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General Description of Changes to Module 6
1. Changes to question numbers.
2. Expanded expectations

PrimusGFS v3.2 Summary of Changes

flow chart(s) been verified on-site?

the HACCP team coordinator to confir it reflects the conditions of
[the process at different moments and there are no missing steps.

the HACCP coordinator to confim it reflects the process at different moments and there are no
missing steps. Insufficient detail, missing steps, etc., will undermine the hazard analysis process.
|Any inaccuracies in the flow diagram should be scored in 6.01.04.

make any changes required to the flow diagram. Any significant changes (o the process
must be accurately reflected in the flow diagram and evaluated to determine if the
changes have an impact on the hazards analysis and CCPs in place. The flow chart(s) is
signed and dated by the HACGP coordinator to confirm it reflects the process at different
moments in time (auditor should confirm how and when flow char(s) were verified) and
there are no missing steps.

Section 3 V3.1 Question [TEK] ‘Guideline V32 Question V3.2 Expectation 3

Prefiminary steps | 6.01.01 [Is there a team responsible for the There should be a documented list of the team carrying out the [ Minor eficiency (7 points) i s there a team responsible for the HACCP | There should be a documented list of the team carrying out the HACGP program in the | Total compiiance (10 points): There should be a formally idenified group of people in charge
HACCP program at the operation, with  [HACCP program in the operation, with one leader or coordinator |+ Team has been put together but lacks key representation e.g. maintenance. programat e operton. wilhan assigned oporaton, wih ono leaderorsoorintorassigned as responsile. Th team shouldbe.of developmant and maintenanca of he Hazard Anayss Oial Conirol Pt (HACCP)
 leader assigned, if applicable, 'or e assigned asresponse Th team shad bo mutiscipinary and|Vojor deficiency (3 points) eader vm tne dovolopmnt,implementation. | uliisoipnary and nclude poole from management, production, quality, sanitation, rogram along with thei of

n- | may include people from production, qualiy, sanitation, m or individual is assigned but does not meet regularly to review the HACCP program. [and on-g e HACCP shipping, 1 aalo, axtoral coneutants,oic.The sz of e foam [mavicuel rom diforont reas o tho company aueh astop management ualty
going maintenance of the P maitenance, snping. prcuremen, 5305, sxtermalconsulants, |- Alarge company.but only a &nle ndidusl ras boen designated o dovelop tho operaiona stom il depend on the size of th d the rformed. production, sanitation, QC, etc. Consider including resources
etc. The size of the team will depend on the size of the operation ~[HACCP plan. [fom ot o3, supplirs, buyers. consoltants. raco associaton, unversios oxansion
and the processes performed. INon-compliance (0 points) f: office, etc. One member of the team should be designated the HACCP Coordinator (leader)
- The HACCP team or the individual assigned to manage the HACCP program has not kept the [Where a consultant has been designated the HACCP coordinator, it should be evident that
program updated. lthey are present at all meetings and actively involved in the program. The HACCP team
- There is no HACCP team or designated HACCP Coordinator. should meet at least quarterly (ideally monthly). Ifthe company is t0o small (less than 20
people) to have a HACCP team, there should stil be one individual designated s the
HACCP coordinator. That individual is responsible for the implementation of the HACCP
[program along with any changes and updates to the HACCP program.
[Minor deficiency (7 poins) :
- Team has been put together but lacks key representation e.g. maintenance, sanitation.
- Only three meetings have occurred in the last 12 months (for an al year-round operation)
[Major deficiency (3 points) i
he team or individual is assigned but does not meet regularly to review the HACCP.
[program
| Alergo compary. bt ony  single individul as been designated (o develo e
operational HACCP pl
Two or less mcctmgs Navo occurred inth ast 12 months fo an alyear-round operation)
INon-compliance (0 points)
- The HACCP team or the individual assigned to manage the HACCP program has not kept
[the program updated.
- There is no HACCP team or designated HACCP Coordinator.

Prefiminary steps | 6.01.02 |Is there documented evidence that the _|Atleast one member of the HACCP team, should have a certificate | Total compliance (15 points): The HACCP Coordinator should have a certificate of formal No change in v3.2 The HACCP Coordinator should have a cenmcate T a ormal HAGGP taning fom @ [T companca (15 pos) Th HACCP Coardnatorshoul have @ ceifcate ol ormal
HACCP team members have been of a formal HACCP training from a recognized organization. HACCP training from a recognized organization, institution or rainer i.e. certification from a . institution of2daysor16  [HACCP I a recognized organization, institution or trainer . certification from a
trained on HACCP principles? institution or trainer with a minimum duration of 2 days or 16 hours, [HACCP training course accredited by the International HACCP Alliance or equivalent (€., hours, taken within the last 5 years. The rest of e toam should nve at \east o tomal [HAGCP e g course accredited by me International HACCP Aliance or sqmvalsm (e

taken within the last 5 years. The rest of the team should have at  |university provided courses) providing formal training, taken within the last 5 years. Preventive training (within the last 5 years) to make sure they HAG mal training, taken within the last 5
least an internal training to make sure they are knowledgeable of  [Control Qualified Individual (PCQI) training can also be accepted, as long as itis equivalent to principles. These trainings should be documented Preventive Gonirol Qualed Indiical (Pcm) training can also be accepted, as \ong asitis
the HACCP principles. These trainings should be documented the Intemational HACCP Alliance training (covers the 7 Codex Alimentarius HACCP principles equivalent to the International HACCP Alliance training (covers the 7 Codex Alimentarius
[and the 12 HACCP ind HACCP team [HACCP principles and the 12 HACCP implementation steps). HACCP team members should
have thorough HACCP training (in-house or extemal) given by someone who has HACCP have thorough HACCP training (in-house or extemal within the last 5 years) given by
lexperience and has attended an accredited International HACCP Alliance course (or someone who has HACCP experience and has attended an accredited International HACCP
lequivalent). Records of training should be kept and also certifcates, where relevant, |Atliance course (o equivalent). Records of training should be kept and certificates, where
Ittp:/iwww haccpalliance.org/sublindex htmi relevant. http:/iwww haccpalliance.org/sublindex htmi
Minor deficiency (10 points) f: [Minor deficiency (10 points) f:
- Not all HACCP team members are trained in HACCP (but all key operators and majority of - Not all HACCP team members are trained in HACCP (but majority of HACCP team
HACCP team members have been trained) [members have been trained).
- Management has not received HACCP training, - Management tearm members have not received HACCP training.
- Singlelisolated instance(s) of omissions or incorrect data in the records. - Singlelisolated instance(s) of omissions or incorrect data in the records.
Major deficiency (5 points) Major deficiency (5 points) f:
HACCP coordinator has not completed a certified HACCP training course. - HACCP Coordinator has not completed a formal certfied HACCP training course within the
:Nomerousnsancos of amissons o ncrrectdaa  h rcords st 5 years.
or-campiance (0 o) - Numerous instances of omissions or incorrect data in the records,
o fomal amingrocerds for HACCP foam members [Non-compliance (0 points) f:
Preliminary steps | 6.01.03 |Does a product description exist for the | The descripion should detail the products' composition [Total compiiance (10 points): Product The ftem’s intended No change in v3.2 [The description should detail the products' name and composilion (ingredients). packaging | Total compliance (10 points): Product description(s) should ciearly Gescribe he product and
[products produced? (ingredients), packaging used, storage conditions, distribution use i.e. does it need washing, peeling, cooking prior to consumption, is it RTE, etc, by the used, shelf-life, storage conditions, distribution requirements, important food safety its distribution and be used to determine if specific controls are important throughout the
requirements, important food safety characteristics (if any) (e.g.  |consumer, and reflect the label of the product (unit packed product). Product description(s) characteristis (if any) (e.g., pH, water activiy), label instructions, the intended use, distribution chain. The description should indicate the product(s) name, composition
[pH, water activity), label instructions, the intended use, statement  [should define and indicate details regarding whether the item is perishable or long lfe, if there statement on whether the product is RTE and who the intended consumer is. () of packaging, shelf-ife and method of storage and distribution.
on whether the product is RTE and who the intended consumer is. — [are any special storage requirements and any important food safety characteristics (e.g., pH, Information should include intended use i.e. does it need washing, peeling, cooking prior to
[water activity). Product description(s) should define the potential risk associated with the consumption, is it RTE, etc., by the consumer, and reflect the label of the product (unit packed
product, materials used and also who the intended customers are (general public, restricted to [broduct). Intended use should include any potential for abuse or misuse of the produce (e.g
certain sectors, e.g. people not suffering from a certain allergy, diabetic issues, etc.). The eating raw when product s intended to be cooked). Product description(s) should st al
product description can be generic i the products and processes are similar. Where the. ingredients including allergens, define and indicate details regarding whether the item is
products and/or processes are not similar to each other, specific product descriptions are perishable o long life, if there are any special storage and distribution requirements and any
required. important food safety characteristics that can influence the growth of pathogens (e.g., pH,
[water activity), and labeling requirements including allergen information and any other legal
requirements. Product description(s) should define the potentialrisk associated with the
product, materials used and also who the intended customers are (general public, restricted
to certain sectors, e.g. people not suffering from a certain alergy, diabetic issues, other at-isk
groups, etc.). The product description can be generic i the products and processes are
similar. Where the products and/or processes are not similar to each other, specific product
descriptions are required.

Preliminary steps | 6.01.04_|Has the process(es) been flow charted | The information (from receiving through o shipping) on the flow | Total compliance (10 points). There should be process flow charts for each HACCP plan. The No change in v3.2 [The information (from receiving through to final storage and shipping) on the flow diagram | Total compliance (10 points). There should be process flow charls for each HACCP plan. The
in sufficient detail to completely describe |diagram is used to evaluate whether or not hazards exist flow chart should show each step of the process(es) under control of the operation (from is used to identify any and all steps throughout the process where there is a potential for a  [flow chart should show each step of the process(es) under control of the operation (from
the process or product sssociated wih each sep of e process. Groups of simler receiving through to shipping), so that the hazard analysis can be completed properly. The flow food safety hazard to be introduced or for a product safety control to be implemented. receiving through final storage and shipping), so that the hazard analysis can be completed

ough the same process can be grouped inthe  [chart should indicate the raw materials, ingredients and materials used in all preparation steps, |Groups of similar products going through the same process can be grouped in the same  [properly. The flow chart is used to identify any and all steps throughout the process where
e fow chen magmm should show re-work processes and  all equipment used, blending steps, processing steps, rework, returned products and products. [flow chart. The flow chart should indicate all raw materials, ingredients and materials used  [there is a potential for a food safety hazard to be introduced or for a product safety control to
when product is diverted to be used for other purposes. Process  [destined for further processing, packaging materials (carton and unit packaging) and packaging in all preparation steps, all equipment used, blending steps, processing steps, rework, by- |be implemented. The flow chart should indicate all raw materials, ingredients and materials
Iflows can be augmented by written process descriptions (where  [equipment. All inputs should be included, such as packaging, water source (e.g. city or well), ice, product, returned products and products destined for further processing, packaging ssed in all preparation steps, all equipment used, blending steps, processing steps, rework,
heipful). lanti-microbis, etc. Each step should show any holding times, temperature regimes and materials (caron and it packaging) and packaging equipment. Al inpus shouid be o product, returmed producls and products destined for further processing, packaging
tagging. For example, a step termed ‘packing’ in an apple packinghouse is incorrect since it included, such as packaging, water source (e.g. city or well), ice, Allinputs should be
[omits to detail many of the processes, e.g. dump tanks, selections, recirculated product fungicides, etc. Each step should show any holding times, temperature regimes, etc. at  [included, such as packaging, water source (e.g.city or well,ice, ant-microbials, fungicides
[washirinse steps, single-pass washirinse steps, waxers (with fungicide), drying, packing the. [appropriate process steps. Diagram should show re-work processes and when productis  [etc. Each step should show any holding times, temperature regimes, etc., at appropriate
boxes and coding. In operations with multiple products but similar processes, a single process diverted to be used for other purposes. Process flows can be augmented by written [process steps. For example, a step termed “packing in an apple packinghouse is incorrect
flow may be used. Where there are multiple products but with different processes then individual process descriptions (where helpful). since it omits to detail many of the processes, e.g. dump tanks, selections, recirculated
process flows are required. Diagram should show re-work processes and when product is [product washirinse steps, single-pass washirinse steps, waxers, fungicide, drying, packing
diverted ssed for other purposes. Process flows can be augmented by written process the boxes and coding. In operations with multiple products but similar processes, a single
[descriptions (where helpful). process flow may be used. Where there are multiple products but with different processes
then individual process flows are required. Diagram should show re-work processes and
[when product is diverted to be used for other purposes. Process flows can be augmented by
|written process descriptions (where helpful).
Preliminary steps | 6.01.05 |15 there documented evidence that the | The diagram(s) should be verified on-site and signed and dated by _|Total compliance (10 points): Flow diagrams should be verified on-site and signed and dated by No change in v3.2 Flow diagrams should be verified on-site by the food safety team and the team should | Total compliance (10 points): The steps n the flow chart are used t© organize the hazard

analysis. Flow diagrams should be verified on-site by the food safety team and the team
hould make any changes required to the flow diagram. Any significant changes to the
process must be accurately reflected in the flow diagram and evaluated to determine if the
changes have an impact on the hazard analysis and CCPs in place. The flow chart(s) is
signed and dated by the HACCP coordinator to confim it reflects the process at different
[moments in time (auditor should confirm how and when flow chart(s) were veriied) and there
are no missing steps. Insufficient detail, missing steps, etc., will undermine the hazard
analysis process (6.02.01). Any inaccuracies in the flow diagram should be scored in 6.01.04.
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Development of
the HACCP Plan

60201

Fas a documented hazard analysis for
the processes been conducted, showing

§
g

associated severity and their control

measures? A ZERO POINT (NON-

|COMPLIANCE) DOWN SCORE IN

[ THIS QUESTION RESULTS IN

|AUTOMATIC FAILURE OF THIS
UDIT.

[Hazard analyses are required o identfy each hazard (biological.
chemical and physical) at each stage of the production process.
The analyses should evaluate the likelinood of hazard occurrence
and potential hazard severity. The hazard analysis document(s)
should show the control measures. Each step identified in the
process flow diagram should be assessed in the hazard analysis.
The hazard analysis should be reviewed when changes ocour
affecting the product description and/or the process flow. A ZERO
[POINT (NON-COMPLIANCE) DOWN SCORE IN

[Total compliance (15 points): A hazard analysis identifies and evaluates hazards and
|determines if control measures are in place to prevent, eliminate o reduce the food safety

hazard to an acceptable level. There should be a detailed, documented hazard analysis for each
process flow in order o prove that a proper hazard analysis was conducted. Note, If there are
lerrors in the process flow, it s likely there will also be errors in the hazard analysis. At each step
lof the process, from raw material receipt and storage, through processing and packing, storage
|and distribution the hazard analysis should look at the severity and likelihood of all potential food
saety hazards tha may be reasonably expected 10

loccur in terms of I and physical or other issues, as well as the control

[RESULTS IN AUTOMATIC FAILURE OF THIS AUDIT.

measures for each. Examples of speclrc biologcalhazaros incude Lisera monocytogenss,
E.c

oli (EHEC), Shiga E. coli (STEC),

c parvum, Cyclospora chemical hazards include mycotoxins,
pesticide residues, sanitation chemicals, lubricants, allergens; physical hazards include stones,
metal, glass, and britie plastic. Evaluation should include all ingredients, equipment, processing
steps (e.g., receiving, dump tanks, brush bed systems, recycled wash systems including hydro-
[vacuum coolers, ice injectors, flume washers, etc., single line wash systems, ice manufacturing),
[and inputs including packaging materials and post-harvest treatments, etc.

Each step identified in the process flow diagram should be assessed in the hazard analysis.
Id and

zards.
Consideration should be given to what control measures, if any exist, can be applied to each
hazard. More than one control measure may be required o control a specific hazard(s) and
more than one hazard may be controlled by a specified control measure. The hazard analysis
|should indicate if an adequate control step for this potential risk exists further down the process.
[ The hazard analysis should be reviewed when changes occur affecting the product description
|andlor the process flow.

[No change i v3.2

Hazard analyses are required to identy each potental food safety hazard (biological,
[chemical and physical) at each step of the production process. The analyses should
evaluate the likelinood of hazard occurrence and potential hazard severity. The hazard
analysis document(s) should show the control measures. Each step idenified in the
process flow diagram should be assessed in the hazard analysis. The hazard analysis
should be reviewed when changes occur affecting the product description andior th
process flow. A ZERO POINT (NON-COMPLIANCE) DOWN SCORE IN THIS QUESTION
RESULTS IN AUTOMATIC FAILURE OF THIS AUDIT.

[Total compliance (15 points): A hazard analysis dentifies and evaluates potential ood safety
Ihazards and determines if control measures are in place to prevent, eliminate o reduce the
lfood safety hazard to an acceptable level. There shoud be a detailed, documented hazard
analysis for each process flow in order to prove that a proper hazard analysis was conducted.
Note, i there are errors in the process flow, it is likely there wil also be errors in the hazard
analysis. At each step of the process, from raw material receipt and storage, through
processing and packing, storage and distribution the hazard analysis should look at the
severity and likelinood of all potential (known or reasonably foreseeable) food safety hazards
may be reasonably expected to occur in terms of specific biological, chemical (including

radiological). physical, as well as the control measures for each. Operations following US

DA FSMA requirements should also consider economically motivated hazards and
[preventive controls, such as process, allergens, sanitization, and supply chain controls for the
[denid nezards Any potentaly RTE products must nclude n evallaton ofspecc

pathogens related to rch breaks and
[sves assocatod wih ts mgredientsproducts o oy merm'y epecic ks wih
ingredients/products used. Examples of specific biological hazards (bacteria, viruses.
parasites and pathogens) include Listeria monocytogenes, Salmonela spp.,
Enterohaemorthagic E. coli (EHEC). Shiga toxin-producing E. coli (STEC), Cryptosporidium
parvum, Cyclospora cayetanensis; chemical hazards include mycotoxins, pesticide residues,
sanitation chemicals, lubricants, allergens, natural toxins, unapproved additives; physical
Ihazards include extraneous matter that may cause choking or other injury .g. stones, metal,
glass, and brite plastic; radiological hazards include local environmental issues (e.g. refer to
Water Management District reports): economically motivated hazards including product
substitutions, fillers, etc. Evaluation should include all ingredients, equipment, processing
teps (0.5, recaning, dump anks, brush bed systems, ecyced wash sysioms ncluding
Ihydro-vacuum coolers, ice injectors, flume washers, etc., single line wash syster
manufacturing), inputs including packaging materials and post-harvest voatmonts, sonfaton
and employee hygiene, etc.

[Each step identified in the process flow diagram should be assessed in the hazard analysis.
ustifications should be documented when identifying significant and non-significant hazards.
Consideration should be given to what control measures, if any exist, can be applied to each
Ihazard. More than one control measure may be required to control a specific hazard(s) and
[more than one hazard may be controlled by a specified control measure. Consider pre-
requisite programs (PRPS) in place which provide basic environmental and operatin
conditions necessary for the production of safe, wholesome food and support decisions in the
[hazard analysis (e.q. pest control programs, allergen control programs, sanitation programs,
maintenance programs, microbial testing programs, supplier conirol program, worker hygiene
raining, waste management, storage and transportation, etc.). The hazard analysis should
indicate if an ad

Development of
the HACCP Plan

60202

Have GCP decisions been made wilh
[documented justifcation and where
CCPs are implemented in a specific
processing step, have they been
developed to control the identifed
hazard(s)?

[The CCPs should be created from the documented hazard
analyses, i.e. there should be a logical documented approach (such
s utizing a CCP decision tree) showing why the process was
deemed a CCP or not. CCP decisions should be properly justified
with supporting documents and evidence. The CCPs defined in the
razard analysis shoud be developed in detil to define the

d the monitoring din
order to control the hazard.

[Total compliance (15 poins): CCP decisions should be properly Justified wilh SUpporting
|documents and evidence. The CCPs defined in the hazard analysis should be developed to
define, in detail, the parameters involved, and monitoring requirements to control the hazard(s).
I The CCP's should be created from the documented hazard analysis i.e. there should be a
logical documented approach (such as utiizing a CCP decision tree) showing why the process
was deemed a CCP or not. CCP's are often steps that if not controlled willlead to a food safety
issue and also there is no step further down the process that controls the issue. A CCP should
be controllable and the controls should be able to eliminate or reduce the fisk to acceptable
“safe” levels.

Have CCP decisions been made with
ogical, documented justification and where
CCPs are implemented in a specific
processing step, have they been developed
to control theidentified hazard(s)?

[The CGPs should be created based on he documented hazard analyses, L. there should
be a logical documented approach (such as utiizing a CCP decision tree) that justifies
[whether or not there is a step(s) in the process determined to be a CCP(s). CCP decisions
[should be properly justiied with supporting documents, rationale and evidence. The CCPs
dentified in the hazard analysis should be developed in detail to define the parameters
involved and the monitoring requirements needed in order to control the hazard.

[Total compliance (15 points): CGP decisions should be properly justified with supporting
documents, rationale and evidence. The CCPs identified in the hazard analysis should be
developed to define, in detai, the parameters involved, and monitoring requirements to
control the hazard(s),

[The CCPs should be created from the documented hazard analysis i.e. there should be a
Jogiel documented pproach (such a5 uizng a CCP decision ree ht ustfos whethoror
not there is a step(s) in be a CCP(s). C teps that if not
convoted il oad 102 fo00 safety issue and where there is no smp e domn he process
that controls the risk. A CCP should be controllable and control is essential to prevent or
eliminate a food safety hazard or reduce the risk to an acceptable *safe” level. It s possible to
find that an auditee has carried out a proper hazard analysis and found no CCPs (see
6.02.04

Development of
the HACCP Plan

60203

Fave critical control point (CCP)

to an acceptable level? Informational
gathering. If the answer is YES,
continue with the next question. If the
answer is NO, the rest of “Module 6
HACCP"is not appiicable.

[The identification of CCPs in the process will require the.
development of the criteria for managing it and the execution of the.
necessary activities in the production line.

[The identification of CCPs in the process will require the development of the criteria for

[acceptable "safe’ levels. Where the operation determined that there are no CCPs (and the
auditor is in agreement), no further HACCP development is required, and the rest of the
module is not applicable.

[No change in v3.2

Development of
the HACCP Plan

60204

Fave CCP crilical control Imis been
established and supported by relevant
valigation documentation?

[Total confirmation (15 poinis): A critical control it (CCL) represents the aviding ine Used (o
udge whether a CCP is under control o not. Each Critical Control Point should have one or
more critical control limits for each identified hazard. Critcal control limits (CCL's) .. the
maximum and/or minimum parameters of what is being monitored e.g. with a metal detector, the
sensitivity of the detector setting should be stated along with the sizeftype of test pieces used, or
Jwith an anti-microbial the minimurm concentration required should be stated. Other CCLs may
include temperature parameters, pH, flow rates, dwell times, etc. All CCPs should be supported
by validation documentation showing that the critical control limits (CCL) are scientifcally
|derived and meet any relevant legal requirements. Validation could take the form of publicly
available industry best peer reviewed research
apors, an e valdaton sas, elc ot & mix of diforon vadaton sourcoe. Where publely
[available validation is not available, the auditee should have performed validation studies to
support ner ttecrial contl i For exanpl, ORP s forcornatedrecyld vater
systems could be stated in research papers and State documentation (e.g., Leafy Greens

arcoing Agreement) Anoiner exarial. metal detocion s coud bo spperie by vaidaton
studies that show that smallest test probes possible were used and meet the FDA guidelines.

Minor deficiency (10 points) i
- Singlefisolated instance(s) of omissions or incorrect CCL validation details
Major deficiency (5 points) f:

lumerous instances of omissions or incorrect CCL validation details
INon-compliance (0 points) f:
- There is no documentation to support CCP critical control limils,
- Systematic omissions or incorrect CCL validation details.

No change in v3.2

[Total confirmation (15 points): A crilical control imit (CCL) represents the dviding iine used (o
liudge whether a CCP is under control or not. Each Critical Control Point should have one or
it for each identified hazard. Critical control limits (CCL's) i. the
eters of what is being monitored e.g. with a metal detector,
the sensitivity of the detector setting should be stated along with the sizeltype of test pieces
used, or with an anti-microbial the minimum concentration required should be stated. Other
CCLs may include temperature, time, pH, water activity, flow rates, line speed, dwell times,
et Morestingent operaing imis” may be usefl during producton to minimiz e o
meet a crtical limi

[l GCpe shouid be supported by validation documentation showing that the critical cumm\
limits (CCL) are scientifically derived and meet any relevant legal requirements,
could take the form of publicly available legisiative documents, industry best practi
documents, peer reviewed research papers, on site validation studies, etc., or a mix of
different validation sources. Where pubiicly available validation is not available, the auditee
should have performed validation studies to support their stated critcal control limits. For
example, free chiorine limits for chiorinated recycled water systems could be stated in
research papers and State documentation (e.g., Leay Greens Marketing Agreement).
|Another example, metal detection limits could be supported by validation studies that show
that smallest test probes possible were used and meet the FDA guidelines

Minor deficiency (10 points) if:

- Single/isolated instance(s) of omissions or incorrect CCL validation details.
Major deficiency (5 points) if:

- Numerous instances of omissions or incorrect CCL validation details.
[Non-compliance (0 points) if:

- There is no documentation to support CCP critical control limits.

- Validation documentation provided does not support the CCP control fimits.
- Widespread omissions or incorrect CCL validation detas.

Development of
the HACCP Plan

60205

Have moniloring requirements and

[Monitoring requirements should detal the actions necessary

[Total compliance (15 points): There should be determined and documented monitoring

quencies
[documented for the CCPs?

a CCPis under
control. Frequencies of monitoring should also be defined and
documented for each CCP.

frequencies for the CCPs. Where monitoring is not continuous, the type and
frequency of monitoring should be sufficient to ensure the CCP is under control. Frequency
|should be specified; “as needed" is not accepted as a stated frequency. The requirements i.e.
what s to be done should be specified on the HACCP chart

Monitorin s should detail th

Total compliance (15 points): There shouid be defermined and documented monitoring

ing or
measurements) to ensure whether a CCP is under control. Fi d requirements

[of monitoring should also be defined and documented for each CCP.

requencies for the CCPs. Where monitoring is not continuous, the type and
requency of monitoring should be sufficient to ensure the CCP is under control. Frequency
should be specified; “as needed” is not accepted as a stated frequency. Requirements should
e the crcal conol s (CCLs)ie. the maximum and/or minimum parameters of
what is being monitored e.g. with a metal detector, the sensilivty of the detector setting
should be stated and sizeftype of test pieces used, or with an anti-microbial the minimum
concentration required should be stated. Other CCLs may include temperature parameters,
pH. flow rates, dwell time, etc. The requirements i.e. what s to be done should be specified
on the HACCP plan.

of
the HACCP Plan

6.02.06

been
assigned for the monitoring, recording

Should be assigned for the monitoring,
recording and corrective action implementation of each CCP to

each CCP?

[Total compliance (10 poinis): Should be assigned for
rocording and corecive acton mplementaton ofeach OGP to ersur compance. I ccp
cords are not being completed properly, this may be an indication that the CCPs have not
oen acaignod corecly Tne rosponatily should bs ciaryindicated on the HAGP ohart by at
least naming the function e.g. QA Technician, who s responsible for monitoring, recording and
lexecuting corrective action related to an individual CCP. Al records and documents associated
with monitoring CCPs should be signed by the person(s) doing the monitoring, either physically
or efectronically.

[Specific responsibiiies should be assigned for the monftoring, recording and corrective
action implementation of each CCP to ensure compliance. The responsibily should be
clearly indicated on the HACCP plan by at least naming the function e.g. QA Technician or
trained designate, who is responsible for monitoring, recording and executing corrective
action related to an individual CCP.

[Total compliance (10 points): Specifc responsibiliies should be assigned for the monitoring,
recording and corrective action implementation of each CCP 1o ensure compliance. If CCP
records are not being completed properly, this may be an indication that the CCPs have not
been assigned correctly. The responsibility should be clearly indicated on the HACCP plan by
at least naming the function e.g. QA Technician o trained designate, who s responsible for
monitoring, recording and executing corrective action related to an individual CCP. Allrecords
and documents associated with monitoring CCPs should be signed by the person(s) doing the
[monitoring, either physically or electronically.

Development of
the HACCP Plan

60207

Have standard operating procedures
(SOPs) been created for the monitoring
rocessi(es) of the CCPs, which would
include how to carry out the monitoring
acivities?

Clear and simple standard operaling procedures (SOPS) should be
|written for each monitoring process(es) of the CCPs. These SOPs
should the monitoring actvites in detail n the form of work
instructions, and match what is written in the HACCP Plan

[Clear and simple standard operating procedures (SOPs) should be writlen for each
monitoring processi(es) of the CCPs. These SOPS should expand on what s wiitten in the
HACCP Plan and detail the monitoring activities in detailin the form of work instructions.

[No change in v3 2

PGFS-R-060

50204 [Nochange inv32

50205 |Have CCP criical control lmits been
lestablished and are they supported by
relevant validation documentation?

50206 [Nochange nva2

50207 [Nochange nv32

60208 |No change inv3.2
Point change 5 to 10
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ures b

established for the CCPs, including a
fetailed action plan for operators to

follow if the critical control limit(s) of a

[CCP are not met (loss of

controlideviation) and plans to adjust the
[process back into control

[There should be a documented, detailed plan with procedures to.
follow when there is  loss of control (deviation) of a CCP so that
adjustments can be made in a timely manner and to assure that the

[Total compliance (15 points): There should be a documented, detalled plan with procedures (o
follow when there is a loss of control (deviation) of a CCP. The procedures should include details
mgaming how to handle affected products (if necessary). The corrective action details

process s back
egarding how to handie affected products (f necessary). Corrective
action procedures should also include requirements to review the
[CCP to try and avoid a repeat of the loss of control

it ssus that occutred what correcive acions were carmed out.
mcludmg ‘what happened to potentially affected product and also how the process was “repaired”
lor “amended” in order o get the process back to the required control level. The HACCP plan
[corrective action sections should state where the corrective action details are to be recorded.
[Where required, preventative measures should also be recorded.

Corrective actions should ensure that the CCP has been brought under control and require that
a review is conducted in order o prevent a recurrence of the situation.

[There should be a documented, detaled plan with wrllen procedures to follow when there
s a loss of control (deviation) of a CCP appropriate to the nature of the hazard. The
corrective action details should note the critical control limit issue that occurred, what

back to the required control level. The HACCP plan corrective action sections should state
where the corrective action details are to be recorded and details should match the written
corrective action procedures. Where appropriate, preventative measures should also be
required to reduce the likelihood the problem with recur.

[Total compliance (15 points): Corrective actions are procedures that must be taken If critcal
controls are not properly implemented (e.q. there is a deviation from a critical limit) and
unsafe product may have been produced. There should be a documented, detailed plan with
[written procedures to follow when there is a loss of control (deviation) of a CCP appropriate to
the nature of the hazard. The procedures should include details regarding how to handle
affected products (if necessary). The corrective action details should note the critical control
imit issue that occurred, what corrective actions were carried out, including what happened to
potentaly afected product and lsoow i s was “repaired” or *amended” in order to
s back to the required control level. The HACCP plan corrective action sections
Should Ste whers the corrocie action dtals o & be ocorded o et ahoud malch
the written corrective action procedures. Where appropriate, preventative measures should
also be required to reduce the likelihood the problem will ecur. This may include root cause.
nalysis.
Corrective actions should ensure that the CCP has been brought under control and require:
review is conducted in order to prevent a recurrence of the situation. Corrective actions
may require review of the HACCP system (6.02.03) to determine if modifications are required.
Corrective action records are scored under 6.03.06,

Fave recording tempiates (recording
forms) been developed for monitoring
2

[Defined record templates are required for recording CCP
[monitoring. The parameters on the records should reflect those.
used in the HACCP Plan. These templates should be managed
under the document control program.

[Total compliance (15 points): Monitoring record templates should be designed to record the,
monitoring of the CCPs that have been identified. The records should mach the details as noted
i the HACCP Plan and have CCPs identified by name and number, what is being measured,
the frequency of the measurement, the critical control fmit, the operating fmit,the responsible
person(s) or team and the corrective action(s) required in the case of measurements not in
|compliance. Recording forms should have a specific document code as part of the document
[control program (1.02.01). The records ideally show the CCP parameters (not a scoring issue).

Minor deficiency (10 points)
. Singiosoated nstance(e) o o«a record(s) having been developed but does/do not match the
details in the HACCP plan i.. information or requirements on the recording template that does
not match what is noted in the plan.
Major deficiency (5 points) f:
- Numerous instances of a record(s) having been developed but do not match the details in the
HACCP plan i. information or requirements on the recording template that does not match
natisnoto n o plan
Non-compiance (0 poits)

tic failure of rseoms) that have 1o match the detalls in the HACCP
Lian o infrmaton o reduiroments on h recordng template at doss not match what s
noted in the pian
- Single instance where a CCP has been created but a record for the monitoring data has not
been developed.

[Recording form templates snould be designed (o record the monitoring of the CCPs that
have been identified. The records should match the details as noted in the HACCP Plan
[and have CCPs identified by name and number, what s being measured, the frequency of
the measurement, the critical control limit the operating limit (if applicable), the
responsible person(s) or team and the corrective action(s) required in the case of
measurements not in compliance. These templates should be managed under the.
[document control program.

[Total compliance (15 points): Monitoring record templates should be designed o record the
[monitoring of the CCPs that have been identified. The records should mach the details as
Inoted in the HACCP Plan and have CCPs identified by name and number, what s bein
[measured, the frequency of the measurement, the critical control limi, the operating limit (if
applicable), the responsible person(s) o team and the corrective action(s) required in the
case of measurements not in compliance. Recording forms should have a specific document
and/or version code as part of the document control program (1.02.01)

[Minor deficiency (10 points) f:
- but does/do not match the
details in the HACCP plan ie. information or requirements on the recording template that
does not match what is noted in the plan.

- Single instance of recording forms lacking required details

[Major deficiency (5 points) if:

- Numerous instances of a record(s) having been developed but do not match the details in
ihe HACCP plan i.e. information or requirements on the recording template that does not
match what s noted in the plan.

| Moro han one instance f rcording foms fcking reqed deais

[Non-compliance (0 points) i

- Fundamenta e of racor(s) i have been dovelopod fo mach he delais nthe
[HACCP plan i e. information or requirements on the recording template that does not match
[what s noted in the plan.

- Single instance where a CCP has been created but a record for the monitoring data has not
been developed.

Have veriicalion plans and schedules
[been developed for each CC

[Each GCP should have documented verification activities
associated with the monitoring that verifies the

[mplomentaton of the HAGCP plan (0., CCP decumeniatin
checks, specific testing associated with the CCP, customer
[oedback.equpment cabralion. ). Wherevericaton aties
lhave found that CCPs were not performing as required, there
it b rocoda that show h s prompted a review of the
relevant part of the HACCP Plan.

[Total compliance (10 poinis): Verfication activilies related to each CCP on the HACGP chart
should be clearly etailed and documented. Verification activities should include a verification of
the CCP monitoring records by a HACCP trained supervisor or manager, checking that the CCP
monitoring records have been completed in a proper and timely manner and includin

corrective action work. Note, a CGP operator cannot verify their own work. Verification activiies
verify that the HACCP plan is being implemented correctly, and might include microbial testing,
customer complaints, equipment calibration and any other information that CCPs might help
[generate. Verification information might help improve and develop the HACCP program, but
shoud show nt th lan s oing implementd corcty, s Contoling the risk 1 an aceaptable
level (or eliminating the risk) and wi he case, this should be indicated on the
verification paperwork along with oot action cetalls (9. reviewing a CCP, a process flow,
|2 hazard analysis step, etc.). Where verification activities have found that CCPs were not
performing as required, there should be records that show that this prompted a review of the
relevant part of the HACCP Plan

[Verification activities related (o each CCP on the HACCP plan should be clearly detailed
[and documented. Verification activities verify that the HACCP plan is being implemented
correctly, and may include microbial testing, customer complaints, equipment calibration,
blade checks, visually observing a CCP operator, date checks of reagent expiration dates
[and any other information that CCPs might help generate. Verification activities also
include a verification of the CCP monitoring records (6.03.05) by a HACCP trained
supervisor or manager, checking that the CCP monitoring records have been completed in

roper and timely manner and including any corrective action work. Where verification
activities have found that CCPs were not performing as required, there should be records.
ihat show that this prompted a review of the relevant part of the HACCP Plan

[Total compliance (15 points): Verfication activiies related (o each CCP on the HACCP pian
should be clearly detailed and documented. Verification activities verify that the HACCP plan
s being implemented correctly, and might include microbial testing, customer complaints,
equipment calibration, biade checks, visually observing a CCP operator, date checks of
reagent expiration dates and any other information that CCPs might help generate.
|Verification activities lso include a verification of the CCP monitoring records (6.03.05) by a
HACCP trained supervisor or manager, checking that the CCP monitoring records have been
mpleted in a proper and timely manner and including any corrective action work. Note, a
(CCP operator cannot verify their own work. Verification information might help improve and
fevelop the Hi rogram, but should show that the plan is being implemented correcty,
[ contaling e sk o n accaplabi ovel (o liminating th k) an where s s he
case. tis shold bo ndicated on ne verifcation paparvork along i corrcive
details (e.q., reviewing a CCP, a process ﬂcw ahazard analysis step, etc.). Wi
|verification activities have found that CCPs were not performing as required, "o shoid b
records that show that this prompted a review of the relevant part of the HACCP Plan.

s the HACCP system verified when
operational changes are made and at
least once every 12 months?

[The HACCP system should be reviewed by the HACCP team when
operational changes are made and at least every 12 months,
inciuding the product descriptions, process flows, hazard analyses,
[CCP decisions, CCP recording and worker training to ensure that
[the program is up to date and working property. Whem emergng
issues, such as recalls, an outbreak, new research, et

relevant to the products and processes at hand, Consideraton ofa
[HACCP review should occur. Documented re-training or
educational sessions may be necessary. The review should include
2 written record which demonstrates each of the elements of the
plan have been reviewed, verified as being accurate/appropriate
and there should be a change record included in the plan to track

[Total compliance (10 points). The HACGP system shoud be reviewed by the HACCP team
when operational changes are made and at least every 12 months, including the product
(descriptions, process flows, hazard analyses, CCP decisions, CCP recording and worker
training to ensure that the program s up to date and working propery. Where emerging issues,
[such as recalls, an outbreak, new research, etc., are relevant to the products and processes at
hand, consideration of a HACCP review should occur. Documented re-training or educational
|sessions may be necessary. The review should include a written record which demonstrates
[each of the elements of the plan have been reviewed, verified as being accurate/appropriate and
there should be a change record included in the plan to track changes over time. The HACCP
team should inform workers involved of the review outcomes.

Minor deficiency (7 points) i

changes over time. The HACCP team should
involved of the review outcomes.

a change made without being documented.
- Singlefisolated instance(s) of omissions in the review.
Vajor defciency (3 points)

- Numerous instances of omissions in the review.
- Verification did not take place in the last 12 months, but did take place in the last 18 months.
INon-compliance (0 poins) f:

- No verification activites are being performed.

- There is no documented record of review.

[The HACCP system should be reviewed by the HACCP team when signicant changes
are made e.g. raw materials, labelling requirements (including allergens), packaging,
suppliers, product, process, construction, new equipment, recurring deviations, new
scientific information, new legal requirements, new distribution or consumer practices, etc..
including the hazard analyses, to ensure that the program is up to date and working
properly. HACCP system review should occur at a frequency that ensures the HACCP
Pren s being follovied continuously and ateast every 12 montrs Vinere emergig e,
such as recalls, an outbreak, new research, etc., are relevant (o the products a

t hand, of a HACCP aecur Documented e-

The

Total compliance (10 points). The HACCP system should be reviewed by the HACCP team
[when significant changes are made e.g. raw materials, labeling requirements (including
allergens), packaging, suppliers, product, process, construction, new equipment, recurring
deviations, new scientifc information, new legal requirements, new distribution or consumer
praciices, etc., including the hazard analyses, to ensure that the program is up to date and
[working properly. HACCP system review should occur at a frequency that ensures the
[HACCP Plan is being followed continuously and at least every 12 months, Where emerging
issues, such as recalls, an outbreak, new research, etc., are relevant (o the products and
processes at hand, consideration of a HACCP review should occur. Documented re-trainin

trainin
record which demonstrates each of the elements of the plan including the product
descriptions, process flows, hazard analyses, CCP decisions, CCP recording, customer
complaints, equipment calibration, record review, trend analysis data, etc., have been
reviewed, verified as being accurate/appropriate and there should be a change record
included in the plan to track changes over time. The HACCP team should inform workers
involved of the review outcomes.

9
sessions may be necessary. The review should include a written record which
demonstrates each of the elements of the plan including the product descriptions, process
flows, hazard analyses, CCP decisions, CCP recording, customer complaints, equipment
calibration, record review, trend analysis data, etc., have been reviewed, verified as being
accurate/appropriate and there should be a change record included in the plan 1o track

ianges over time. The HACCP team should inform workers involved of the review
outcomes.

Minor deficiency (7 points)
- Singlelisolated instance(s) of omissions in the review.
Major deficiency (3 points)
- Numerous instances of omissions in the review.
- No record of workers involved being informed of HACCP review outcomes.

- Verification did not take place i the last 12 months but did take place in the last 18 months.
INon-compliance (0 points)
- There is no documented record of review.

I there documented evidence that all
plant workers have attended a HACCP
training, including training for CCP
operators?

[FACCP training is important in ensuring tha all workers are

the basics of HACCP. This training is
especially important for CCP operators, and for those workers, the
trining should cover the explanation of the procedures in which
they are responsible. All training activities should be documented.

[Total compliance (10 points): Allsite workers should receive basic HACCP overview training 1.
what is HACCP, the 7 principles, and what are the CCPs on site. Basic training might form part
lof the new hire orientation package. CCP operators should be specially trained for their
[ncilon(e) and include the operatons they a6 respensile for Somior managemen should also
receive training (HACCP requires “buy in” from all levels). Records of training shouid be kept

[and also certficates where relevant. All workers should be trained to understand the principles of
HACCP and the plan implemented in the facility. Training should be scheduled on a regular
basis and documented. The training should be tailored to the people and their positions within
the company. HACCP team member training is scored under 6.01.02.

Minor deficiency (7 points) f:
- Not all plant workers are trained in HACCP (but all key operators and majority of workers have
been trained

- Senior management has not received HACCP training

missions or in the records.

Major deficiency (3 points) f:
- One or more CCP operators have not been trained in their specific functions.
- Numerous instances of omissions or incorrect data in the records.
INon-compliance (0 points)

- No formal training session developed for workers.

- No records of training being maintained.

FACCP training Is important in ensuring that all workers are knowledgeable regarding the
basics of HACCP. This training is especially important for CCP operators, and for those
[workers, the training should cover the explanation of the procedures in which they are
responsible and be included in the training management program (see 1.01.04). Al
training activities should be documented.

[Total compliance (10 points): All plant workers (excludes ofice personnel) should receive
basic HACCP overview training i.e. what is HACCP, the 7 principles, and what are the CCPs
o s, Basic navning ightform prt of e new hi crietalion package. OCP oporaors
should b d for thei d include they are
Fesponsiie for and b include i he lning managament program (s 1.0104). Records

of be kep workers should be trained
o understand the princpes of HAGG an he plan implemented i the folly. Traning
should be scheduled on a regular basis and documented. The training should be tailored to
[the people and their positions within the company. HACCP team member training s scored
under 6.01.02.

[Minor deficiency (7 points) if:
- Not all plant workers are trained in HACCP (but all key operators and majority of workers
have been trained)

- Senior management has not received HACCP training.

- Singlelisolated instance(s) of omissions or incorrect data in the records.

[Major deficiency
- One or more CCP operators has not been trained in their specific functions (but has
received basic HACCP training)

- Numerous instances of omissions or incorrect data in the records,

[Non-compliance (0 points
- One or more CCP operators have not been trained in their specific functions (but have
received basic HACCP training).

- No formal training session developed for workers.

- No records of raining being maintained.

of | 60208
the HACCP Plan
Development of | 6.0209
the HACCP Plan
Developmentof | 6.02.10
the HACCP Plan
Development of | 6.02.11
the HACCP Plan
Development of | 6.02.12
the HACCP Plan
Execulion of the | 6.03.01

IACCP plan on

the Plant Floor

Do all of the documents noted in the
HACCP Plan accurately reflect plan
requirements for the CCPs?

PGFS-R-060

50209 [Nochange inv32

02,10 [Have recording forms been developed for
monitoring the CCPs?

50217 [No change nva2

oint change 10 to 15

50203 |Is the HACCP system reviewed when
significant changes are made and at least
lonce every 12 months?

503,01 |Is there documented evidence that all piant
[workers have attended a HACCP training,
including specific training for CCP
loperators?

Question removed
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Execution of the | 6.03.02 |Are the CCP monitoring actvities and | The monitoring records should show that testing frequency, [Total compliance (15 poinis): CCP monloring activities and frequencies are in compliance with | 6.03.03 |No change in v3.2 [The montoring records should show that testing frequency, parameters and any other [ Total compliance (15 points): CCP monitoring activiies and frequencies are in compliance
HACCP plan on frequencies in compliance with the [parameters and any other details match what is written in the what is written in the HACCP Plan and CCP SOPs. Check current logs against the HACCP plan. details match what is written in the HACCP Plan and CCP SOPs. The records should  [with what is written in the HACGP Plan and CCP SOPs. Check current logs against the
the Plant Floor HACCP Plan and CCP SOPs? [HACCP Plan and CCP SOPs. | Auditor should carefully check the monitoring frequencies — allow some slight variations [show actual values or observations, be accurate and legible, be real-time recording and ~ [HACCP plan. Auditor should carefuly check the monitoring frequencies — allow some slight
(minutes either way of the target frequency). The critcal control limits should exactly match have adequate detail variations (minutes either way of the target frequency). The critical control limits should
those mentioned on the HACCP plan. Note that if a monitoring test is done more frequently than exactly match those mentioned on the HACCP plan. Note that if a monitoring test is done
stated, itis not necessarily a fault (.e. point oss) i itis *in the spirit” o the plan. more frequently than stated, it is not necessarily a fault (ie. point loss) f it is 'in the spirit” of
lthe plan. The records should show actual values or observations, be accurate and legible, be
Minor deficiency (10 points) if: real-time recording and have adequate detail
- here information or the records do not match
[what s noted in the HACCP plan. [Minor deficiency (10 points) if:
Major deficiency (5 points) f: - Singlelisolated instance(s) where information or requirements on the records do not match
- N where the records do not match what is [what is noted in the HACCP plan.
noted in the HACCP plan. - Singlelisolated instance(s) of issues with how records are being filled out
INon-compliance (0 points) f: [Major deficiency (5 points) it
- o " the records matching what s noted - Numerous instances where information or requirements on the records do not match what is
in the HACCP plan noted in the HACCP plan.
- Single instance where a CCP has been created but monitoring data has not been recorded - Numerous instances of issues with how records are being filled out
[Non-compliance (0 points) i
- failure to have the records matching what is
noted in the HACCP plan.
- Records are consistently being filed out incorrect)
- Single instance where a CCP has been created but monitoring data has not been recorded
Execution of the | 6.03.03 |Do CCP operators understand basic Minor deficiency (7 points) 60302 |Nochange inv3.2 No change in v3.2 [Minor deficiency (7 points) -
HACCP plan on HACCP principles and their role in - Singlefisolated instance(s) where the CCP operator(s) are lacking i basic knowledge about - One instance where the CCP operator(s) are lacking in basic knowledge about HACCP
the Plant Floor [monitoring CCPs? HACCP principles. principles.
- Singlefisolated instance(s) where the CCP operator(s) are not able to explain correctly, details - One instance where the CCP operator(s) are not able to explain correctly, details about the
[about the CCP's they are monitoring e.g. what to do if the critcal control limits are exceet CCPs they are monitoring e.g. what to do if the critical control limits are exceede
Major deficiency (3 points) f: [Major deficiency (3 points) it
- N here the CCP operat lacking in about HACCP - More than one instance where the CCP operators are lacking in basic knowledge about
principles. HACCP principles.
- Numerous instances where the CCP operators are not able explain correctly, details about the - More than one instance where the CCP operators are not able explain correctly, details
(CCP's they are monitoring e.g. what to do if the criical control limits are exceeded about the CCPs they are monitoring e.g. what to o if the critical control limits are exceeded
INon-compliance (0 points) f: [Non-compliance (0 points) f:
- Systematic faiure of the interviewed CCP operator to show basic knowledge about HACCP - Fundamental failure of the interviewed CCP operator to show basic knowledge about
principle. HACCP principle.
- Systematic failure of the interviewed CCP operators to be able to explain correctly, details - Fundamental failure of the interviewed CCP operators to be able to explain correctly, details
[about the CCP's they are monitoring e.g. what to do f the critical control limits are exceedet about the CCPs they are monitoring e.g. what to o if the critical control lmits are exceeded.
‘Execution of the | 6.03.04_|Are CGP monitoring records signed of _|Legibly signed off ecords sould be recorded in order o show who No change in v3.2 [Records should be legible in order to show who actually performed the CCP monitoring _|No change in v3.2
HACCP plan on (or initialed) by the operator(s) who are |actually performed the CCP monitoring tests. I initals are used, tests. I intals are used, there should be a way to easily determine who the initials refer to.
the Plant Floor carrying out and recording the CCP [there should be a way to easily determine who the initals refer to.
check?
Execution of the | 6.03.05_|ls there a deviation record detaling [Total compliance (15 points): Correctve actions Should be detailed In wriling when a 50306 [Nochange inv32 No change 1nva 2 [Total compliance (15 points}: Corrective actions should be detailed in wriling when a
HACCP plan on documented corrective actions when a [deviation/ioss of control of a CCP occurs. The CCP deviations should be noted on a deviation deviationioss of control of a CCP occurs as per procedure in 6.02.09. The CCP deviations.
the Plant Floor [deviation/ioss of control of a CCP record (or similar form, as noted in the HACCP plan), should detail what has happened, what hould be noted on a deviation record (o similar form, as noted in the HACCP plan), should
occurs (a critical control mit is was done to correct any tions taken to detail what has happened, what was done to correct the issue and any preventative actions
exceeded)? Records should indicate what happened to any affected product and also etail how the process taken to prevent Records should indicate what h d to any affected
was rectified. The corrective action details should match what is described in the HACCP plan product and also detail how the process was rectified. The corrective action details should
[match what s described in the HACCP plan.
Execulion of the | 6.03.06 |Are the CCP records reviewed and [Records should be signed off by the designated person(s) [Total compliance (10 points): CCP records should be reviewed and signed off within 36 hours of | 6.03.05[No change 11 va 2 Records should be signed off by a rained, designaled person within 36 Nours of e [Total compliance (10 points}: CCP records should be reviewed, daled and signed off by a
HACCP plan on signed off by the quality control responsibie for internal verification of the company's HACCP plan  [the original CCP monitoring activity occurring. Allowance may be made for operations that are original CCP monitoring activity occurring. The sign off should not be done by the same  |trained, designated person within 36 hours of the original CCP monitoring activity occurring.
the Plant Floor supervisor and/or management (second  [within 36 hours of the original CCP monitoring activity occurring.  [not running daily (auditor discretion applies). The sign offs should be done by the quality control person who carried out the monitoring activites. If any issues are detected, corrective |Ideally records are reviewed prior to release of product to prevent potential recail and
signatory)? The sign off should not be done by the same person who carried  [supervisor or manager (second signatory). This should be a separate signature to that of the actions should be recorded. Ideally records are reviewed prior to release of productto  [unintended consequences should a deviation be found during record review. Allowance may
lout the monitoring activies. If any issues are detected, corrective |CCP operator. The individual signing off these should check the records (e.g. dates, production prevent potential recall and unintended consequences should a deviation be found during ~|be made for operations that are not running daily (auditor discretion applies). The sign offs
actions should be recorded. lines, monitoring results, frequencies, corrective actions, use of correct forms, etc.), since their cord review. Allowance may be made for operations that are not running daily (auditor  [should be done by the quality control supervisor or manager (second signatory). This should
signature is basically stating that everything is in order relative (o the witten HACCP plan and discretion applies). be a separate signature to that of the CCP operator. The individual signing off should check
|associated documents. If discrepancies are found, then the sign off signatory should note the [the records (e.g. dates, production lines, monitoring results, frequencies, corrective actions,
issues and corrective actions that are then taken use of correct forms, etc.), since their signature is basically stating that everything is in order
relative to the written HACCP plan and associated documents. f discrepancies are found
Minor deficiency (7 points) i during the record review corrective actions must be taken and documented (6.03.06).
- Singlelisolated instance(s) of CCP records not reviewed and signed of within 36 hours by the
lquality control supervisor of manager (second signatory). [Minor deficiency (7 points) f:
- the CCf igned off by the second signatory but - Singlelisolated instance(s) of CCP records not reviewed, dated and signed off within 36
there are issues with the records that have not been highiighted. lhours by the quality control supervisor or manager (second signatory)
Major deficiency (3 points) f: - Singlelisolated instance(s) of the CCP records being signed off by the second signatory but
- N tances of CCP records not d and signed off within 36 hours by the quality ihere are issues with the records that have not been highiighted
|control supervisor or manager (second signatory). [Major deficiency (3 points) i
- Numerous instances of the CCP records being signed off by the second signatory bu there are - Numerous instances of CCP records not reviewed, dated and signed off within 36 hours by
issues with the records that have not been highiighted lthe quality control supervisor o manager (second signatory)
INon-compliance (0 points) f: - Numerous instances of the CCP records being signed off by the second signatory but there
- Systematic failure for CCP records to be reviewed and signed off. are issues with the records that have not been highiighted.
- Systematic errors on the CCP records that are being signed off by the second signatory. [Non-compiiance (0 poins) f:
- Fundamental failure for CCP records to be reviewed, dated and signed off.
- Widespread errors on the CCP records that are being signed off by the second signatory.
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