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General Description of Changes to Module 7
1. Changes to question numbers.
2. Expanded expectations

PrimusGFS v3.2 Summary of Changes
Section aw V3.1 Question V3.1 Expectations V3T inter fon Guideline. V3.2 Question V3.2 Expectation V3.2 Interpretation Guideline
Preliminary stops | 7.01.01_[Is there a team responsible for the [There should be a documented lst of the team carrying out the | Total compliance (10 points): There should be a formally identified Group of people in charge [No change in v3.2 [There should be a documented lst of the team carrying out the preventive conirol [Total compliance (10 poins): There should be a formally identfied group of people In charge of
preventive control program at the reventive control program in the operation, with one leader or  [development and maintenance of the preventive control program along with their coresponding program in the operation, with one member of the team (a pr qualified maintenance of with their
(operation, with a leader assigned, if |coordinator assigned as responsible. The team should be [esponsiies dealy, e gow should be oompnsed of individuals from different areas of the company individual), who has successfully completed recognized training in the development and e o should be and include individuals from different areas of
applicable, for may inciude people ality,  [such luction, maintenance, sanitation, QC, etc. Consider application of risk-based preventive controls training (or is otherwise qualified) designated . producton, maiiarance,sanaon.
mplementation and on-goi canitaon, maintanance, shipping, rocuromont salos exaral | ncuing resoutces lom outodo .. Suppers, buyers, consutants, ads aesoclaton.urvorsies the preventive control coordinator (ieader). The team should be multdisciplinary and ac, ete. Consider mcludmg resources from outside e.g. suppliers, buyers, const
maitanancs of i proventve contol |consuanis ec. The 826 o e 6am il daper ot size of e |oxtansion affce, . Ono member of e eam. should b desgnaled e proventve contolcoaraator Inciad people fom producion, ualty. sanation, matenance, shipon, procurement, _|associaon, unversiios, exansion i, lo. One memberef e oam (3 prvente conto qualfed
operation and the processes performed. consultant has been designated the preventive control coordinator, it should be evident that they sales, extemal consutants, etc. The size of the team will depend on the size of the individual), who has successlly completed recognized training in the development and application of
are present at all meetings and in the program. .am shout (operation and the processes performed. risk-based preventive controls training (or is otherwise qualified) should be designated the preventive
[meet at least quarteriy (ideally monthly). Ifthe company s too small(less than 20 people) to have a control coordinator (leader). Where a consultant has been designated the preventive control
reventive control team, there should stil be one individual designated as the preventive control coordinator, it should be evident that they are present at all meetings and actively involved in the
coordinator. ble for the the I [program. The preventive control team should meet at least quarterly (ideally monthly). Ifthe company
[with any changes and updates (o the preventive control program. s t00 small (ess man 20 people) to have a preventive control team, there should stil be one
ualified ' preventive That individual
Minor deficiency (7 points) [ rosponsioe for e of long with any changes and
Team has been put together but lacks key representation e.g. maintenance. [updates to the preventive control program
[Major deficiency (3 points)
- The team or individual is assigned but does not meet regularly to review the preventive control program. Minor deficiency (7 points) if:
| A lege company, bt ony  sigl ndidul s been designated o develop e aperatonal - Team has been put together but lacks key representation e.g. senior management, maintenance,
preventive control prograr sanitation.
Ron-comptance (3 pone i [ Ony tree meetingehave occured nhe last 12 months (for anayear-cound operaton)
team or the individual d to manage program has Major deficiency (3 poi
ot kept he program updated. e teamor cial assigned bt doos ot meot regulary o eview he preveniive conrl
- There is no preventive control team or preventive control coordinator. rograr
N g compary. bu\ ol a singleindiidual has been desigraed o dovelop e peratonsl
preventive control p
T ot less mecings rave occured i ho last 12 months for an allyear.round aperaton)
[Non-compliance (0 points) if:
- The preventive control team o the individual assigned to manage the preventive control program has
not kept the program updated
- There is no preventive control team or preventive control coordinator (leader).
7.01.02 [is there documented evidence that the | At least one member of the preventive conirol team should have a _[Minor deficiency (10 points) i [No change in v3.2 [The preventive control coorainator sNould have a certiicate of @ formal Preventive Cortrol [Minor deficiency (10 paints) .
[preventive control team members have ~ formal Preventive Control Qualified Individual training The rest of |- Not all preventive control team members are trained in preventive control principles (but all key. Qualfied Individual training from a recognized organization, institution or trainer. The rest [+ Not all preventive control team members are trained in preventive control principles (but majority of
been trained on preventive control the team should have at least an internal trining to make sure they [operators and majority of preventive control team members have been trained) of the team should have at least an intemal trining given by someone who has gone to a. [preventive control team members have been trained).
program development? Management has not received preventive control trainin formal Preventive Control Qualified Individual training to make sure they are ave not received trainin
These trainings should be documented. - Singlefisolated instance(s) of omissions or incorrect data in the records. nowledgeable o the preventive controlprogram development. Thess traiings should be- |- Singlefsolted instance(s) of omissons of ncortect data n the records.
ajr geiiency (5 poins) Major deficiency (5 points) i
ive control coordinator has not completed a formal Preventive Control Qualified Individual - Preventive control coordinator has not completed a formal Preventive Control Qualified Individual
raining course. training course.
- Numerous instances of omissions or incorrect data in the records. - Numerous instances of omissions or incorrect data in the records.
INon-compliance (0 points) i: [Non-compliance (0 points) if:
- No formal training records for preventive control team members. - No formal training records for preventive control team members.
Preliminary steps | 7.01.03 |Doesa Torthe Getall the products' compositon 0 points): Product [No change inv3.2 Product descriplion(s) should clearly describe the product and s distribulion and be Used | Total compliance (10 points): Product descriplion(s) should ciearly descrbe the product and 1.
products produced? (ingredients), packaging used, storage conditions, distribution does it need washing, peeling, cooking prior to consumption, is it RTE ek, by the consumer and reflect to determine if specific controls are important throughout the distribution chain. The aistribution and be used to determine if specific controls are important throughout the distribution
requirements, important food safety characteristics (f any) (e.g.,  [the label of the product (unit packed produt efine an description should detailthe products' name and composition (ingredients), packaging [ chain. The description should indicate the product(s) name. type(s) of packaging, sheff-lfe and method
[oH, water activity), label instructions, the intended use, statement regardmg hethr e e i prishaleor g f. o 1o anyspaclsorage ecurormertsand lused, storage conditions, shelf ife, distribution requirements, important food safety of storage and distribution. Information should include intended use i.e. does it need washing, peeling,
lon whether the product is RTE and who is 9.9 ) uld define characteristios (if any) (e.g., pH, water activty), label instructions, the intended use, [cooking prior to consumption, is it RTE, etc., by the consumer, and reflect the label of the product (unit
e pototil ik product, d and also who statement on whether the product is RTE and who the intended consumer is packed product). Intended use should include any potential for abuse or misuse of the produce (6.0,
(general public,restricted to certain sectors, e.g. paup\a not suffering from a certain allergy, diabetic eating raw when product is intended to be cooked). Product description(s) should st allingredients
issues, etc.). The product description can be generic f the products and processes are simiiar. Where the including allergens, define and indicate details regarding whether the item is perishable or long i, if
roducts andor processes are not similar to each other, specific product descriptions are required. there are any special storage and distribution requirements and any important food safety
characteristics that can influence the growth of pathogens (e.g., pH, water activity), and labeling
P risk e product,
and o who he I public, restricted to cert
.. people not suffering from a certain allergy, diabetic issues, other at-isk groups, etc.). The product
cscipton can be gonerc e products and processes are smiar. Wihere he products andor
to each other, required
Prelinery e | 710107 Fea e rocossea]Gou o cheried [T orae (o et BXcigh o opin)cn s o |l complan (1 paita Tere aoud e rccass Tow s o Goch roveve ol Pl Th No change inva.2 (e Eormakon (rom rooaing o o SHoplng n e o Glgram o soa TolT e 10 ey, Thers il 5o rocessTow chrl o ach peverivs corol P
in sufficient detail to completely describe |diagram is used to evaluate whet under control of the operation (from receiving rocess. Groups of |The flow chart should show each step of the process(es) under control of the operation (from receiving
the process or product associated it cach st of the rocose. Groups of smiar Ihrouqh o shipping), s0 it e azara analysis can be completed properly. The flow chart should similar products (including mgmmenm going through the same prm:ess can be grouped [through final product storage and shipping). so that the hazard analysis can be camp\e(ed property.
rough h sameproces can begroued nhe et th aw mlerias, ingrdiats and matrls usdin 3 proparaton steps, ol oqpmert used in the same flow chart. The flow chart shoud indicate all raw materials, ingredients and | The flow chart should indicate al raw materials, ingredients and materials used in all preparation
same flow chart. Show rework en . returned products and products destined for further processing, ratorils used in a proparaton stps, l ot s, b stepe, procossing slep, o apment use, Bending stops, processng steps,rowak. b product etured products
[product s diverted to be used for other purposes. Process o [packaging materials (carton and unit packaging) and packaging equipment. All inputs should be included, steps. rework, by-product, returned products and products P and ot
can be augmented by written process descriptions (where helpful). - [such as packaging, water source (e.g. Gty or well), ice, anti-microbials, etc. Each step should show any packaging materias (carton and unit packaging) and Allinputs inputs should b ncaded, s.ch as packaging, wate soutcs (s, iy o
Iholding times, temperature regimes and tagging. For example, a step termed ‘packing’ in an apple should be included, such as packaging, water source (e.g. Gty or well), ice, anti- well), ice, anti- m\cmhlals fungicides, etc. Each step should show any holding imes, temperature
packinghouse is incorrect since it omits to detail many of the processes, e.g. dump tanks, selections, microbials, fungicides, etc. Each step should show any holding times, temperature regimes, etc., at appropriate process steps. For example, a step termed " I
recirculated product washifinse steps, single-pass washirinse steps, waxers (with fungicide), drying, regimes, etc. at appropriate process steps. Diagram should show rework processes and  [packinghouse is incorrect since it omits to detail many of the processes, e.g. dump tanks, selections,
ing the boxes and coding. In operations with multple products but similar processes, a single ahen product s dvertod 05 used or aher pubosee. Process flows can b sugmonted [/eCHCUBISd produot washiinse seps, singl.pase washingd sope, waker, (ungide, dying. packng
[rocess flow may be used. Where there are multiple products but with different processes then individual by witten process descriptions (where helpfu). the boxes and coding. In operations with muliple products but similar processes, a single process flow
o lows are required. Diagram should show re-work processes and when product is diverted to be [may be used. Where there are muliple products but with different processes then individual process
used for other purposes. Process flows can be augmented by witten process descriptions (where flows are required. Diagram should show re-work processes and when product is diverted to be used
helpful). for other purposes. Process flows can be augmented by written process descriptions (where helpful).
Preliminary steps | 7.01.05 [Is there documented evidence that the 1dbe 7] d dated b d Signed and dated by e o documorted evidoco ol e oo Garam () shouldbe veriod oo a1 s and it b hoproveiv conl | Tolalcomplace (10 pfne) T sepe T o o ar v 15070 rganie e e oy

flow chart(s) been verified on-site?

the preventive control team coordinator to confirm it reflects the
conditions of the process at different moments and there are no
missing steps.

0 points):
proventive contrl eonrdmalor o confim reﬂec\s oy process at different moments and there are no
the

hazard analysis process. Any
inaccuracies in ms ﬂvw wagram o b seorodin 70108

chart(s) has been verified on-site?

m coordinator to confirm

reflect
inime (auditor should ontm ow and wen fow l:har\(s) were. vennem o 2 10
missing steps.

ould be verified on-site by the food safety team and the team should make any
changes required to the flow diagram. Any significant changes o the process must be accurately
refiected in the flow diagram and evaluated to determine if the have an impact on the hazard
[analysis and preventive controls in place. The flow char(s) is signed and dated by the proventive
control coordinator to confirm it reflects the process at different moments in time (auditor should
confim how and when flow chart(s) were verified) and there are no missing steps. Insufficient detail,
[missing steps, etc., will undermine the hazard analysis process (7.02.01). Any inaccuracies in the flow
diagram should be scored in 7.01.04
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Tolal complace (15 PO} & azard analysl Gentes and evaluates poleial ood saty hazards

Controls Program

[documented for the preventive controls?

the frequer

1observaﬂuns or measurements) to ensure eer preventive
control s under control. The plans and/or procedures should note
ncies of monitoring for each preventive

ive control,
[Monitoring activities will vary between preventive control types.

monitoring ctions necessary
ntrol, is the type and
requency of mommnng s oo it 1y ovre e preventive controlis under control. Frequency
should be specified; “as needed” is not accepted as a stated frequency. Monitoring activities will vary
between preventive control types. The requirements ie. what s to be done, should be specified on the
preventive control program.

also to allergen, sanitation and supply chain prevenfive conirols as appropriate fo the food
safety program. The plans and/or procedures should note the frequencies of monitoring
Monit W

Development of | 7.02.01 [Has a documented hazard analysis for | The hazard analysis is required to identiy biological, chemical [Total compliance (16 points): A hazard analysis [dentiies and evaluates hazards, and determines [Fas a documented hazard analysTs for each | There should be a detalled, documented hazard analysis for each product group
the Preventive the processes been conducted, showing |(including radiclogical), physical, and economically motivated ot measurs o n placo o revert, lminat o redce he fos safty hazard o an sccepabl roduct been conducted, showing the (including ingredients) process fiow in order o prove that a proper hazard analysis was  [and determines the ap ecause they are 0 cause
Controls Program the various types of hazards, their rds for food safety at each stage of the production process.  [level. There should be a detailed, documented hazard analyss for each process flow in order to various types of hazards, their lielihood of ~|conducted. Similar products (e.g. similar in formulation, have similar processing steps and  [iness or injury in "o soeence f conve. Thars ot b0 detailed, documented hazard analysis for
ikelihood of occurrence, their e analyses must ovaluat f tho ik s a roventve contrl[Iata proper hazard analsis was conduciod. Note  her are orors 1 he pracoss low. 1 ely tnere occurrence, their associated severity and |are prepared and packaged in a similar manner) may be grouped. Each step identified in — |each product group (including ingrediens) process flow in order to prove that a proper hazard anlysis
associated severity and their control  |and evaluate the severity and likelinood of occurrence i the, il also be ertors i the hazard analysis. At each step of the process, from raw material receipt an their control measures? ihe process flow diagram should be assessed in the hazard analysis. Justfications should[was conducted. Note, simiar products (e.g. similar in formulation, have similar processing steps and
[measures? senceof conrol. A decisons must b usifed 1  documented.|sorag, rough processing and packing, sioage and disrbuton e hazardaralyssshoud ook o be documented when identifying significant and non-significant hazards. Consideration |are prepared and packaged in a similar manner) may be grouped. Ifthere are errors in the process
[manner. Preventive controls, such as process, allerg severity and likelinood of all potential food safety hazards that may be reasonably expected to occur in should be given to what control measures, if any exist, can be applied to each hazard.  [flow, it is likely there wil also be errors in the hazard analysis. At each step of the process, from raw.
canitzaion, and suppy chan shoutdbo donted for e idenfied |erms ofspecifc laic, chemical (ncluing radlagca). physicl and sconomicaly motvated More than one control measure may be required to control a specific hazard(s), more than |material receipt and storage, through processing and packing, storage and distribution, the hazard
hazar azard analysis document(s) should show , as well as the control measures reventive controls, suich as process, allergens, one hazard may be controlied by a specified control measure and not all potential hazards [analysis should look at the severity and likelihood of all potential (known or reasonably foreseeable)
messurs. Each stop anied 1 he process lw disgram shoud|santizaton, nd supply chain should b Kantfie fo h entied hasards. Cxomplos o spocic require a preventive control. Preventive controls, such s process, allergens, sanitization, [food safety hazards that may be reasonably expected to occur in terms of specifc biological, chemical
o assessad n e hazard analysia. The ez anslysis shoui o |bolgisl hazards ndLisela E. coll (EHEC), [and supply chain should be identified for the identified hazards incaing radilgia physial o oconomicaly mliated hazercs, a5 wall o hecontrl measures
affecting the Shiga col (STEC), C: parvum, Cyclospora cayetanensis; cheical ‘each. Preventive controls, such as process, allergens, sanitization, and supply chain should be
[and/or the process flow. ubricants, allergens; physical identified for the msnnvaa ezods oy potantaly RTE roducts must mlude an evaluation of
razards includo stones, metal, glass, and bt plasti. Evaluation should ncludo allingredients, ens related Research
equipment, processing steps (¢.g., receiving, dump tanks, brush bed systems, recycled wash systems [ssues associatod with v redlenlproducts t holp oty spaci ios aih vngmdlanls/pmﬂuc\s
ntucingnydro-vacuum cogers o jetors fume wshers . singeine wash systes,ce  Exampls o specic blogial hamrds (paceri,vruses, parasiesand pthogers) incl
[manufacturing), and inputs including packaging materials and post-harvest treatments, nella il (EHEC). Shigatoxi produing
o [ (STEC), Cryptosporiium paraum, Cyelospora cayelanensls chemical hazards include
Each st deniod n e proces flow dagram shou beassessed n e hazard anclysi. stfcatons mcatoxine, pestide esdues, santaion chemicals, ubicant,alergens, natra txins, napproed
should significant and additives; physical hazards include extraneous matter that may cause choking or other injury .9
given to what control measures, if any exist, can be applied to each hazars e ha e cool sones, meta, g\ass and britle plasnc radiological hazards include local environmental issues (€.
[measure may be required to control a specific hazard(s) and more than one hazard may be controlled by District reports); hazards including product
a specified control measure. The hazard analysis should indicate if an adequate control step for this subsmumns mers etc. Evaluaton shoud nclude il ngredieis, squipment, processing Sieps (6.5,
[potential sk exists further down the process. The hazard analysis should be reviewed when changes, receiving, dump tanks, brush bed systens, recycled wash systems including hydro-vacuum coolers,
(occur affecting the product description andor the process flow. oo recers. o washors. ot snle o wash systems.ca manufacunng) inuts ncluing
packagng materils and post-rarvest reaiments, saniton and smpoyee gl
The hazard identifcation process shou
the product description, condition, Toncion and design offaciity and equipment, lkelood of hazards
being present in the finished product, external information (scientific papers, epidemiological studies,
historical data for similar products, etc.), information from applicable government or industry food
safety guidance documents. Each step identified in the process flow diagram should be assessed in
the hazard analysis. Justifications 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 hazard. More than one control measure may be required to control a specific
Ihazard(s), more than one hazard may be controlled by a specified control measure and not al
[potential hazards require a preventive control. The hazard analysis should indicate f an adequate
ool te o tis ptental sk exists uter down th prooss. Tho hazard anlys's shid bo
andor the process flow. The hazard
Development of | 7.02.02_|Have preventive control decisions been | The preventive control decisions sould be created from the ints): hould be properly justiied with Where 7ok based prevanive cortols are™ [Preventve cortol eciions Shoulg B propery JosTied Wit Supportng Jouimarts S| FoicomTance (1 poa) Frovontht conbol esilons Shoud bo poperl ustied Wil supporing
the Preventive jocumented relevan jocumented hazard analyses, i. there should be a logical supporting documents and svdonee The prevemrve P analysis should be identied, have they been developed using _|evidence. Preventive controls may include process preventive controls, food allergen |documents and evidence. The preventive controls defined in the hazard analysis should be developed
Controls Program validation justifcations and where [documented approach showing why the process was deemed a  |developed to define, in detail the parame«m ivolved, and mriorng requirement o conrlhe plans and/or procedures to control identified |preventive controls, sanitation preventive controls, and supply chain program as well as  [to define, in detail, the parameters involved, and monitoring requirements to control the hazard(s)
in not be  [hazard(s). Types of preventive controls: process, allergen, sanitation, and supply ct hazard(s) are they appropriate and ther preventive controls. Preventive control decisions should be created from the Preventive controls may include process preventive controls, food allergen preventive controls,
o specfc procesin sep. hav ey praperl st withsupporing documenis and evidence. T |he process preventive cotrols ahould b ceated hom the documented hasard anayis L. there shoud consistent with current scientiic ocumente azard analyses . hereshoud b a lgical documented approsch sanitation preventive controls, and supply chain program as well s other preventive controls. The
been developed using plans andjor ined in the hazard 1d b h (such as ullizing a decision tree) showing why the process was understanding? 1. The preventive Id be created from hazard analysis ie. there should be a
[procedures to control the identified developed to defin in detail he plansicharts and proced icomen s preventive control of not. contcs doinod i the azard analysls should o developed o 4oine 1 ot i logical documented approach (such as uilzing a decision ree) showing why the process was deemed
hazara(s)? involved, including monitoring requirements, thresholds, corrective: parameters involved and monitoring requirements, thresholds, corrective actions and |a preventive control or not.
actions and verification parameters in order to control the hazar. verfication requirements in order to control the hazard(s).
Developmentof | 7023 Fave processng ips at ar deemea (Guestion removed
Preventive reventive controls been identified i .
Convon Program steps that significantly minimize or
revent food safety hazards?
Informational gathering. If the answer is
YES, continue with the next question. If
the answer is NO, the rest of "Module 7
[Preventive Controls” is not applicable.
Development of | 7.02.04 |Do the process preventive controls have [Process preventive controls Should have criical Imi parameters 75 points). Py hould have crical Twhich Do the process Tave  [Process hould have criical Tmit by _[Total confirmation (15 points): Process hould have criical Tmit ich
the Preventive critical limits, supported by [(which by validation onns that  [are supported by showing that the derived and crtcal limits, supported by relevant ing that the smenmcauy derivedand are supported by validation showing that the ter and
Controls Program validation and other s and meet any Citical imits (CL's) .. the maximum andior minimum parameters veldtondocumentatn,and o ot meet any et lega roqiramens. Vacaton s tike i form of pubilyavtl | oot anyrlovant ogl euromerts. Crical i (L) . he maximum anlor i
2 P ) ek he form of pubicy of what is being monitored e.g. with a metal detector, the sensitivty of the detector setting should be preventive controls have parameters, industry best earch papers, - [parameters of what is being monitored e.g. with a metal detector, the sensitvty of the detector setting
values and targets (where relevant) ronias \eg\s\atlve documents, industry best practice documents,  [stated and the size/type of test pieces used, or with an anti-microbial, the minimum concentration Vs and argots (whers roovant? on o valdaton sudis,atc. or & i of aforent valdaton sourcos. Oiher o precoss |<hould b salsd and th s2a/yp of st plecos usedor with an antmcrobia,he minmum
supported by relevant validation peer reviewed research papers, on site validation studies, et or a. [required should be stated. Other CLs may include temperature parameters, pH, flow rates, dwell times, preventive controls do not control a specific processing action, and how a facilty manag required should be stated. Other CLs may include temperature, time, pH, water activity,
documentation? mix of different validation sources. Ideally, other preventive control - [etc. their system and its complexity will determine whether they are considered preventive  [flow rates, line speed, dwell times, etc. More stringent “operating limits” may be useful during
types (e.g., sanitation controls) shouid have validation controls or pre-requisite programs. Validation of non-process preventive controls is not  [production to minimize failure to meet a crtical limit
[documentation (where useful) ld be supported by showing that the critcal imits required: however it may be considered under certain circumstances e.g. when major  |All process preventive controls should be supported by validation documentation showing that the
(cu are scenticaly derved and e any eevant egl requirement.Valdlion coud take hefo of changes are made to a product or process. il i (CL) are sciencalyderved and et any relevant legal recrements. Valdatoncoud
publicly - sty b ,poot raviaod e take the form of publicly . indust . peer
papers, on site . etc., o reviewsd research papers, on st valdaon stucies, elc or a mix of different validation sources.
Vakcaton 5 nt vailaie the sudos snoud have, poiomed valdaon sudio o Suppor tht tted
o wn(m\ fmis For exampl. ORP it o chainatd ecycledwater syeams coud bo tatein studies to support their stated cical Convo it For exampe, free chlrine lmit for chiorinated
and (e, Leafy G mple, recycled water systems could be stated in research papers and State documentation (e.g. Leafy
metlcotocon s could b supportod by idaton chedon et show o smatot o brobes Greens Marketing Agreement). Another example, metal detection limits could be supported by
[possible were used and meet the FDA guidelines. validation studies that show that smallest test probes possible were used and meet the FDA
guidelines.
[Minor deficiency (10 points) it ther non-process preventive controls do not control a specific processing action, and how a facilty
| Solefslated nstanc(c) of oissons orncorect CL validatn defas [manages their system and its complexity will determine whether they are considered preventive
ifor efieny (5 pont) rols or pre-requisite programs. Some examples include segregation of allergenic materials and
us instances of omissions or incorrect CL validation details. effective cleaning as essential elements of an allergen management program; personnel pracices and
Nun-oomplmnae (0 points) f [hygienic zoning as sanitation controls; using approved suppliers. Validation of non-process preventive
- There is limits. controls is not required; however, it may be considered under certain circumstances e.g. when major
incorrect CL changes are made to a product or process.
[Minor deficiency (10 points) i
- Singlefisolated instance(s) of omissions or incorrect CL validation details for process preventive
ntrols.
- Singlelisotated instance(s) of errors or omissions in non-process preventive control details
Major deficiency (5 points) if:
- Numerous instances of omissions or incorrect CL validation details for process preventive controls.
- Numerous instances of errors or omissions in non-process preventive control details
INon-compliance (0 points) if:
- There is no documentation to support preventive control critcal limits for process preventive controls.
- Systematic omissions or incorrect CL validation detais for process preventive controls.
- There is no documentation to support non-process preventive controls decisions.
Development of | 7.02.05 procedures The 5 points): There should monttoring T [No change in v3.2 [There snould be determined and documented moNTorng requirements and frequencies | Total compliance (15 points): There should be determined and documented monitoring requirements.
the Preventive frequencies been determined and e ncladng detanng [frequencies for “The plansicharts andlor shoud documert e for the preventive controls. Monitoring aplies not ony to process preventive controls but —[and frequencies for the preventive controls. Monitoring applies not only to process preventive controls

out aso o allergen, santation and suppy chain preventive contros as appropriato (o th food ety
orogram. The plansicharts

tailing the actions necessary (observations or measummenls) 10 ensure whether a preventive
oo i oo e monitoring s not continuous, the type and frequency of monitoring
should be sufficient to ensure the preventive control is under control. Frequency should be specified;
as needed is not accepted as a stated frequency. Monitoring activiies will vary between preventive
control types. The requirements i.e. whatis to be done, should be specified on the preventive control
program.
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Development of | 7.02.06 [Are there documents fhat show. [Process onis). P ould have documented validation work No change inv3.2 ValGalon s appig sl concepts and ormonstatng hat Tolowlng he plan Wil [ Tolal complanos 10 pot): ValGaion s 8ppyig sconic concepts and domonstatng that
the Preventive validation work for the process [performed or overseen by a qualiied individual. The validation work |performed or overseen by a qualified individual. The validation work could include peer reviewed control the igentified hazards. Pr following the plan will control the identified hazards. Process preventive controls should have
Controls Program preventive controls and was this could include peer reviewed scientifc ierature, legisiative st Horaur, eglatve documeriaton,rade associaton gumanu in-plant observations and [work performed or overseen by a qualiied individual, Vaicaton's required for most performed or y a qualified individual. The validation work could
validation work performed by or documentation, trade association guidance, in-plant observations  testing, etc. Where useful and relevant, of es e.g. sanitation process controls when hazards requiring a preventive control are identified. Validation s [include peer reviewed dance, in-
overseen by a Preventive Control ond tostng, e Wnero useul and rvant, aner provenive shouid o supporiod by valdation wark daled witi 50 days of saring producton ceally done before the pian is implemented. Where relevant, other preventive controls  [plant observations and testing, etc. Validation is required for most process controls when hazards
Quaified Individual? eg.s be support types e.g. sanitation-related preventive controls (e.g. how long processing line can run  [requiing a preventive control are identified. Validation is ideally done before the pian is implemented
oy valdaton work dated witin 50 days of startng prnducﬂon [Minor deficiency (7 points) i between cleaning, allergen controls) should be supported by validation work and all ther typese. preventive controls (e.g. how
| Snoleslated nstance(c) of an omisionnthe valdton work vaidation work dated within 90 days of starting production. long processing line can run between cleaning, allergen controls) should be supported by validation
for efiiency (3 poi work and al validation work dated within 90 days of starting production.
s netances of an omission i the valdaton work
Naldstor ok nt versoen by a Preventive Control Qualified Individual [Minor deficiency (7 points) i:
INon-compiiance (0 points) i: - Single/isolated instance(s) of an omission i the validation work.
- No validation work has been performed. [Maior deficiency (3 points) if:
| Numerous nstances of an omisson n o vaidatio work
was Individual.
 Valdaton wes not dono it the frat 50 atoncar days of preducton,tere s approprite
Jiustifcation from PCQI for a longer timeframe
[Non-compliance (0 points) if:
- Validation was not done within the first 90 calendar days of production, there s no appropriate.
ustiication
No validation work has been performed.
- Changes in the process or product that may impact the effectiveness of the product has not resulted
in a revalidation.
D 7.0207 |Do the b plans, charts Should be assigned for the monitoring, 10 pors). Mould be assigned for the monforing, recording [No change Inv3.2 T complance (10 porie) Specic esponsities s o assgnod o o montorg rocordrg
the Proventive omdorprocedures indiate it secifc.|ocording and coreciveacton implamentaon of each prventve ction fon of each ] of e re compliance. If prevenive
Controls Program have d for [control to 2 eonvo reconte v ot being completed pmver\y this may be an indication that the tasks have not
the monitoring, vecmdmg and corrective Minor deficiency (7 points) i ocen assignd corecty. he responsiif sould be cleary ndiated o neprevriie control pian
action implementation? - Singlefisolated instance of a responsibility not being assigned. by at least naming the function e.g. QA Technician or trained designate, who is responsible
Vajor gfiiency (3 poins) monionng, recording and execuin corrocive acion oated 1 o diduatpreventve conro, Al
Numerous instances of a responsibiity not being assigned. records and documents associated with monitoring preventive controls should be signed by the
INon-compiiance (0 point [person(s) doing the monitoring, either physically or electronically.
- No responsibilties have been assignt
- Systematic failure to assign responsibilies.
Development of | 7.02.08_|Have standard operating procedures [No change inv3.2 No change in v3.2 [No change in v3.2
the Preventive (SOPs) been created for the monitoring Point change from 5 to 10
Controls Program processi(es) of the preventive controls,
including those in plan or chart format
(e.0., process preventive controls)?
Development of | 7.02.09[Have corrective action procedures boen | There should bo a documented, detalled pian with procedures (o [Total compliance (16 points): There should bo a documented, detaled pian with procedures o follow [No change in v3.2. [Correciive actions are procedures hat must be aken If prevenfive controls are not [Total compliance (15 points): Correctve aciions are procedures hat must be aken 1 prevenive
the Preventive estabiished for the preventive controls,  [follow when there is a loss of control (deviation) of a preventive [ when there is a loss of control (deviation) of a preventive control. The procedures should include details property implemented (e.g. there is  deviation from a critcal limit) and unsafe product |controls are not properly implemented (e.g. thers is a deviation from a crtical limit) and unsafe product
Controls Program including a detailed action plan for control 50 that adjustments can be made in a timely manner and to ~[regarding how to handle affected products (f necessary). The corrective action detals should note the may have been produced. There should be a documented, detailed pian with procedures |may have been produced. There should be a documented, detailed plan with procedures to follow
operators to follow if out of specification |assure that the process is back under control. The procedures  [critcal limit ssue that has occurred, what corrective actions were carried out, including what happened to o folowhen thre i o5 of conrl (deviaton)of  preventive ol appropriat o unen hre i 05 of contol (doviaton)of  prevenive coirol approprit o o nure of o
situations are observed (1o incuds detis ragarcing how o handieafecad proccts pulemlaHy ffectd product and lso how heprocesswas .epam or“amended” in order to get the the nature of the hazard and preventive control. Requirements vary for process, hazard and preventive control. The procedures should include details regarding how to handle
controlideviation) and plans to adjust |necessary). C rocess back contro fey tive action sections should allergen, sanitation and supply chain program preventive controls. Corrective oo, |aecied products (i necessary). Requirements vary for process, food allergen, sanitation and supply
process back into control? requirements to review preventive oot |ry and avoid a repeat [ote where e comecie acion et ars t b recorded Where ecrod, proventatvs measuros details for a process preventive control should note the critcal imit issue that has hain program preventive controls. For example, many sanitation preventive control deviations can be
of the loss of control should also be recorded. occurred, what corrective actions were carried out, including what happened to potentially[effectively managed through use of corrections (action is taken in a timely manner to identity and
affected product and also how the process was ‘repaired” or *amended” in order to get the [correct a minor problem that does not directly impact product safety) such as identifying a food contact
that the has been trol and requi process back to the required conirol level. Preventive measures and root cause analysis |surface that was not properly cleaned and re-cleaning it prior to production. The corrective action
that a review is conducted in order to prevent a recurrence of the situation. may be appropriate dotai or a process proveniive control shoud o he rica it ssuo tha has occured, what
1o potentially affected product and also
row e procoss was ‘repalrod” or ‘amended” i order fo get the pracess back o the reqired cotrol
level. The Id state where the corrective action
details are to be recorded. Where appropriate, preventative measures should also be required to
reduce the lielihood the problem will recur. This may include root cause analysis.
Corrective actions should ensure that the process preventive control has been brought under control
and require that a review is conducted in order to prevent a recurrence of the situation. Corrective
actions may include reanalyzing the food safety plan (7.02.03) to determine whether modifications are
required
Development of | 7.02.10|Have recording lemplates (recording _[Defined record templates are required for recording preventive _[Total compliance (15 points): Monitoring record templates should be designed (o record the montoring of forms been develop ) [Total compliance (15 pois): Monitoring record templates should be designed (6 record the monforing
the Preventive forms) been developed for monitoring  |control monitoring. The parameters on the records should reflect |preventive controls that have been identifed. The records should match the details as noted in th [monitoring the preventive controls? of preventive controls that have been identified. The records should match the details as noted in the
Controls Program the preventive controls? 0se in program. These templat 1d be [preventive control plan and have preventive controls identified by name and number, what is being reventive control plan and have preventive controls identified by name and number, what is being
managec under the document control program, Monitoring [measured, the frequency of the measurement, the ciitcal imit, the operating limit, the responsible [measured, the frequency of the measurement, the critcal imit and operating limitfor process
recording requirements vary depending on preventive control type. _[person(s) or team and the corrective action(s) required i the case of measurements not in compliance. reventive controls, the responsible person(s) or team and the corrective action(s) required in the case
Monitoring recording requirements vary depending on preventive control type. Recording forms should of measurements not in compliance. Monitoring recording requirements vary depending on preventive
Ihave a specific document code as part of the document control program (1.02.01). The records ideally control type. Recording forms should have a specific document code as part of the document control
show the preventive control parameters (not a scoring issue). program (1.02.01).
[Minor deficiency (10 points) it [Minor deficiency (10 points) i:
tance(s) of a match the details in | Siganaclstod ntancals) o s tocods) g boen developed utcocsid o match e etals n
the preventive control plan . information or requirements on the recording template that does not match the preventive control plan i . information or requirements on the recording template that does not
[whatis noted in the plan. match what s oto 1t plan
[Major deficiency (5 points) - Single instance of recording forms lacking required details
- Numerous instances of a record(s) having been developed but do not match the details in the ey (5 o)
preventive control plan i.e. information or requirements on the recording template that does not match but do not match the details in the
[whatis noted in the plan s, mformaton r on the recording template that does not match
[Non-compiiance (0 points) i: what s noted i the p
- Systematic failure of record(s) that have been developed to match the details i the preventive control - More than one. ms«ance of recording forms lacking required details.
plan i.e. information or requirements on the recording tempiate that does not match what is noted in the INon-compliance (0 points) if:
plan. - Systemal fatur o ecors)that have beon doveloped o maich the detals i the preventve
- Single instance where a preventive control has been created but a record for the monitoring data has. control pian ie. information o requirements on the recording template that does not match what is
[not been developed. noted in the plan.
- Single instance where a preventive control has been created but  record for the monitoring data has.
[not been developed.
Development of | 7.02.11_|Have verfication procedures and [Total compliance (10 points): Verification activities refated (o each preventive control in the preventive [No change in va No change in v3.2 [Total compliance (15 points): Verfication is an important Gomponent of supply-chain, saniaton,

the Preventive
Controls Program

schedules been developed for the
preventive controls?

control program should be clearly detailed and documented. Examples of verication include preventive
control monitoring and corrective acton record reviews, testing associated with preventive controls,
equipment inspection associated with preventive controls, 2nd and 3rd party supplier audts, testing
latec 1 raw mateias, il aut,ecupment calbratonan acuray, . Vericaton sctves
should include a verifiation of the preventive control monitoring records by a P
i ndviaun vanad suponicor o manager. chockng et e moniong rocords have bos
completed in a proper and timely manner and including any corrective action work. Note, a worker cannot
verity their own work. Verifcation information might help improve and develop the preventive control
program, but should show that the plan is being implemented correctly, is controling the isk to an
acceptable level (or efiminating the risk) and where this is no the case, this should be indicated on the
erfcatonpapervork slongwithcorrcive acton detals e, foviowing  reveniveconrl. process
a hazard analyss step, etc.). Where verification activiies have found that preventive controls
o prforming 2 roqued, nré should b fecorc that Show tat s promplod a eview of th reovant
part of the preventive control program.

Point change from 101015

allergen and process preventive controls. Routine verification s an ongoing process after monitoring to
provide cvdonce nat e plan s bing propery implemented and operating s tended Verification

to each program should be clearly detailed
and documented. Examples of verification v preventive control monitoring and corrective action
record reviews, testing associated with preventive controls, equipment inspection associated wit
[preventive controls, 2nd and 3rd party supplier audits, testing related to raw materials, internal audits,
equipment calibration and accuracy, etc. Veriication activiies should include a verifcation of t
[preventive control monitoring records by a Preventive Control Qualified Individual trained supervisor or
manager chackingra tho monorng records have been completed i aprovr and imey manner
[and including any corrective action work. Note, a worker cannot verify their own work. Verification
[rformaton might ol mprove and dovlop o eventie conrol pregra,butshouk show ha he
plan is being implemented correctly, is controlling the risk to an acceptable level (or eliminating the
rsk) and where this s not the case, this should be indicated on the verification paperwork along with
corrective action detas (e.g., reviewing a preventive control, a process flow, a hazard analysis step,
etc.). Where verification activiies have found that preventive controls were not performing as required,
there should be records that show that this prompted a review of the relevant part of the preventive
control program.
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Developmentof | 7.02.12 [Are th (s partor _[The Rould be reviewed by 0 points). The 1 be reviewed by the preventive conlrols team | 7.02.03 |15 Ihe preventive contrl prograr (as part of [The preventive controls should be reviewed by the p Team when [Total compiiance (10 poins). The Rould be reviewed by
the Preventive the Food Safety Plan re-analysis) contros team whon operational changes are made and at Joat - uhen poratona hangos are mado an o last overy 3 yers incding o procuct dscrtns, ine Preventive Control Plan re-analysis)  |significant changes are made and at least every 3 years e.g. aw materials, packaging,  |team when signifcant changes are made e.g. aw materials, packaging, supplirs, produc, process.
Controls Program reviewed when operational changes are |every 3 years, including the product descriptions, process flows, |process flows, hazard analyses, preventive control decisions, preventive control recording and worker reviewed when significant changes a uppliers, product, process, consiruction, new equipment, recurring deviations, n construction, new equipment, recurring deviations, new scientifc information, new distribution or
[made (facilty, process, equipment Fecard anaysos. proventive conrol dociions, rovenive conl [varnng, 0 6nsur tat e program f 0 o dato and working propery. Winera emerging ssues,such as [made (raw materials, packaging. suppliers, - |scientifc information, new distribution or consumer handiing practices, etc. including the |consumer handling practices, etc., including the hazard analysis, to ensure that the program is up to
ingredients, packaging etc.) and at least |recording and worker training, to ensure that the program is up to |recalls, an outbreak, new research, etc. are relevant to the products and processes at hand, product, process, construction, recurring |nazard analysis, to ensure that the program is up to date and working propery. Where |date and working properly. Re-analysis should occur at a frequency that ensures the food safety plan
date and working properly. Where emerging issues, such as consideration of a preventive controls review should occur. Documented re-training or ed Geiaions now sonifc nformation, et) . amerin ssues, such o ecals, an utbrak,rw research, l. areeevantohe e baing alowed conlouslyand af east very 3 years. Where emerging sues, suehasrecals,an
recalls, an outbreak, new research, etc., are relevant to the sessions may be ary. The review should include a written record which demonstrates each of the and at least once every 3 years d processes at hand, outbreak, new research, etc., are relevant to the products and processes at hand, consideration of a
[broducts and processes at hand, consideration of a preventive  [elements of the pian have been reviewed, verified as being accurate/appropriate and there should be a loccur. Documented re-training or educational sessions may be necessary. e reven orovonive contos review o o, Documented re-raining o educatonal sessions may be
controls review shold occur. Documented re-training or change record included in the plan to track changes over time. The preventive controls team should shoid include a wilten record which demonsiaes each of e lement of e pln rave |necessar. lude the elements of the
educational sessions may be necessary. The review should include- [inform workers involved of the review outcomes. . verified as being accuratelappropriate and there should be a change lan g o product dscrpion. rocess lows, nazard analysce, prvenive conrl dacsons
o rken acor whih demonsises ssch ot dlemert of the record ncluded n th pan o ack changos ever ime. The prevontie contrls team preventive control recording, customer complaints, equipment calibration, record review, trend analysis
pian hav [Minor deficiency (7 points) should inform workers involved of the review outcomes. data have been reviewed, verified as being accuratelappropriate and there should be a change record
o ther should oo ehangs recort chstod e planto rack . Snglradated nstance(s) ofan omision i h rviw included in the plan o track changes over time. The preventive controls team should inform workers
changesover e, Tho preertvecontols team sha nform - |sjor ey (3 o involved of the review outcomes.
ks e ot o rovion cvcomos ntances of omieskons I the review:
Wity performed within more than three but less than four years. [Minor deficiency (7 points) if:
- A review did not take place after an emerging issue took place with a similar crop in the industry. - Singlefisolated instance(s) of an omission in the review.
[Non-compiiance (0 points) i: Major deficiency (3 points) if:
- No review has occurred. - Numerous instances of omissions in the review.
Ateview was performed within more than three but less than four years.
- A review did not take place after a significant change.
- A review did not take place after an emerging issue took place with a similar product in the industry.
- No record of workers involved being informed of review outcomes.
[Non-compliance (0 points) i:
- No review has occurred.
Development of | 7.02.13 |15 there documented evidence that all 70301 _|[Is there documented evidence that all plant_|No change in v3.2 [Total compiiance (10 poins): Al site workers (excludes office personnel) should receive basic
the Preventive lant workers have attende workers have attended a preventive contro preventive control overview training i.e. what are preventive controls, and what are the preventive
Controls Program reventive control training, including raining, including specific training for controls on site. Basic training might form part of the new hire orientation package. Workers should be
training for workers directly involved workers directly involved with preventive pecially d include the op ey ponsible for. Records o
with preventive controls’ controls? training should be kept and also certificates, where relevant. All workers should be trained to
[understand the preventive controls and the plan implemented in the facilty. Training should be
scheduled on a regular basis and documented. The training should be tailored to the peaple and their
positions within the company.
[Minor deficiency (7 points) if:
- Not all plant workers are trained in preventive controls (but all key operators and majority of workers
have been trained).
- Singlefisolated instance(s) of omissions or incorrect data in the records.
Major deficiency (3 points) i
- One or more key operators have not been trained in their specific functions
| Numeros instanossof sskons or e s nthereceucs
[Non-compliance (0 points) i:
~No formal raining session developed for workers.
+ No records of training being maintained
Execution of the | 7.03.01 Do all of the documents noted in the (Question removed
Preventive reventive control plan accurately reflect
Controls Program pian requirements for the preventive
controls?
Execulion of the | 7.03.02 |Are e preventive control monfloring | The monitoring records should show hat testing frequency, (5 points). [No change inva.2 [The monitoring records should show that testing frequency, parameters and any ofher | Total compliance (15 poins): Prevenive control monitoring activites and frequencies are in
Preventive activities and frequencies in compliance [parameters and any other details match what s writien in the. wih whatis writen i th prventiv corflplans, charts, and pocedures Check urentlogs against details match what s written in the preventive control plans, charls, and procedures. The o writien in plans, charts, and procedures. Check current
Controls Program with the preventive control plans, charts, [preventive control plans, charls, and procedures. control prograr csrelmly check the records should show actual values or observations, be accurate and legibie, be real-time [logs against the irequencies
and procedures? sight variations (minutes The crtcal Imits should recording and have adequate detail  allow some slight variations (minutes either way of the target frequency). The crtical limits should
e on i preventive controlprogram. Noto that I & monforng est s done more frsquenty mentioned on m. Note that f a monitoring test is
ian et 11 n nocessarlya ot .. pont o5 s the spi [done more frequently than stated, tis not necessarily a fault (i. point oss) f it s “in the spiri” of the
pian. The records should show actual values or observations, be accurate and legible, be real-ime
[Minor deficiency (10 points) i recording and have adequate detail
- the records does not match what is
noted in the preventive control program, [Minor deficiency (10 points)
[Major deficiency (5 points) - Singlefisolated vnstance(s) hers infomatonor requirements on the records does not match what is
- Numerous instances where information or requirements on the records does not match what is noted in [noted in the preventive control program.
the preventive control program - Singlefisolated instance(s) of issues with how records are being filied out.
on-compiance (0 ol Major deficiency (5 points) if:
1o have information of req on the records matching what is noted in the N i the records does not match what is noted
reventive control program in the preventive control program.
- Single instance where a preventive control 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:
+ Widespread failure to have information o requirements on the records matching what is noted in the
proventive conirol program
ords are consistently being filed ot incorrectly.
[ Singl nstance whoro a provenive conol
Execution of the | 7.03.03 |Do workers directly invoived with Individuals should understand the basics of a (10 points) Understand the basics of a preventive control program [No change inv3.2 Inividuals should Understand the basics of a preventive control program and now i [Total compliance (10 points): Indviduals should understand the basics of a preventive control prograrm
Preventive preventive control operations m and how it applies to their operations. Individuals should and how it applies to their operations. Individuals should have a good understanding of the details of the [applies to their operations. Individuals should have a good understanding of the details of [and how it applies to their operations. Individuals should have a good understanding of the details of
Controls Program understand ave a of the deais of the preventive controls _[preventive controls that they are directly involved with, including procedures, criical limits in the case of the preventive controls that they are directly involved with, including procedures, e prevenie contals et ny ae iecyinvolved wi, ncludingprocedtres,parameers,cilca
rinciples and their role in monitoring et ey a0 dnenly involved with, including procedures, criical [ process preventive controls and corrective action procedures. This can be determined through casual parameters, critcal limits i the case of imits in the case of and corrective action procedures. This can
preventive controls’ imits in the case of process preventive controls and corrective | worker interview, with the approval o the audit host. The visual part of this confirmation is matching what procedures. Auditor should interview operators to verify et teough ool workar v i tho appovalof the Bt host.The visue part of s
action procedures. Auditor should interview operators to verify the worker says versus in the pr d the pr confirmation s matching wha t says versus what is writen in the preventive control
monitoring logs. [documentation and the preventive posst monitoring logs.
[Minor deficiency (7 points) i: [Minor deficiency (7 points) i:
- Singlefisolated instance(s) whers the workers are lacking in basic knowledge about preventive controls. - One instance whers the workers are lacking in basic knowledge about preventive controls.
- Singlefisolated instance(s) where the workers are not able to explain correctly, details about the - One instance whers the workers are not able to explain correcty, details about the preventive
preventive controls they are monitoring e.g. what to o if the critcal limits are exceeded. controls they are monitoring e.g. what to do if the critical limits are exceeded.
Major deficiency (3 points) Maior deficiency (3 points) i
- Numerous instances where the workers are lacking in basic knowledge about preventive controls. - More than one instance where the in basic knowledge /e controls
| Numerous nsances where e workes re ot ale o explancotecty,detas aout e preventve - More than one instance where the workers are not able to explain correctly, details about the
conos they ae mariorng .. what o doif th cicl s are x reventive controls they are monitoring e.g. what to do ifthe critcal limits are exceeded.
INon-compiiance (0 points) Non-cnmphance (0 points) if:
- Systematic failure of the e worker o show bsic knowledge about preventive controls. - of the t
- Systematic failure of the interviewed workers to be able to explain correctly, details about the preventive - Systomaticfale of the Interviewsd workers o bo abl 1o explain mrmcﬂy, details about the
controls they are monitoring e.g. what to do if the ciltcal limits are exceeded [revenive controls they are monitoring e.g. what to do i the critcal limits are exceeded.
Execution of the | 7.03.04_|Are preventive control associated [Cegiibly signed offrecords should be recorded in order (o show [No change inv3.2 [Records should be Iegibly s1gned off n order 1o show who actually performed the [No change in va.2
Preventive records signed off (or initialed) by the  |who actually performed the preventive control monitoring activiies. preventive control monitoring activities. If nitals are used, there should be a way to easily
Controls Program workers who are carrying out and Ifinitals are used, there should be a way to easily determine who determine who the initias refer to.
recording the preventive control the initials refer to
activities?
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Execulion of the | 7.03.05 |15 there a deviation record detaling __[When a monitoring or verification step Shows a deviation or Tt cemplance (15 pets):Corecve acons shodd o dolaled 1wl whon » eviton o [No change Inv3.2 e @ monitoring or verfication step Shows a deviation or defiGency against a [Total compllance (16 points). Correctve actions should be Getalled In wiling When a deviatlon o
Preventive [documented corrective actions when a |deficiency against a preventive control (inluding when a critcal entive should be noted on a preventive control (including when a critcal limitis exceeded), the incident should be  deficiency occurs against a preventive control. The preventive control deviations should be noted on a
Controls Program it or dofincy of a prevenive i s exceedd), o ncident shoul b rcorded on  dviation | doviaton record (1 s form. 2 e 1 v ool g ol doe oo recorded on a deviation record (or similar form), along with actions taken. This includes  |deviation record (or similar form, as noted in the preventive control program), should detail what has
control occurs: record (or similar form), along with actions taken. This includes |happened, what was done to Gorrect the issue and any preventative actions taken to prover recording what happened to the affected product, how the situation was rectified and any - [nappened, what was done to correct the issue and any preventative actons taken to preven
recording what happened to the aifected product, how the situation 10 any affocted product and also detail how the preventative actions taken to avoid future similar issues in the future. This may include This may include root cause analyss. Records should indicate what happened to any
was rectied and any preventative actions taken to avoid future |process was rectfed. The corrective action details should match what is described in the preventive oot cause analysis. aftected product and also detail how the process was reciified.
similar issues in the future. control program. The corrective action details should match what is described in the wiiten procedure (7.02.09).
Minor deficiency (10 points) it inr dstency (10 pats) i
| oot ntancte of comscivescone) bing reorsec, ut cking soma et ance(s) of recorded but lacking some details
instance(s) of correciive acti but not meeting as Py recorded, but the requirements
ted n e prevenive contlpogror as noted in the writen procedure.
o cefsency 5 pon [Major deficiency (5 points) i
S nsance of provetive conol il it reach ot boing rcorded andio corociv acions - Single instance of preventive control critcal limit breach not being recorded and/or corrective actions
Inot being recordes not being recorded.
- Numerous instances of corrective action(s) being recorded, but acking some details - Numerous instances of correciive action(s) being recorded but lacking some defails.
- Numerous instances of corrective acton(s) being recorded, but not meeting the requirements as noted - Numerous instances of corrective action(s) being recorded, but not meeing the requirements as
in the preventive control program. noted in the written proce
No-comptance (0 pois [Non-compliance (0 points) i
fore than one instance of preventive control criical mit breach not being recorded andlor corrective - More than one instance of limit breach not being recorded andlor corrective
actions not being recorded. actions not being recorded.
- Systematic faiure to properly record corrective action details or the details recorded in no way meet - Systematc failure action details or the details recorded in no way meet
what s required by the preventive control program. unat s required by the writen procedure
Exeoution of the | 7.03.06 |Are the records associated wilh Records should be signed off by the designated person(s)

Preventive
Controls Program

[preventive controls reviewed and signed
off by the quality control supervisor
[andlor management (second signatory)?

sible (i.e. qualified individual for preventive controls) for
entive control program.
same person who carried

respon:
intemnal verification of the company's prev
The sign off should not be done by the

ou e preventive coirol mariorng actvies. f ny issues are
Cetocton. conecive actons should b record

Poits) Gords shoud Signed off off by the
st Davsun(s) Tosponsie (10 - qalifed mmwdual mr proveniveconrol) witin 7 caledar cays
of the for operations
v are ot g dly (iorcscrotion applee. The i offs st b done o ety cotrol
supervisor or manager (second signatory). This should be a separate signature to that of the preventive
control operator. The individual signing off should check the records (e.g. dates, production fnes,
rciofg resu,esncis, comaciveacirs, e ofcoac (s, s, s ek sgrtes
basically stating that everything is in order relative to the writen preventive control program a

sosodatod doomants. I dscrapancios e found, then he sig ofSateny Should nte th ssues and
corrective actions that are then taken

Minor deficiency (7 points)
- Singlefisolated instance(s) of preventive control records ot reviewed and signed of within 7 days
by the quality control supervisor or manager (second signatory).
| Sollslated ntanc(c) of e preventive convol recrds beingsigned of by te second sigatary
Vajor gfiincy (3 poins)

Numerous instances of Dvevennve control records not reviewed and signed off within 7 days by the

o
- Numerous instances of signed of by th d signat
o aro oo i the remrds that have not been highlighted.

[Non-compliance (0 poi

| Systematc fiurs hr prsven\we control records to be reviewed and signed of

signed off by the second signatory.

but

(Are the records assoviated Wit preventive
controls reviewed and signed off by a
preventive controls qualifed individual o
rained designate (second signatory)?

[Proventive conirol records should be reviewed, dated and signed off by the designated
person(s) responsible i.e. preventive controls qualified individual-PCQI o trained
designate within 7 working days of the original preventive control monitoring activity
[occurring. Ieally records are reviewed prior to release of product to prevent potential

[control monitoring activities. If any issues are detected, corrective actions should be.
recorded.

[Total compiiance (10 points): Preveniive control records should be reviewed, dated and signed off by
the designated person(s) responsible i.e. preventive controls qualified individual-PCQ (e.g. quality
control supervisor and/or management within 7 working days of the original preventive control
[monitoring activity occurring. Ideally records are reviewed prior to release of product o prevent
potential recall and unintended consequences should a deviation be found during record review. The
sign offs should be done by a PCQI e.g. quality control supervisor or manager (second signatory). This
should be a separate signature to that of the preventive control operator. The individual signing off
should check e rocort (. dte,production s, mriorg e, rquencis, comecie
actons, . etc.), since their signature is basically stating is in order
[eiie o tho v m and if
found during the Fecond roviow comeaive acions misk o ko an dooumantod (7.03.05),

[Minor deficiency (7 points) if:

- Singlefisolated instance(s) of preventive control records not reviewed, dated and signed of within 7
working days by a PCQI e.g. quality control supervisor or manager (second signatory).

- Singlelisolated instance(s) of the preventive control records being signed off by the second signatory
Major deficiency (3 points) i:

- Numerous instances of pmvenlwe control records not reviewed, dated and signed off within 7

aPCaleg. q (second signatory).
- Numerous nstances of the preventive control records being Signed off by the second signatory but
there are issues with the records that have not been highlighted.

[Non-compliance (0 points) if:

| Fundamental failure for preventive control records to be reviewed, dated and signed off as required.
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