

| ndependent Checks are observations, neasurenents,

anal ytical tests, sanples, etc. These are conpleted
separately fromthe nonitoring activities and are
intended to be an additional |evel of control to
denonstrate that the identified hazard is being
controll ed adequately. Observations m ght involve a
second i ndi vi dual watching the nonitoring activity being
performed. Measurenents m ght involve a second individual
performng the nonitoring activity separately fromthe
production nonitoring.

The verification plan nust include a description of the

i ndependent checks, the timng of the activity, the

i ndi vi dual perform ng the checks, and the corrective
action to be taken if the results indicate a problemwth
t he nonitoring.

4) Specific requirenents for the HACCP plan and verification/
mai nt enance activities for the rest of the QW

a)

Specific requirenents for the HACCP pl an

The purpose of a HACCP is to prevent food safety hazards

fromoccurring and to acconplish this, the entire HACCP

pl an nust be eval uated at | east once each year to confirm

that it:

- is conpl ete;

- accurately reflects current products and processes;

- has effective controls over all significant hazards;

- has nonitoring of the critical limts at frequencies
sufficient to ensure that products remain in
conpl i ance; and

- has corrective action procedures that work
efficiently and effectively.

For processes that do not currently have significant
hazards, it is crucial that the Hazard Analysis is
reviewed to confirmthat there have been no changes in
t he product fornulation or process steps that m ght
require a re-evaluation of hazards for significance.
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b) Verification/ maintenance activities for the rest of the

QWP

The processor must
(1.e.,
Product Descriptions,
Programs, RAP Control s) at
review nust verify that the QW Plan is current,
such that the witten docunent matches what

Pl an,

and accur at e,

revi ew al

ot her el ements of the QW
Managenment Rol es and Responsibilities,

Process Flow Diagram Prerequisite
| east once every year

Thi s
conpl ete

is actually occurring during production.

This review would confirmthat al

corrective actions and

any problens or consuner conplaints that occurred over

t he year

have been anal ysed with witten anmendnents or

ot her appropriate changes nade to the QW Pl an.
The processor should consider their yearly operating

schedul e in order to best schedul e the annual
Sonme review activities require the
production node in order to

the QW Pl an.
establishment to be in full
assess (for exanple,
anal ysi s),
equi pnent or

The types of Annual

Tabl e

whi | e ot her

Table 1 - Types of Review Activities

swab sanpl es for
review activities,
instrunment calibrations may better be
schedul ed during shutdown periods. Al
reviewed in the course of each year
all be reviewed at the sane tine.

revi ew of
m cr obi ol ogi cal
such as

el enents nust be
but they need not

Revi ew activities can be found in

Exanpl es of verification and mai ntenance activities include, but

are not limted to, the exanples provided in the follow ng table.
QWP El enent What How (Activities)

1. Managenent Changes: Revi ew responsibility
Rol es and Organi zati on for QW and deci si on-
Responsi bi | - New St af f maki ng process.
ities

2. Background
Pr oduct and
Process
I nformati on

Changes:

Exi sting products
(suppliers, formula,
etc.)

New products.

Pr obl ens:

Corrective actions to
resol ve probl ens

- Conpare and revi ew
product descriptions

wi th processed products
in plant.

- Exam ne records
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and/ or non-
conformti es.

Revi ew

One or nore products
with attention to
those with significant
hazar ds.

- Conpare di agram
and/or floor plan with
actual |ayout of the
production fl oor.

3.

Pre-Requisite
Pl an

Changes:

New equi pnent

New sanitation
products

New procedures

New wor k shi ft

New enpl oyees

New requi renents
Probl ens

Def i ci enci es
Corrective actions
Non-conformties
Revi ew

Sub- el enents such as
construction,

sani tation program
pest control, product
accountability and
notification.

- Exam ne records
- Recall simnulation

- Inspect facilities
and equi pnent

- (bserve procedures

- Verify effectiveness
of cleaning (e.g.,
swabs, ATP testing)

- Check effectiveness
of training

- Check for updates
(e.g., FIR standards)

4.

Regul at ory
Action Poi nt
(RAP) Pl an

Changes

New suppl i er
New | abel

Codi ng

New st andar d/
requi r enent

New enpl oyees

New procedures
Producti on vol ume
Pr obl ens

Def i ci enci es
Corrective actions
Non-conform ties
Conpl ai nts

Revi ew

Sub- el enents (e.qg.,
m ni mum accept abl e
product quality,

i ngredients,
packagi ng, | abelling
and codi ng)

- Exam ne records
- Confirmtraining
- Check for updates
- (bserve procedures

- I nspect product and
| abel s

- Check calibration
records for
conpl et eness
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5. HACCP PI an Changes .

New hazard - Exani ne records

New enpl oyee | .

Critical Iimt change |- Confirmtraining

New procedure .

SQA changes - Literature search

Change in production
vol ume

Pr obl ens
Defi ci enci es
Corrective actions
Non-conformties
Conpl ai nts

Revi ew

Hazard anal ysis and
HACCP Pl an for a
sel ect ed product

check for updates
- Review data to
validate critical
[imts

- Sanpling to test for
speci fic hazards

(bi ol ogi cal, chem cal
and/ or physi cal)

- (bservations (ensure
al | hazards have been
consi der ed)
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GUIDELINES ON THE CONTROL MEASURES FOR PREVENTING THE
CONTAMINATION AND GROWTH OF LISTERIA MONOCYTOGENES

1. Purpose

This document provides guidelines for federally registered establishments with
respect to the requirements set out by the Quality Management Program
(QMP) Reference Standard and their application to prevent the contamination
and growth of Listeria monocytogenes in RTE fish products.

2. Scope

These guidelines are to be considered by operators of federally registered fish
processing establishments who produce RTE fish products subject to the Health
Canada “Policy on Listeria monocytogenes in Ready-to-Eat Foods” as part of
their requirement to design, implement and maintain a QMP Plan that meets the
requirements of the QMP Reference Standard.

3. References

Canadian Food Inspection Agency (2005) Fish Products Standards and Methods
Manual (Hereafter referred to as FPSMM)

Canadian Food Inspection Agency (2010) Food Safety Facts on Listeria.
http://www.inspection.gc.ca/english/fssa/concen/cause/listeriae.shtml

Canadian Food Inspection Agency (2011) Process Control Document
Requirements
http://www.inspection.gc.ca/english/fssa/fispoi/import/pol/conte.shtml#no4341b

Codex Alimentarius (CAC/GL 61-2007) Guidelines on the application of general
principles of food hygiene to the control of Listeria monocytogenes in food.

Health Canada (2011) Policy on Listeria monocytogenes in Ready-to-Eat Foods.
(Hereafter referred to as the “HC Listeria Policy”.)

Huss, H. H. et al. (2000) Control Options for Listeria monocytogenes in
Seafoods. International Journal of Food Microbiology 62:267-274

National Fisheries Institute & National Food Processors Association Smoked
Seafood Working Group (2002). Listeria monocytogenes Control Manual, Draft 9.
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Tompkin, R.B. et. al. (1999) Guidelines to Prevent Post-Processing
Contamination from Listeria monocytogenes. Dairy, Food and Environmental
Sanitation 19(8):551-562

Tompkin, R.B. (2002) Control of Listeria monocytogenes in the Food Processing
Environment. Journal of Food Protection 65(4):709-725

US Food and Drug Administration, Center for Food Safety and Applied Nutrition
(2008). Guidance for Industry: Control of Listeria monocytogenes in Refrigerated
or Frozen Ready-To-Eat Foods; Draft Guidance.

4. Guidelines
4.1 The biological hazard “Listeria monocytogenes”

Listeria monocytogenes (L. monocytogenes) is a pathogenic bacteria commonly
found in the environment that can cause Listeriosis, an iliness that can lead to
death. Healthy adults and children can develop Listeriosis, but it is more likely to
develop amongst pregnant women, the elderly (>60 years old) and immuno-
compromised individuals (e.g., cancer patients, people affected with the Acquired
Immune Deficiency Syndrome (AIDS), people with liver problems, etc.). Food
products contaminated with L. monocytogenes at levels exceeding 100 CFU/g
(colony-forming units of bacteria per gram of product) have been implicated in
outbreaks of Listeriosis. L. monocytogenes is normally destroyed by cooking
therefore, only ready-to-eat (RTE) products are considered a risk for
contamination with L. monocytogenes since these products are intended for
consumption without additional cooking.

L. monocytogenes is a unique food pathogen that can grow at refrigeration
temperatures, is found everywhere in the environment and has a high tolerance
to salt. Contamination of the incoming materials, growth of the pathogen during
processing and/or during storage of the final product, as well as cross-
contamination during processing must all be considered as potential hazards
when conducting the hazard analysis of a RTE product as part of the Hazard
Analysis Critical Control Point (HACCP) component of the Quality Management
Program (QMP).

These hazards must be addressed through the application of Critical Control
Points (CCPs) or enhanced control measures in the prerequisite programs and
associated Standard Operating Procedures (SOPs). An establishment is required
to document all CCPs and control measures in their HACCP plan and other
relevant sections of the QMP plan.

When a final product supports the growth of L. monocytogenes, the use of a
regular prerequisite program is not sufficient to prevent cross-contamination and
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pathogen growth in the final product. CCPs and/or enhanced control measures
must be included to address the risks associated specifically with L.
monocytogenes.

4.2 Control Measures for L. monocytogenes

Control measures for L. monocytogenes are implemented to prevent, eliminate or
reduce L. monocytogenes to an acceptable level as well as control and prevent
conditions that will enable growth and/or contamination. Prerequisite programs,
sanitation and employee training are essential in controlling L. monocytogenes
and preventing recontamination. Controlling the presence of L. monocytogenes in
the environment will reduce the risk of contamination.

Establishments producing RTE foods must implement controls to ensure that
their products are in compliance with the L. monocytogenes guidelines for fish
and fish products (Appendix 2, FPSMM). Control measures should be developed
using regulatory requirements and relevant scientific information from current
literature. Assistance from recognized authorities (e.g., processing experts) is
recommended to obtain and evaluate this information given that, ultimately, it is
the responsibility of the processor to demonstrate that such control measures will
reduce the risk to an acceptable level.

The control of L. monocytogenes is product, process and establishment specific
(National Fisheries Institute, 2002). The history of known contamination in an
establishment should be considered when designing control measures.

The following control measures are recommendations. Processors may use other
control measures, provided they validate and verify the effectiveness of the
control measures and critical limits.

4.2.1 Knowledge and identification of factors required for
establishment specific control measures

Knowledge specific to the process flow of the establishment, product
characteristics, method of product manufacturing, processes such as lethality
treatments, equipment and the establishment structure should be acquired to:

e Determine the applicable RTE product category as per the HC Listeria
Policy; (see Appendix 2 of Fish Products Standards and Methods Manual:
http://www.inspection.gc.ca/english/fssa/fispoi/man/samnem/app2e.shtml);

¢ |dentify the impact of each location and step in the process on the
pathogen content of the food (includes areas in the product flow that pose
the greatest risk of product contamination, areas that are difficult to clean);
and



I* Canadian Food Agence canadienne
1 Inspection Agency  d'inspection des aliments 1-6

New 2011/06/10
o Establish effective control measures for L. monocytogenes.

The identification of establishment specific factors that pose potential risk of
contamination is important for these factors to be managed by the control
measures. Problems with respect to L. monocytogenes (e.g. potential signs of a
control measure not working resulting in a loss of control) and the appropriate
response should be identified.

4.2.2 General Control Measures - Linkages between HACCP,
Supporting Programs [Prerequisites, Regulatory Action Points
(RAP) and SOPs], and Control Measures

QMP supporting programs (i.e. Background Product and Process Information,
Prerequisite Program, RAPs and associated SOPSs) provide ongoing support for
the HACCP system and the production of safe food. Compliance to supporting
programs provides the basic operating conditions and processing environment
required to ensure the HACCP plan is effective.

The intent of HACCP is to focus control at Critical Control Points (CCPs).
Therefore programs to support the HACCP systems must be effective in
achieving their intended purpose related to food safety. These programs support
the HACCP system in practice by:

¢ Functioning as intended, especially at CCPs;

e Preventing contamination (pest control, construction & equipment
maintenance, employee hygiene, etc.);

e Achieving their food safety objectives; and

e Ensuring effective treatments (e.g. equipment functions as intended).

The Prerequisite Program and associated SOPs provide protection from hazards
from the surrounding environment and keep low-risk potential hazards from
becoming serious problems that could adversely impact on food safety. The
RAP plan identifies processing steps where control measures are applied to
ensure that the product complies with the Fish Inspection Regulations (FIR).

4.2.3 Product Related Control Measures
e Incoming Materials
Control of incoming material is essential to ensure a final product is safe for
human consumption. Incoming materials must be separated from the semi-
finished and finished products. RTE food processors should implement
procedures that are validated and verified to eliminate or reduce L.
monocytogenes in incoming materials.

Recommended procedures include, but are not limited to:
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Separating incoming materials from semi-finished and finished products;
Sourcing from reputable supplier(s);

Monitoring the temperature of incoming materials;

Handling and washing of incoming materials; and

Testing and verifying initial load of bacteria.

e Product Formulation

Control of product formulation is essential to ensure that the enhanced control
measures, CCPs and associated critical limits address the risk of L.
monocytogenes.

In accordance with the HC Listeria Policy, safety parameters such as pH, salt
content or water activity (a,) can be used to control microbial growth in a variety
of RTE foods. Establishments may consider adjusting these product
characteristics based on scientific information or expert advice to reduce or
eliminate growth of L. monocytogenes. A RTE product will not support growth of
L. monocytogenes when:

a) pH < 4.4, regardless of ay;

b) aw < 0.92, regardless of pH or;

c) Factors are combined appropriately (e.g., pH < 5.0 and a,, < 0.94).

e Food Additives and/or Processing Aids

The use of food additives or processing aids may be considered a control
measure to limit or inhibit the growth of L. monocytogenes in specific foods.

Additives for use in fish and fish products must be chosen in accordance with the
relevant sections of the Food and Drug Regulations (FDR). The use of
antimicrobial additives or processing aids specifically to control L.
monocytogenes is discussed in Appendix C of the HC Listeria Policy.

Consultation with Health Canada is required for the use of an approved
processing aid. In the event that the use of a new processing aid is proposed, a
submission must be sent to Health Canada for review and approval.

References that may assist establishments in the selection and use of additives
are available on the CFIA website. Refer to “Guide to Additives Permitted in Fish
and Fish Products” at:
http://www.inspection.gc.ca/english/fssal/fispoi/product/additi/quidee.shtml
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e Freezing of Finished Product

The growth of L. monocytogenes is inhibited at freezing temperatures; therefore,
freezing can be used as a control measure to prevent pathogen growth. In this
case, the product label must have the statement “Keep Frozen” on the principal
display panel. The temperature of the freezer storage area in the establishment
must also be monitored to prevent temperature abuse which could result in the
partial or complete thawing of the product which could allow L. monocytogenes to
grow.

e Restricting the Refrigerated Shelf Life of the Finished Product

The processor is responsible for establishing a product shelf life and must
validate that the product will remain safe for consumption for the duration of the
stated shelf life. To establish a safe shelf life, scientific evidence can be obtained
from a recognized authority in the form of a product-specific reference or
challenge study on the probable survival and growth of L. monocytogenes.

The duration of a product’s shelf life is affected by many factors including product
characteristics (aw, pH, intrinsic microbiology), use of additives, temperature
exposure during processing, packaging, post-lethality treatments and final
product storage conditions (refrigeration, freezing).

L. monocytogenes can grow at refrigeration temperatures. Depending on the
combination of factors for a particular product, establishments may need to
restrict the refrigerated shelf life to ensure product safety. Reducing the
refrigerated shelf life of RTE products ensures there is insufficient time for
pathogen growth to exceed the L. monocytogenes guidelines (Appendix 2, Fish
Products Standards and Methods Manual).

4.2.4 Process-Related Control Measures
e Temperature/Time Controls during Processing

The proliferation of L. monocytogenes can be reduced by controlling the amount
of time (from successive processing steps) that the product is exposed to
temperatures which are optimal for the growth of this pathogen. Processors
should focus on managing the time and temperature conditions for the actual
product rather than the room temperature controls.

e Lethality Treatment (“kill step”)
In general terms, thermal lethality refers to the ability of a heating process to Kkill

bacteria and is typically expressed as the amount of time at a certain internal
temperature necessary to achieve a given logarithm (log) reduction of a
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pathogen. Cooking, retort procedures and pasteurization are examples of
lethality treatments or “kill steps”.

A lethality treatment such as cooking is an effective control measure for L.
monocytogenes. To be a valid lethality treatment, the cooking must resultina 5
log reduction or more of L. monocytogenes. The length of time at the designated
internal product temperature needed to accomplish the 5 log reduction will vary
depending on the product.

Because of the prevalence of L. monocytogenes, the potential for re-
contamination following a kill step is quite high. Lethality treatments that do not
occur in the final container must have additional control measures after cooking
to prevent re-contamination. Lethality treatments in the final container must have
control measures to address potential recontamination during cooling; water used
for cooling can be a source of microbial contamination.

A lethality treatment in a process would constitute a critical control point (CCP)
which requires validation to demonstrate effectiveness against the target
organism, in this case L. monocytogenes, and to show that the treatment results
in the required amount of pathogen reduction. The kill step must be delivered
consistently within critical limits and have monitoring procedures in place. It is
recommended that establishments hire a competent authority to conduct
validation studies and establish critical limits for lethality treatments.
Establishments may also use reliable information obtained through literature
searches, regulatory standards and guidelines to gain knowledge about the
hazards of L. monocytogenes and effective critical control limits.

e Containers, Packaging and Filling

Control measures must be in place to avoid possible contamination of the
product during filling. Use of unsanitary equipment (e.g., spouts, dispensers),
utensils or containers could re-introduce pathogens, particularly in RTE foods
which receive no further heat processing (see Enhanced Sanitation Controls in
4.2.5).

Establishments may choose to use sterile containers or aseptic filling techniques
as control measures to prevent the contamination or re-contamination of the final
product. Aseptic processing and packaging involves putting a commercially
sterile product in to sterile containers which are then hermetically sealed with a
sterilized closure in a manner which prevents recontamination of the product.
While effective for L. monocytogenes, aseptic techniques are highly complicated
and slight modifications or deviations from the prescribed process may have a
significant impact on product safety. Aseptic processing and packaging
techniques must be developed and validated by a competent authority.

e Post-Process Lethality Treatments
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Post-process lethality treatments are used to reduce or inactivate any L.
monocytogenes which may be present on the final product as a result of post-
process contamination.

Post-process lethality treatments are discussed in the HC Listeria Policy
(Appendix C, Part ii). The effectiveness of different post-process lethality
treatments (e.g., surface heat pasteurization, high pressure processing) varies
depending on the product type. In most cases, proposed post-process treatments
must undergo a comprehensive assessment and be approved by Health Canada
prior to use.

4.2.5 Establishment-Related Control Measures
e Prevention of Cross—Contamination

Cross-contamination can occur as a result of traffic flow (e.g. movement of
people, equipment etc. in processing / packaging areas) or unscheduled
maintenance. To prevent the reintroduction of L. monocytogenes into the
processing environment, the control of cross-contamination is essential. Areas
where the exposed food is most likely to be contaminated during the process flow
should be assessed.

Identification of sanitary and/or restricted access zones will facilitate control of
traffic flow patterns between the incoming ingredients and the processed product
sides of the operation. Failure to establish and/or observe established traffic flow
patterns, especially between processing and packaging areas, can transport L.
monocytogenes back into a clean environment. The risk of contamination is
highest between product cooking/pasteurizing and packaging.

Enhanced control measures and possibly CCPs are necessary to prevent cross-
contamination given the prevalence of L. monocytogenes in the environment.
Hand washing frequency, footwear cleaning protocols, outer clothing protocols
and movement of carts and/or equipment between different processing areas are
examples of measures that should be enhanced to ensure L. monocytogenes-
specific control measures.

e Enhanced Sanitation Controls

L. monocytogenes is known to form biofilms, which are colonies of the bacterium
attached to a surface and surrounded by a protective sheath of proteins and
sugars. Biofilms are commonly found in niches such as closed systems, areas
where moisture accumulates and between close fitting materials. As biofilms are
more difficult to eliminate using basic cleaning and sanitization procedures,
enhanced sanitation controls should be implemented specifically for L.
monocytogenes and biofilms.
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Enhancements to the sanitation controls include the use of different types of
sanitizers on a rotational basis to prevent resistance. The periodic use of
sophisticated detergents such as quaternary ammonium compounds or peracetic
acids combined with mechanical action (i.e. scrubbing) will improve the removal
of proteins, fats, and oils from equipment and other surfaces. The concentrations
of sanitizers used and the length of time the sanitizer is left in contact with each
surface type (food contact and non-food contact surfaces, floors, boots) should
be in accordance to the manufacturer’s instructions to achieving proper
sanitation.

Sanitizing with high temperatures may be particularly useful for biofilms when
manufacturers’ instructions permit such application. Hot water and/or steam
sanitation is an effective alternative to chemical sanitation and should be used as
much as possible as a final step when equipment is difficult to clean.

Sanitation controls can be further enhanced by designating cleaning equipment

(e.g., brushes, scrubbers and carts) for use only in specific areas where the risk
of L. monocytogenes contamination and/or transport is the highest and ensuring
that the equipment does not become a source of contamination by maintaining it
in proper condition between uses and replacing it often.

Support equipment such as floor scrubbers, fork lifts, pallet jackets, wheeled
trash bins etc. should be included in the cleaning and sanitization process.
Equipment, such as slicers, brining equipment, and any equipment with
removable parts, should receive special attention.

The frequency of cleaning and sanitizing of the equipment and environment
should be based on the history and microbiological data of each establishment.
The use of an environmental sampling program allows an establishment to
acquire sufficient information to develop a baseline, make comparisons over
time, observe trends, and possibly identify the source of emerging sanitation
problems.

e Equipment Design & Maintenance

Due to the nature and prevalence of L. monocytogenes, equipment design and
maintenance will require extra consideration for establishments processing RTE
foods. Quality Control and sanitation personnel should be included in equipment
design and purchase decisions.

Equipment should be designed to facilitate cleaning and minimize the potential
for breakdowns. Processors should consider the ease of cleaning as well as
compatibility with the cleaners and sanitizers that will be necessary to combat L.
monocytogenes. They should also strive to prevent “harbourage sites”, small
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niches where L. monocytogenes can persist and multiply, such as cracks, seams,
drain covers or other sites where water and debris can collect.

e Personnel Hygiene & Training Programs

While employee hygiene and training are covered in the Quality Management
Program prerequisite programs, establishments need to identify the prevention
and elimination of L. monocytogenes as an objective of their training program.

Control measures are more effective when personnel are trained to understand
the necessity of the measures. Incorporating L. monocytogenes specific training
and assessing the effectiveness of personnel training are ways to enhance the
basic prerequisite programs.

e Visitors, Maintenance and Cleaning Staff

Processors should ensure that visitors, maintenance staff and cleaners are made
aware of the necessary hygiene requirements and consider the increased risk of
contamination when unscheduled maintenance involves outside contractors.

4.3 Verifying Control Measures

Environmental sampling programs and product testing can be used to verify the
effectiveness of the control measures.

Data obtained from an environmental sampling program helps identify the source
of contamination when results are positive, which will enable timely corrective
actions and trend analysis. The CFIA has produced “Guidelines for the
Development of an Environmental Sampling Program”, which are available at:

Product testing is a second option. While it may determine whether or not a
product is contaminated, it will not provide any indication on the cause of
contamination, which control measure should be improved, if a new measure
should be added nor how to prevent future occurrences. In addition, when
present, pathogens will not be distributed evenly within a product or a lot,
therefore end-product testing alone cannot ensure product safety. Product testing
will be most useful if restricted to verification of product-related control measures
such as shelf life determination or assessing the effectiveness of additives.
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1. Purpose

The purpose of this document is to provide guidelines with respect to the design and
implementation of an environmental sampling program for Listeria monocytogenes (L.
monocytogenes) that meets the requirements of the Quality Management Program
Reference Standard.

2. Scope

These guidelines are intended for federally registered fish processing establishments
that produce Ready-to-Eat (RTE) fish products subject to the Health Canada_Policy on
Listeria monocytogenes in Ready-To-Eat Foods.

3. Definitions

Environmental sampling: activity that consists of collecting environmental samples,
i.e. samples of Food Contact Surfaces and non-Food Contact Surfaces, using swabs
(e.g. sterile sponges or cotton swabs).

Food Contact Surfaces (FCS): any surface or object that comes into contact with the
Ready-To-Eat product (i.e. after the food has been subjected to some form of
processing to render it RTE - e.g. cooking, smoking, etc.).

Listeria spp: The abbreviation “spp” means “species” and refers to any of the seven
species in the genus Listeria.

Non-Food Contact Surface (non-FCS): Any surface or object that does not normally
come into contact with the RTE product (e.qg. floors, ceilings, walls, drains, etc.)

Production Line: A number of pieces of equipment (e.g., slicers, tables, conveyors,
packaging or filling machines) used in series in the post-lethality environment, as
applicable, to prepare RTE foods for final packaging.

4. References

Appendix 1: Sample Listeria Environmental Sampling Program Checklist
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Health Canada’s Policy on Listeria monocytogenes in Ready-to-Eat Foods (The “Listeria
policy”)

Health Canada’s Compendium of Analytical Methods (Volume 3 and 2).

Codex Alimentarius (CAC/GL 61-2007). Guidelines on the application of general
principles of food hygiene to the control of Listeria monocytogenes in food. Annexes |
and Ill.

Appendix 2 of the Fish Products Standards and Methods Manual - Bacteriological
Guidelines for Fish and Fish Products.

5. Guidelines

An environmental sampling program is a verification tool by which the processing
environment and equipment are tested for the presence of microorganisms to verify the
effectiveness of the control measures used to eliminate sources of contamination.

The inclusion of an environmental sampling program as a monitoring procedure under
the Sanitation and Personnel Hygiene sections of the Quality Management Program is
strongly recommended in order to be able to adequately verify the effectiveness of the
control measures in controlling Listeria spp. and potential sources of product
contamination.

The test results from environmental sampling provide valuable information for
establishing a frequency of cleaning and sanitizing which is adequate and determining
which cleaning and sanitizing materials and methods are effective. Testing of the
environment also provides information on the prevalence of Listeria spp. in the
establishment which can be used as a baseline to identify trends over time and help
identify the source of an emerging sanitation problem(s) which would require an
increase, review or amendment in the sanitation control measures.

5.1. Factors to consider when developing an environmental sampling program

It is important for the personnel who develop and implement the environmental
sampling program to have a strong knowledge of microbiology, as well as hygienic
practices, aseptic techniques and food processes used in the establishment.

The environmental sampling program needs to be reflective of the risk to consumers if
the RTE product becomes contaminated. The following factors need to be considered
and the thought process documented when developing each element of an
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environmental sampling program:

5.1.1

5.1.2

5.1.3

5.1.4

5.2

521

Type of RTE product:
The characteristics of the RTE foods produced and whether or not it supports
the growth of L. monocytogenes — category 1, 2a or 2b*;

Type of process/operation:

The processing steps (e.g. L. monocytogenes lethality step, addition of growth
inhibitors, pH adjustments, freezing, etc.) and the likelihood of cross-
contamination with L. monocytogenes, based on the layout of the facility, the
design of the equipment, the product flow, the employees flow, the use of
restricted movement of workers or sanitary zones, etc.

Consumer/Target groups:

The likely consumers of the RTE product. Some groups of the population such
as the elderly, pregnant women and immunocompromised individuals are much
more at risk if exposed to L. monocytogenes.

Historical information:

Test results collected over time constitute an important source of knowledge on
the history of the presence of Listeria in the processing environment. This data
will facilitate the analysis of trends (in terms of potential sources of
contamination, fluctuations over time, etc.) and can be used to improve Listeria
controls.

Elements of an environmental sampling program

The sampling procedures:

A description of the sampling materials (sterile swabs or sponges) used and
how they are handled, the procedures used to collect samples from the
environment, the personnel training, and a description of how the collected
samples are handled, labeled, stored and shipped for testing. The method
recognized by the Canadian Food Inspection Agency (CFIA) for conducting
environmental sampling, MFLP-41, can be found in Health Canada’s
Compendium of Analytical Methods.

Information on the categories can be found in Appendix 2 of the Fish Products Standards and

Methods Manual: Bacteriological Guidelines for Fish and Fish Products
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The testing method:

A description of the method used to test for Listeria spp.. The methods
recognized by the CFIA to test for the presence of Listeria spp. can be found in
Health Canada’s Compendium of Analytical Methods. Note that the methods to
be used must fit the intended purpose. The CFIA recognizes the results of
testing conducted by laboratories accredited under ISO/IEC 17025.

The testing method may use composite sampling, when validated, by which up
to 10 environmental samples of the same type (FCS or non-FCS) may be
combined and tested as one composite sample.

Target organism:

A description of the microorganisms the samples are tested for. In the case of
an Environmental Sampling Program for Listeria spp., including L.
monocytogenes, the samples would be tested for all Listeria spp.. Monitoring
the processing environment for the presence of all Listeria spp. may provide a
better indication of the effectiveness of the control measures in place than
would testing for L. monocytogenes alone.

The sampling sites:
A description of the sites which are to be sampled per production line based on
the process flow chart, traffic flow and critical control points.

The sampling sites consist of Food Contact Surfaces (FCS) and non-Food
Contact Surfaces (non-FCS). These sites need to be identified on a schematic
of the process flow for each RTE production line. Examples of FCS and non-
FCS are provided in MFLP-41. Testing non-FCS is a valuable tool to detect
potential sources of contamination in the plant before it expands to FCS and
becomes a risk to consumers.

Sponge or swab samples should be collected, per production line, from at least
10 surfaces that come into contact with the exposed foods before final
packaging. A reduced number of sites could be used if there is a rationale for it
(e.g. RTE food exposed to the environment only in a very limited number of
steps and/or areas). Follow the instructions included in MFLP-41.

The sampling frequency:
A description of when and how often environmental samples are taken.

Samples from the surface areas of equipment should be collected during
production, typically after 3 hours of start up operation. Samples can also be
collected before operation, to focus more specifically on the effectiveness of the
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cleaning and sanitation procedures applied at the end of a shift. The sampling
frequency recommended, per production line, based on 5 production days per
week is:

- Once per week for category 1 products

- Every other week for category 2A products

- Once per month for category 2B products

When sufficient data has been compiled, a trend analysis, along with a review of
the sampling frequency and the number and location of sites should be
conducted to identify any gaps in the program, as well as areas that need
improvement.

Special circumstances such as construction in the facility, or the installation of
previously used or modified equipment, can compromise Listeria control. In
circumstances like these, an increase in the frequency of sampling or in the
number of sample sites may be warranted.

Review:

A description of the process followed to review the suitability of the sampling
sites selected and the sampling frequency. The sites selected are subject to
review, on a regular basis, to ensure that the they are adequate in verifying the
effectiveness of the Sanitation Program in eliminating L. monocytogenes from the
processing environment. This includes provisions for when major changes or
disruptions take place (e.g. construction, installation of new or modified
equipment, major maintenance, unusual weather events, etc.), which could result
in the loss of control for Listeria.

An example of an Environmental Sampling Program Checklist is provided in
Appendix I.

Response to FCS samples testing positive for Listeria spp.
A description of the process followed in response to the
presence of Listeria spp. on a FCS sample.

5.3.1 Corrective actions:

A description of the corrective actions to be taken to eliminate the source of
contamination depending on:

1) whether this is a first or persistent finding;

2) the type of sample in which Listeria spp. was detected (i.e. FCS or non-FCS);
3) the category of the food processed by the establishment; and

4) whether L.. monocytogenes or Listeria spp. has been detected.
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Examples of appropriate corrective actions which would be expected, after the
initial finding of Listeria spp. on a FCS sample, include but are not limited to:

increased, intensified cleaning and sanitizing;

» equipment disassembly (beyond FCS if applicable);

» correction of sanitation design, address any required corrective measures;

e consultation with chemical supplier to determine if chemicals used are
appropriate (concentration, contact time, water temperature) and which
alternate sanitisers can be applied;

» determining through observations and/or employee interviews whether
sanitation and operations procedures are being adhered to, and if not,
correcting the situation;

review of process flow and plant floor diagram to ensure that the potential for

cross-contamination is controlled,;

review of the sanitary control measures to prevent cross-contamination (e.g.

restrict employees flow, establish sanitary zones, etc.). ;

5.3.2 Verification of the Corrective Actions
A description of the process for verifying the effectiveness of the corrective
actions taken, which includes taking new FCS samples from the same FCS as
soon as possible within 5 production days after Listeria spp. were detected. The
following should also be implemented:

A)_Line producing Category 1 RTE products

The holding of Category 1 RTE products produced during this sanitation shift.

Negative FCS results:

-The release of Category 1 RTE products held.

Positive FCS results:

- Determining the cause and source of persistent contamination in order to
take new corrective actions.

- Refer to section 5.4.

B) Line producing Category 2 RTE products

Positive FCS results:
- Taking additional corrective actions.
- Taking new FCS samples after the new corrective actions have been
completed.
- Holding Category 2 RTE products produced during this sanitation.
» Ifthe FCS are found positive again for Listeria spp.:
- Determining the cause and source of persistent contamination in order
to determine the new corrective actions to be taken.
- Refer to section 5.4.
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5.4  Persistent Contamination
A description of the process followed when Listeria spp. is detected on the follow-
up FCS samples taken after the corrective actions.

5.4.1 Determining the Cause and Source
Determining the cause and source of persistent contamination by conducting an
in-depth review of the control measures in place for eliminating and preventing
the growth of Listeria in the processing environment which may include but is not
limited to:

additional FCS sampling to identify the exact sources of contamination;
review of the written Sanitation program - has anything changed (i.e. new
staff, different cleaning chemicals, new equipment, etc.)?

on-site observation of cleaning and sanitizing procedures, with particular
attention to areas identified as positive for Listeria spp. What tools/equipment
are being used? Are they used appropriately? Are written procedures being
followed - if yes, are they effective? Are the chemicals identified in the written
plan being used and are they mixed properly and applied according to
manufacture’s instructions?

discussion with sanitation crew - do they have any ideas on what may be
resulting in the contamination; have they noticed anything different; has there
been a change in shift or members of the crew?

review of previous weekly and monthly test results (trend) in relation to the
product and environmental swabs - are there any trends that could identify a
possible source or reason for positive result(s)? Does the sampling
frequency need to be increased? Are the sampling sites adequate?

historical perspective - has this happened before? Where? When?

what product may be affected - scope (how many days production since last
negative result; status of inventory and shipments for period in question;
shipping data, etc.);

review of the HACCP plan including the process and product flow (sources of
cross-contamination);

review of the controls for incoming material and ingredients;

review of the equipment design.

The CFIA should be contacted for assistance with determining the potential
causes for the contamination and the additional corrective actions needed to
address the situation.

5.4.2 Additional Corrective Actions

The testing of products, which were held when the follow up FCS samples
were taken, for L. monocytogenes using appropriate procedures and
methods. Approved methods can be found in the Health Canada
Compendium of Analytical Methods at the following site:
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http://www.hc-sc.gc.ca/fn-an/res-rech/analy-meth/microbio/index-eng.php

The “application” section of the method chosen must be appropriate for the

intended purpose.

* Notifying the CFIA when L. monocytogenes is detected in a Category 1
RTE product or exceeds 100 CFU/g in a Category 2 RTE product.

 For plants producing Category 1 products, the hold and testing of products

for L. monocytogenes and FCS for Listeria spp.(including L. monocytogenes)

until they are found to be compliant for at least three consecutive production

days.

» Taking additional corrective actions each time Listeria spp. are detected
in follow-up FCS samples.

* Notifying the CFIA when L. monocytogenes is detected in a Category 1
RTE product or exceeds 100 CFU/g in a Category 2 RTE product.

Appendix 1

LISTERIA ENVIRONMENTAL SAMPLING PROGRAM CHECKLIST

1. Sampling procedure: Yes/No Comments

- a description of the materials used to collect samples

- a description of the procedures used to collect samples

- an environmental sampling method recognized by the CFIA
and prescribed in Health Canada’s Compendium of Analytical
Methods (MFLP-41).

2. Testing method: Yes/No Comments

- adescription of the method used to test for Listeria spp. or
Listeria monocytogenes.

- information on the lab performing the analysis (e.g. testing is
conducted in and results are obtained from 1ISO/IEC 17025
accredited labs)

3. Target organism: Yes/No Comments

- a description of the micro organism(s) the samples are tested
for (Listeria spp. or L. monocytogenes)

[ 4. Sampling sites: [ Yes/No | Comments
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- sites consist of Food Contact Surfaces and Non-Food
Contact Surfaces

- a schematic of the process flow for each RTE production
line (Potential sites of biological cross contamination between
raw and ready-to-eat products or employee flow are
identified)

- a requirement for collection of at least 5 sponge/swab
samples from Food Contact Surfaces before final packaging

5. Sampling frequency:

Yes/No

Comments

- a description of when and how often environmental samples
are taken (recommended frequency: category 1 = 1/week,
category 2A = every other week, category 2B = 1/month)

- a schedule of when to start sampling (e.g. 3 hours or more
after start up of operation)

-a plan for when to increase the number of sample sites (ie.
under special circumstances, construction, use of previously
used or modified equipment).

6. Sampling Site Review:

Yes/No

Comments

- a description of the process followed to regularly review the
suitability of the sampling sites and the sampling frequency.

- provisions for instances where construction, new equipment,
change in process flow, etc. could result in a loss of control
for Listeria.

- a description of what is to be done with data collected (i.e.
trend analysis, QMP revisions, etc.)

7. Response to Presence of Listeria spp.

Yes/No

Comments

- a description of the corrective actions to be taken when a
sample is positive for Listeria.

- a description of the follow-up to verify the corrective actions

- a description of the response to finding Listeria spp. again

- a description of the response to persistent contamination
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