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General Description of Changes to Module 1

1. Changes to question numbers
2. Expanded requirements in expectations

PrimusGFS v3.2 Summary of Changes

Section a# V3.1 Question vad va Guideline New# | V3.2 Question 32 V32 Guideline
Management | 1.01.01 |[Is there a documented food safety [The documented policy should include a clear statement and Total compliance (5 points): There should be a dated, signed (by senior [No Change in v3.2 | The documented policy should include a clear statement and detailed objectives of | Total compliance (5 points): There should be a clear documented food safety policy statement and detailed
System policy detailing the company’s detailed objectives of the company's commitment to meet the food ~[management) documented food safety policy statement reflecting the the company's commitment to food safety, promoting a proactive and committed food |objectives reflecting the company’s ongoing commitment to meet the food safety needs of its products that s dated
commitment to food safety? safety needs of its products. organization’s ongoing commitment to providing a safe product. The policy safety culture, food laws, best practices and continued improvement. Everyone in the  [and signed (by senior management). The policy should include statements and objectives of the company’s
should include statements and objectives of the company’s commitment to company should understand the food safety policy and be aware of their role in [commitment to food safety, promoting a proactive and committed food safety culture, following food safety laws,
food safety, following food safety laws, adhering to industry food safety best ensuring that it is met (e.g. by training, communicating organizational chart, feedback  [adhering to industry food safety best practices and a process of continual improvement. Everyone in the company
practices and a process of continual improvement. Everyone in the company to management, performance measurements related to food safety, etc.). The policy  |should understand the food safety policy and be aware of their role in ensuring that itis met (e.g. by training,
should understand the food safety policy and be aware of their role in ensuring should be posted in an area(s) visible to visitors and workers and in the language(s) chart, feedback to related to food safety,
thatitis met (e.g. by training, communicating organizational chat, etc.). The understood by the workers. etc.). T policy should be posted in a public area and n the language understood by the workers. The policy may
[policy should be posted in a public area and in the language understood by take the form of a “mission statement” provided it meets the requirements detailed above.
the workers. The policy may take the form of a *mission statement" provided it
Imeets the requirements detailed above.
Management | 1.01.02 [Is there an organizational chart showing | The documented organizational chart should show positions and | Total compliance (10 points): There should be an organizational chart showing [No Change in v3.2 | The organizational chart should show positions and reporting structure of workers [ Total compliance (10 points): There should be an organizational chart showing positions and reporting structure of
System all management and workers who are  [reporting structure of workers whose activites affect food safety  [positions and reporting structure of workers whose activities affect food safety [whose activities affect food safety within the company. This document should also | workers whose activities affect food safety within the company. Chartis dated and signed by mmgeme to
-nvowed in food safety related activities  within the company. This document should also detail job functions — |within the company. Chart is dated to indicate it is correct and current. Job. detail job functions and responsibites related to food safety. Suitable alternates indicate it correct and current. Job functions and responsibilites related to food safety should also
(job and related to food safety. Suitable alternates functions and responsibilites related to food safety should also be should be indicated in case someone can not perform the assigned responsibilities at documentoc Suablo fomatos hould b nleatod o refeence document indicating this ormation. For very
de!amng their food safety hoi b inicated n case someon cn not perform the assigned |documented. Suitable alternates should be indicated or reference document certain moment. Document should be signed and dated by management to indicated —[small companies, an individual worker may cover many jobs.
responsivilities? responsibiltes at certain moment. Document should be current and_[indicating this information. For very small companies, an individual worker may tis current and accurate
accurate. cover many jobs. Minor deficiency (7 points) i
- Single/isolated instance(s) of errors or omissions on the organizational structure chart o responsibilies,
[Minor deficiency (7 points) i - A document is not dated andor signed.
- Single/isolated instance(s) of errors or omissions on the organizational Major deficiency (3 points) i
structure chart or responsibilities. - Numerous instances of errors or structure chart
- A documentis not dat - More than one document s not dated and/or signed.
[Major deficiency (3 points) i INon-compliance (0 points) )
- Numerous instances of efrors or omissions on the organizational structure structure chart or
chart or responsibilities. - No organizational aructre chator responsibilities.
- More than one document is not dated,
[Non-compliance (0 points) i
g structure chart or
- No " hartor
Management | 1.01.03 |Is there a food safety committee and are |Mestings that are either devoted to, or mention food safety issues, | Total compliance (5 points): There should be an active food safety committee, [No Change inv3.2|Meetings that are either devoted to, or include food safety topics, should be recorded |Total compliance (5 points): There should be an active food safety committee, responsible for the strategic
System there logs of food safety meetings with  [should be recorded as proof of company's ongoing commitment to  [responsible for the strategic maintenance and development of the operations. as proof of company's ongoing commitment to food safety (minimum quarterly maintenance and development of the operation’s food safety plan. If an operation has a HACCP /PC plan, the.
topics covered and attendees? food safety (minimum quarterly frequency). These meetings should  [food safety plan. If an operation has a HACCP plan, the HACCP team may frequency). These meetings should detail Senior Management involvementinthe |HACCP/PC team may also look after the food safety issues. The company should be keeping logs and
detail Senior Management involvement in the Food Safety program.  [also look atter the food safety issues. The company should be keeping logs. Food Safety program. f meetings addressing food safety topics. In-person meetings should have names and signatures to
and minutesinotes of meetings addressing food safety topics. These meetings indicate attendance; auditor discretion applies to signature recording of remote meting attendance. These
might be dedicated to food safety or may be part of another regular meeting, meetings might be dedicated to food safety or may be part of another regular meeting, e.g. a production meeting,
e.g. a production meeting, HACCP meeting, etc. These records should HACCP meeting, etc. These records should demonstrate Senior Management involvement in the Food Safety
[demonstrate Senior Management involvement in the Food Safety program for program - for example show ttendance, minutes copied to and missing members are
lexample show management attendance, minutes copied to management and, indicated on records. Meetings should occur at least quarterly during the season of operation. Where the operation
[missing members are indicated on records. Meetings should occur at least has less than three months of records available (new, short season operations) there should still be at least one
quarterly during the season of operation. Where the operation has less than meeting available for review ~ score minor deficiency:; if no records score non-compliance. Refer to “New
three months of records available there should be at least one meeting PrimusGFS Auditees/First-Time PrimusGFS Auditees” section
available for review — score minor deficiency; if no records score non-
compliance. Minor deficiency (3 points) i
- Single/isolated instance(s) of errors and omissions in the meeting logs e.g. not noting who was attending the
[Minor deficiency (3 points) i meeting (including Senior Management).
- Single/isolated instance(s) of errors and omissions in the meeting logs e.g - Only three meetings have occurred in the last 12 months (for an all year-round operation)
not noting who was attending the meeting (including Senior Management). - Signed attendance is not kept (attendee names only) for in-person mesting events.
- Only three meeting have occurred in the last 12 months (for an all year- Major deficiency (1 point) if:
round operation) - Numerous instances of errors and omissions in the meeting logs e.g. not noting who was attending the meeting
[Major deficiency (1 point) if: (including Senior Management).
- Numerous instances of errors and omissions in the meeting logs e.g. not - Two or less meetings have occurred in the last 12 months (for an all year-round operation)
noting who was attending the meeting (including Senior Management) INon-compliance (0 points) i
- Two or less meetings have occurred in the last 12 months (for an all year- - Food safety committee has not been created
round operation) - The company does ot have logs of food safety meetings.
[Non-compliance (0 points) i
- Food safety committee has not been created
- The company does not have logs of food safety meetings.
Management | 1.01.04 |Is there a training management system | The company has a system in place (e.g., training matrix) that [Total compliance (5 points). The company has a system in place (e.g. training [No Change inv3.2 | The company has a system in place (e.g. training matrix) that shows what types of | Total compliance (5 points). The company has a system in place (e.g. training matrix) that shows what types of
System in place that shows what types of shows what types of trainings are required for various job roles that - [matrix) that shows what types of trainings are required for various job roles trainings are required for various job roles that affect food safety, who has been trainings are required for various job roles that affect food safety, who has been trained, when they were trained,
training are required for various job roles [affect food safety, who has been trained, when they were trained,  [that affect food safety, who has been trained, when they were trained, which trained, when they were trained, which trainings they still need to take, and a training |which trainings they stil need to take, and a training schedule. This question is related to the ~ organizational chart
of specific workers, including who has  [which trainings they still need to take, and a training schedule. trainings they still need to take, and a training schedule. This question is |schedule. The training records required under specific questions will be reviewed in  [and job role descriptions. The training records required under specific questions will be reviewed in the applicable
been trained, when they were trained, related to the training program. The training records required under specific the applicable module(s). module(s).
which trainings they still need to take, questions will be reviewed in the applicable module(s).
and a training schedule?
Management | 1.01.05 |Is there documented management There should be wiitten verification of the entire food safety Total compliance (10 points): There is documented verffication of the entire [No Change inv3.2 | There should be written verification of the entire food safety management system at | Total compliance (15 points): There is documented verification of the enire food saef system at
System verification review of the entire food system at planned intervals (minimum every 12 food safety management system at planned intervals (minimum 12 month Point change 10 |planned intervals (minimum every 12 months) and there should be evidence that planned intervals (minimum 12 month intervals) and reviewed by senior management (e.g. signatures, meeting
safety management system atleast  [months). There should be evidence that senior management is intervals) and reviewed by senior management to ensure its continuing to 15 senior management is involved in the review (e.g. signatures, meeting minutes) to | minutes) to ensure its continuing suitability, adequacy and effectiveness, and that they are continuing to support
every 12 months, including an involved in the review to ensure its continuing sutabilty, adequacy  [suitability, adequacy and effectiveness, and that they are continuing to lensure its continuing suitability, adequacy and effectiveness and that they are [and invest in adequate food safety resources (e.g., equipment, services, supplies, personnel training, worker
evaluation of resources, and are there  [and effectiveness and that they are continuing to support and support and invest in adequate food safety resources (e.g., equipment, [continuing to support and invest in adequate food safety resources (e.g., equipment,  |staffing levels, customer requirements/specifications, etc.) and to building and maintaining a proactive and
records of changes made? invest in adequate food safety resources (e.g., equipment, services, supplies, personnel training, worker staffing levels, customer services, supplies, personnel training, worker staffing levels, customer committed food safety culture . The documented review should meet any national or local legislative requirements.
services, supplies, personnel training, worker staffing levels, requirements/specifications, etc.). The documented review should meet any requirements/specifications, etc.) and to buiding and maintaining a proaviive and  [The review should include an analysis of the effectiveness of key food safety programs and that they are
customer requirements/specifications, etc.). The review should national o local legislative requirements. The review should include an committed food safety culture . The review should determine the need for changes  [implemented correctly. Based on effectiveness, changes to the system are documented. The review should show if
determine the need for changes and the changes made should be  [analysis of the effectiveness of key food safety programs and that they are land the changes made should be documented. The documented review should mest  [the system is being implemented correctly and determine the need for changes to the system. Where changes are
documented. The documented review should meet any national or  [implemented correctly. Based on effectiveness, changes to the system are [any national or local legislative requirements. required, this should be indicated on the verification paperwork along with corrective action details. If applicable,
local legislative requirements. documented. The review should show if the system is being implemented HACCP verification should be performed as well. Both activities can be performed together or separately. Changes
correctly and determine the need for changes to the system. Where changes made in programs should be reflected in the report. Records of all verification activites, reasons for amending
are required, this should be indicated on the verification paperwork along [documents, validations and changes should be available for review.
corrective action details. If applicable, HACCP verification should be - Internal Audits
performed as well. Both activities can be performed together or separately. - External Audits (2nd Party and 3rd Party)
Records of all verifications activities, reasons for amending documents, - Other food safety auditsivisits (official)
validations and changes should be available for review. - Analysis of feedbackicomplaints (from customers and workers) and recalls (where applicable)
- Internal Audits - Review of incidents including unusual occurrences, foreign material issues, pest control issues, microbial testing
- External Audits (2nd Party and 3rd Party) results, food defense, food fraud, etc
- Analysis of feedbackicomplaints and recalls (where applicable) - Review and updates to operation's objectives
- Review and updates to operation's objectives - Review of organizational chart
- Review of organizational chart - Document control activities including updates, changes or new SOPs, customer specification issues
- Updates, changes or new SOPs.
- HACCP verification
- Other food safety managements system related activities
- Approved supplier/service provider program
- Worker training review
- Facility and equipment maintenance
- Recall program
- Other food safety managements system related activities
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Management | 1.01.06 |Where specificinduslry guidelines or | There is a current copy of any specific indusiry guidelines for the | Total compliance (3 points). There is a current copy of any specific indusiry [No Change in v3.2_[There is a current copy of any specific industry guidelines for the crop and/or [Total compliance (3 points). There is a current copy of any specific industry guidelines for the crop andlor product
System st practices exist for the crop andlor |crop andor product available for review. guidelines for the crop andior product available for review. Some examples product, best practice documents and required goverment regulations (e.g. US FDA [available for review (electronic copies are accepted) . Some examples include the Produce Safety Rule, FSMA
product, does the operation have a include the Leafy Green Marketing Agreement (LGMA), California Cantaloupe FSMA, FSVP, etc.) available for review (electronic copies are accepted) even Rules including Foreign Supplier Verification Programs, Sanitary Transportation of Human and Animal Food,
current copy of the document? Program, Tomato Good Agricultural Pracices (T-GAP), Commodity Specific the Leafy Green Marketing Agreement (LGMA), California Cantaloupe Program, Tomato Good Agricultural Practices
[Food Safety Guidelines for the Production, Harvest, Post-Harvest, and (T-GAP), Commodity Specific Food Safety Guidelines for the Production, Harvest, Post-Harvest, and Processing
[Processing Unit Operations of Herbs, etc. Not applicable if no specific industry Unit Operations of Herbs, etc. Not applicable if no specific industry guidelines or best practices exist for the crop
quidelines or best practices exist for the crop andor product. [and/or product or activity
Controlof | 10201 [is there a writlen document control [The document control procedure should show how controlied [Total conformance (3 points): There should be a record of all documents Used, [No Change in v3.2_|The document control procedure should show how controlled documents are (o be | Total conformance (3 points): There should be a record of all documents used, when they were issued and updated
Documents and procedure (including document control  |documents are to be written, coded, approved, issued and updated, [when they were issued and updated with the current revision status to help. i, coded, pprove, s and pdote, and shouk 1o show v bsolleih i curentrevian saus o holp avoi usig obscltsdocuments,Document exles nclud oo
r registerirecord) describing how and should also show how obsolete versions of documents are  [avoid using obsolete documents. Document examples include pre-requisite versions o keeping system,  [programs, SSOPs, SOPs, forms (record templates), other work instructions, raw material and finished product
documents will be maintained, updated |controlled. If using an electronic record keeping syste, the. programs, SSOPs, SOPs, forms (record templates), other work instructions, i rosodtre should 260 et ow sloaronie records re managed s conte specifications, etc
and replaced? procedure should cover this. raw material and finished product specifications, access, how changes 1o records are controlled-including who has editrights and how ~[The document control procedure should specify:
The document control procedure should specify: electronic records are secured; .. back up system. - Who s responsible for document control (i.e. making sure documents are updated and securely stored).
- Who is responsibie for document control i.¢. making sure documents are - How documents are to be writen, coded and approve
updated and securely stored). :How dosumerts ore updaled,and amermertsare 2proved (e.how paper verionsareapproed, compter
- How documents are to be written, coded and approved. records password protected, e
- How documents are updated, and amendments are approved (e.g. how - How<hanges o deniied and recordod (.3, dat, ssue number,difrent colord text o fot, chango history
paper versions are approved, computer records password protected, etc.). [document etc.).
How changes are identified and recorded (e.g. date, issue number, different - How the inadvertent use of obsolete documents is prevente
colored text or font, change history document etc.), - Registerlrecord listing all documents used, when issued, hon updated and current revision status.
- How the inadvertent use of obsolete documents is prevented.
- Registerirecord lsting all documents used, when issued, when updated and If using d keeping system, the p cover the above, plus how electronic records are
current revision status. managed to control access, how changes to records are controlled, including who has edit rights and how electronic
records are secured; .e. back-up system
Controlof | 10202 |Is there a documented and implemented |Food safety related records should be retained for audiling [Minor deficiency (3 points) i [No Change inv3.2_|There should be a wrillen procedure in place requiring thal all 100d safely relaled | Total compliance (5 points): There should be a wrilen procedure in place requiring thal_all 00d safely related
Documents and procedure that requires all records to be. |purposes and in case there are legal issues, customer queries, elc. |- Singlefisolated instance(s) of process control records not being retained for records (including any test results) be retained for a minimum of 24 months, records (including any test results) be retained for a minimum of 24 months, regardiess of the produci(s) shelf-ife.
Records stored for a minimum period of 24 There should be a procedure in place and all monitoring and the required length of time (one year unless legally longer storage is required, regardiess of the product(s) shelf-ife. Food safely records for product(s) with a shelf- ~|For Good Agricultural Practices (GAP) growing area records include all cultivation records; for GAP harvest crew
[months (or greater i legally required) or _[process control records should be held for a minimum of 24 months - for the product has a longer sheff ife than 12 months) life beyond 24 months should be retained for at least the shelf-fe of the product records include harvesting related records. Food safely records for product(s) with  shelf-Ife beyond 24 months
for at least the shelf e of the product if |regardiess of the production item's shelf Ife. Any records required  [Major deficiency (1 point) Organizations are expected to follow any regulatory or legal requirements for food  [should be retained for at least the shelf-ife of the product. Organizations are expected to follow any regulatory or
itis greater than 24 months? by law to be kept longer than 24 months should be kept for the - Numerous instances of process control fecords not being retained for the safety related record(s) retention beyond the 24 month minimum requirement stated  [legal requirements for food safety related record(s) retention beyond the 24 month minimum requirement stated
legally mandated period. Any records pertaining to long life product  [required length of time (one year unless legally longer storage is required, or here nere. Ideally (not part of the audit scoring), some records that might o to prove the long-term food safet
should be kept at least for the duration of the shelf ife of the ihe product has a longer sheif ife than 12 months). performance of the operation should be retained for as long as possibl, for example intemal and third-party audit
product [Non-compliance (0 points) i records and corrective actions.
- Process control records are kept less than 12 months. Minor deficiency (3 points) if:
- Process control records are kept less than the required time mandated by - Singlefisolated instance(s) of food safety related records not being required (o be of retained for the required
law for a particular product, length of time (two years unless legally longer storage is required, or the product has a longer shelf ife than 24
- Process control records are kept for less than the shelf ife of the product months)
Major deficiency (1 point)if:
- Numerous instances of process food safety related records not being retained for the required length of time (two
years unless legally longer storage is required, or the product has a longer shelf lfe than 24 months),
Non-compliance (0 points)
+ Food safety related records are kept less than 24 months.
- Food safely related records are kept less than the required time mandated by law for a particular product.
- Food safely related records are kept for less than the shelf ife of the product.
Controlof | 1.02.03 |Are both paper and electronic food [Total compliance (3 points): Both paper and electronic food safety [No Change inv3.2[No Change in v3.2 [Total compliance (5 points): Both paper and electronic food safety documentalion (hat are parl of the food safely
Documents and saety related documents and records documentation e.. SOP’s, records, etc. including procedures, policies, Point change 3 to program (e.g. procedures, policies, training records, testing results, monitoring records, etc.) should be creaed,
Records created, edited, stored and handied in a programs, raining records, testing results, moniloring records and tracebacks, 5 edited and handled in a secure manner that deters theft and prevents tampering, when not in use. For example, the
secure manner? should be stored in a secure manner that deters theft and prevents tampering, system might be the locking up of all manuals and recording logs at night n the QA Lab., when the operation is not
when not n use. For example, the system might be the locking up of ll running. There might also be rules for storing records in a secure archive room. Where computer systems are used
[manuals and recording logs at night in the QA Lab., when the operation is not o store SOP's records, etc., there should also be security measures including access control (password
running. There might also be rules for storing records in a secure archive protection). The electronic records and documents should also be “backed-up" in some way e.g. stored in two
00m. Where computer systems are used to store SOP's records, etc., there locations, o that if one location breakdowns o is damaged, the data is not lost. Paper fles should be written in ink,
should also be security measures including access control (password Inot pencil and if changes are made to records after inital entry, changes should be clearly legible and tracked, and
protection). The computerized records and documents should aiso be “backed- Ino use of correction fluid. When electronic records are amended, they should show what was amended, by whom
up* in some way e.g. stored in two locations, so that if one location [and when (editing history). Electronic records should be storable in the database, available for immediate relrieval
breakdowns or is damaged, the data s not lost. Paper files should be written [when needed (see 1.02.04) and have secure digital signature (including date and time (where appropriate))
i ink, not pencil and if changes are made to records after inital entry, capabiliies. All records should be legible and accurate.
changes should be clearly legble and tracked, and no use of correction flid. [The system should include appropriate electronic security and comply with the relevant electronic regulatory record-
[When electronic records are amended, they should show what was amended, keeping requirements, e.g. FDA (21CFR117.305, 21CFR11) andor national equivalents.
by whom and when (editing history). Records shouid be legible and accurate.
FDA Electronic Records Guidance:
[FDA Electronic Records Guidance: FRSearch cim?CFRPart=11
FRSearch cim?CFR FRICFRSearch.cim?ir=117.305
Part=11
Minor deficiency (3 points) if:
[Minor deficiency (2 points) i - Singlefisolated instance(s) of hard copy documents and records not being created, edited, stored and handied
- Singlefisolated instance(s) of hard copy documents and records not being securely.
stored securel - electronic d s and records not being created, edited, stored and handled
- instance(s) of d records not securely.
being stored securel - Singlefisolated instance(s) of electronic documents lacking digital signature capabilites.
- Singlefisolated instance(s) of hard copy andlor computerized records not Major deficiency (1 point)
being updated properly. - Numerous instances of hard copy documents and records not being created, edited, stored and handed securely.
Major deficiency (1 point) if: - Numerous instances of electronic documents and records not being created, edited, stored and handled securely.
- Numerous instances of hard copy documents and records not being stored - Numerous instances of electronic documents lacking digital signature capabiltes.
securely - Electronic documents and records are not being backed-up.
- Numerous instances of computerized documents and records not being INon-conformance (0 points) i
stored securel - Hard copy documents and records are not stored securely.
- Computerized documents and records are not being backed-u - Computerized documents and records are not being stored securel
- Numerous instance(s) of hard copy and/or computerized records not being - No control ver creaing or editing o hard copy and/or computerized records.
updated properly. - Widespread failure to use electronic signatures and/or software lacks secure electronic signature capabilly.
[Non-conformance (0 points)
Confrolof | 1.02.04 |Are records maintained in an organized _[All food safely records and documents should be stored Total compliance (3 points): All food safely records and documents should be [No Change inv3.2_ |l food safely records and documents should be stored following an organized and | Total compliance (3 points): Al food safely records and documents should be maintained in a designaled area

Documents an

and retrievable manner?

an
organized manner, to allow for quick retrieval of records. This will

be accessible, even if the operation is seasonal.

[maintained in a designated area where they can be retrieved readily. These
records should be well organized, and should be accessible, even f the
operation is seasonal. This wil aid in the detection of issues, the isolation of
[problems, and the identification of trends and remevame of information.
Binders o file system is acceptable. System e by date or together ina
single file for a particular record. It may be that da'a is kept on computer.

consistent method, to allow for quick retrieval of records. This willaid in the detection
of issues, the isolation of problems, and the identification of trends where attention is
needed. Records should be accessible, even if the operation is seasonal. Data on
computers must be easily retrievable.

where they can be retrieved readily. These records should be well organized, and should be accessible, even if the
loperation is seasonal. This will aid in the detection of issues, the isolation of problems, and the identification of
trends and retrieval of information. Binders o file system is acceptable. System might be by date or together in a
single file for a particular record. It may be that data is kept on computer. Data on computers must be easily
retrievable.

PGFS-R-060

Page20f 7

Rev.0

January 19, 2021



© 2021 Primus Group, Inc. All rights reserved

Control of 1.02.05 |Are all records and test resuls that can |Records and test resuls should be reviewed and signed off bya | Total compliance (3points): Records and test results should be reviewed and [Are all records and|Records and test results should be reviewed and signed off by a qualified person | Total compliance (5 points): Records and test results should be reviewed, signed off and dated by a qualiied person
Documents and have an impact on the food safety designated person(s) responsible for the food safety program within [signed off by a designated person(s) responsible for the food safety program test results that can  [within 7 days. The verifier is independent of the individual completing the record(s),  [within 7 days. The verifier is independent of the individual completing the record(s), understands the purpose of the
2 program reviewed and signed off by a  [a reasonable timeframe. The sign off should not be done by the  [within a reasonable timeframe. The sign off should not be done by the same have an impact on  [understands the purpose of the verification and understands what they need to verification and understands what they need 1o review on the record(s) before they sign (i.e. PCQI qualification,
person responsible for the food safety  [same person who carried out the monitoring activities. If any issues ~[person who carried out the monitoring activities. The review should include the food safety review on the record(s) before they sign (i.e. evidence of training).  If any issues are  [evidence of training, etc.). Examples of records may include composting records, pre-harvest records, pre-
program? are detected, corrective actions should be recor that the records are complete as applicable to the monitoring activity program verified by ~[detected, corrective actions should be recorded. loperational inspections, anti-microbial , water turbidity, cleaning and sanitation, etc. If any issues are detected,
performed, and if any issues were detected the corrective actions were. 2 qualified person corrective actions should be recorded. Ideally (not a scoring issue), there is a summary document of records
addressed in a reasonable timeframe and recorded. Examples of monitoring independent of the reviewed, who reviewed (position) and who verified the summary document (position). Pesticide records are ideally
records may include composting records, CCPs, sanilizer, pH, water turbidity individual(s) reviewed and signed off on as above, however, individual situations including small farming operations and contract
cleaning and sanitation, etc completing the. spray services may impact how records are being reviewed and signed
Reference: records? Reference:
it D t
JCM623178.
nell ed rell
"SMA-PSR pdf Required-by-the-FSMA-PSR pdf
[Minor deficiency (2 points) i Minor deficiency (3 points) if:
- Single/isolated instance(s) of records and/or test reslts not being reviewed - Singlefisolated instance(s) of records andor test resuls not being reviewed and signed off by qualified person
and signed off by the responsible person. within 7 days (second signatory)
- Single/isolated instance(s) of records andior test resls being signed off by - Singlefisolated instance(s) of records and/or test results being signed off by a qualified person but there are issues
the responsible person but there are issues with the records that have not with the records that have not been highiighted.
[been highiighted. Major deficiency (1 point) if:
[Major deficiency (1 point) : - Numerous instances of records andor test results not being reviewed and signed off by a qualified person within 7
 Numerous instances of records and/or test results not being reviewed and days (second signatory)
signed off by the responsible person. - Numerous instances of the records and/or test results being signed off by a qualified person but there are issues
- Numerous instances of the records and/or test resls being signed off by with the records that have not been highiighted.
the responsible person but there are issues with the records that have not Non-conformance (0 points) i:
[been highiighted. - Fundamental failure for records and/or test results to be reviewed and signed off by a qualified person within 7
[Non-conformance (0 points) if: days (second signatory).
- Systematic failure for records and/or test results to be reviewed and signed - Fundamental errors on the records and/or test resuls that are being signed off by a qualified person.
off - The verifier is not independent of the individual(s) completing the records.
- Systematic errors on the records and/or test resuls that are being signed off
by the responsible person.
Procedures and | 1.03.01 [Is there a written and standardized [There should be a written document that describes how to create [ Total compliance (5 poinis): There should be a written document that [No Change in v3.2 | There should be a writlen document tha describes how o creale SOPs when [Total compliance (5 points): There should be a writien document that describes how (o write Standard Operating
Corrective procedure for creating Standard [SOPs when required to cover any food safety related activites. describes how to write Standard Operating Procedures (SOPs) for food safety required to cover any food safety related activities. SOPs should include a date and  [Procedures (SOPs) for food safely activiies related to good agricultural practices and/or good manufacturing
Actions Operating Procedures (SOPs) and their ~ [SOPs should include a date and document number of reference  [activities related to good agricultural practices and/or good manufacturing [ document number or reference code and detail what s to be done, how itis done,  [practices that when followed, help prevent food safety hazards from occurring. SOPs should include a date and
content? code and require detailing what is to be done, how itis done, how  [practices that when followed, help prevent food safety hazards from occuring. how often, by whom, what recordings are required and any immediate corrective [document number or reference code and detail
often, by whom, what recordings are required and any immediate  [SOPs should include a date and document number or reference code and [action to implement when deficiencies ocour. There should be clear evidence that |- what is to be done,
corrective action to perform when deficiencies occur. There should  [require etailing: this system is being followed, based on SOPs reviewed. - how itis done,
be clear evidence that this system is being followed, based on - whatis to be done, - how often,
SOPs reviewed. - how it is done, - by whom,
- how often, - what recordings are required and
- by whom, - any immediate corrective action procedures to implement when there are any deficiencies.
- what recordings are requied and These SOPs can be used for training and as reference tools. There should be clear evidence that this system is
- any corrective action procedures o perform when there are any deficiencies. being followed, based on SOPs reviewed. SOPs should follow the organizations document control systems,
These SOPs can be used for training and as reference tools. There should be lespecially proper version management (see Control of Documents and Records).
clear evidence that this system is being followed, based on SOPs reviewed.
[SOPs should follow the organizations document control systems, especially Minor deficiency (3 points) if:
proper version management (see Control of Documents and Records), - Single/isolated instance(s) of errors and/or omissions within the document
- Singlefisolated instance(s) of SOPs not having the required format.
[Minor deficiency (3 points) i
- Single/isolated instance(s) of errors and/or omissions within the document. Major deficiency (1 point) if:
- Single/isolated instance(s) of SOPs not having the required format. - Numerous instances of errors and omissions within the document,
[Major deficiency (1 point) : - Numerous instances of SOPs not having the required format,
- Numerous instances of errors and omissions within the document.
- Numerous instances of SOPs not having the required format. Non-conformance (0 points) i:
[Non-conformance (0 points) - A document describing how (o write standard operating procedures has not been created.
- A document describing how to write standard operating procedures has not - Widespread evidence that SOPs are not written following the standardized procedure.
been created
- Systematic evidence that SOPs are not written following the standardized
procedure.
Procedures and | 1.03.02 |Are the writien procedures available to [Total conformance (5 points): The written procedures (SOPs) should be. [No Change inv3.2 |No Change in v3.2 [Total conformance (5 points): The written procedures (SOPS) should be available to the users and other interested
relevant users and is a master copy available to the users and other interested parties. A master copy of all SOP's parties involved in performing the activities described in the procedures . A master copy of all SOP's and associated
tions. maintained in a central file? and associated recording forms should be collated in order to create (an) SOP recnrdmg forms should be assembled and stored as a reference . SOP's should be used by the relevant workers
[Manual(s), sometimes called a Quality Manual. SOP's should be used by the workers, production, sanitation, etc.). SOPs can be used for training and for reference. The number of
relevant workers (e.., QA workers, production, sanitation, etc.). SOPs can be cnples of SOPs depends on the size of the company and the types of processes involved. In the event of electronic
used for training and for reference. The number of copies of SOPs depends on SOP's, access should be allowed to all relevant workers, however, there should be controls in place to prevent
the size of the company and the types of processes involved. In the event of unauthorized ediing.
electronic SOP's, access should be allowed to all relevant workers, however,
there should be controls in place to prevent unauthorized editing. A master
copy of all SOPs and associated recording forms should be assembled and
stored as a reference.
Procedures and. | 1.03.03 5 There adocumeried correcive aclon | The corec(ve acton procedur shouldouline how e operaion ——Total complience (5 paint): The correciive acion procedure should ouine Is there a action procedure how the operation tive [Total compl points): There should be a documented corrective action procedure that oullines how the
Corrective [procedure that describes the required Specifically, of how the operation manages corrective actions including preventative actions documented [actions. Specifically, requiring the determination of cause, establishment of an action ~|company Ative actions including tative actions and follow-up validation to ensure corrective
Actions processes for handiing non- cause, establishment of an action plan(s) to address immediate  [and follow-up validation to ensure corrective action taken has solved the corrective action  [plan(s) to address immediate issue(s) regarding non-conformancef(s) (including any  [action taken has solved the problem. Specific corrective actoin procedures and records are assessed in each
conformances affecting food safety?  [issue(s) regarding non-conformance(s) (including any actions taken ~[problem. Records of the corrective action activities and their follow-up should procedure that actions taken regarding affected product), corrective actions taken, the development | module. The procedure should require that records of the corrective action activities and their follow-up are
regarding affected product), corrective actions taken and the be kept on file (omission of corrective actions is scored under specific describes the basic. [of 10 help avoid and validation of corrective |completed using the same format with the required information (see below) detailed.
[development of preventive actions to help avoid future occurrences.  [questions in later modules). requirements for  [action. Procedure should require that records of the corrective action activities and [ Corrective action procedure should include:
[Records of the corrective action activities and their follow-up should ~[Corrective action procedure should include: handiing all non-  [their follow-up are completed using the same format with the required information [+ the review of the non-conformance
be kept on fle. - the review of the non-conformance conformances detailed. Specific corrective action procedures and records are assessed in each - the determination of the cause(s)
- the determination of the cause(s) affecting food modue. - the establishment of an action plan to address such and prevent (preventive
- the establishment of an action plan to address such non-conformances and safety? [action plan)
prevent future occurrences (preventive action plan) - the implementation of corrective actions and preventive actions
- the implementation of corrective actions and preventive actions - the follow-up validation to ensure actions taken have solved the problem (e.g. root cause summary, evidence of
- the follow-up validation to ensure actions taken have solved the problem ihe solution)
[Auditees may consider the option of using root cause analysis method when [Auditees may consider the option of using root cause analysis method when trying to determine the cause of a non-
trying to determine the cause of a non-conformance or trend of non- [conformance or trend of non-conformances.
conformances.
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Tntemal and | 1.04.01 |Is there a documented procedure for o e No Change inv3.2 | No Change in v32 [Tolal complance (10 poiis) Sef-audiing ey partof Y< Tood safety program. A wiiten
external row (ntam aulle ars o be performed roncivny anmre saf food ST;’:LZ’T::’?:L?‘:E;‘;?ﬁZ;’.Tf'ﬁiﬁiﬂﬂ:&;ﬂﬂ;?l‘:ihlim‘:;:’: ot et i,
nspections 2t the operalions, including frequency Covr th epocion of i, e racices i lace. h el docuerts roqurs, o acrs urrats s oy of oo
and covering all processes impacting ucting the interal audit. I the current
food safety and the related documents tsare. PrimusGFS checklist is not utilized in the internal audit program the self-audit shuu\u still include the requirements applicable to
and records? Jotes e cperatontypefom he PrimusGFS Procsdu shoud e practices and the
Wissues ao ounc,
peirimn e el coreciv acion ecorcs At oot shoksnclode 1 4t ptsere meivd,eas i e ke, s
oo achor, ). T ot ke 12monhe s 0105 e el and correciive actons (where necessary). Recording systems (documeniation) for ood safely related topics should be audited at
oo s a ae bein
o complete property (e.g..using the corect og, corret et “ acons, ic)
eyt S i d e he food 12 monihe, 500 1.01.05. The meral auat records ars ssessed
v each modue
: [SPPp—
on - Food saoly managoment systom: at oast overy 12 month
- Food saet documentation:a east quarter
. Farm,Indoor Agriculue and Harvest Grew: a leat a pre-season tanda ul GAP
o gt e o, o o il f growing under the
e o i o be on
(i [ v Hervea saason. & harvesting carpany net undar th authorty of & grwer should v el assssrmanta o le g harvest
ason coverng each ype of arvestprocess uiize fr the crew(s), .. rew can harvestproduct n-fk sem-processig and
il packing i the growing arca. A more on the rop ype,
o oot ston st ok e e ey o, s or o conr
e i oo Sy ey Tt afect the necd for (e Inoor
|agriculture growing avea(s) smveﬂe, harvesting, worker and VISNDY leene agricultural water sources, training pvogvam etc., and
oo oo 7 ork should be included.
RSt " Facity:Proceseing platsshouk haveat froqu have
el S oy reqoncy, it vt oy hetency i oty (ride sy vt 5 o
process flows, hazar * HACCP: self-audits of the HACCP program should have been done at least once within last 12 months to ensure that the process
ow, hazard anl and changes o the process
(Whénovercange re madstth protars o o aspert a4 10 o oy e et ool points a4 1o h .
e i add.nw packagin i oqurd, . h n plan s o b -l s audh o ke e 3 wring
[ St et o oo scrocivactors ot propey (60203, HAGGP ragam gal changes,issues arising from
e vy e e G audts d ot the Selaudts help very e efeceness of the HACCP
e e o o e ipackn g, roaram. doity deicioncios and hap mprove e progtam
e flows, hazard
gt scmv st anaive g ar v and
[k e g e s o oo e p
Felovatiohe prodasond proce s, thean oot 1o e 1 el o9k sl ot s 18w roer.
et e g s
r e e o Minor Deficiency (7 points) f:
nstancels) grann.
Intermaland | 1.04.02 |Are there written procedures for [Written procedures for handiing regulatory inspections allow [Total compliance (3 points): Writlen procedures for handiing regulatory [No Change inva2 |Written procedures for handiing food safety related regulatory inspections are [Total compliance (3 points): Written procedures for handiing food safety related regulatory inspections are available
external [handiing regulatory inspections? workers to be aware of how to handle the inspection appropriately.  [inspections are available for workers to follow when regulatory agencies available for workers to follow when regulatory agencies inspect the operation. for workers to follow when reguaioy agencies inspec e operaion. Roguiatry agencies coud bo Healin
inspections. For example, documenting the inspector's credentials, contact inspect the operation. Regulatory agencies could be Health Departments, Regulatory agencies could be Health Departments, State enforcement etc. (e.g., US: USDAFDA, Canada: CFIA, Chile: Ministerio de
information to facilitate open actions after the inspection, ensuring  |State enforcement organizations, etc. (e.g., US: USDA/FDA, Canada: CFIA, etc. (e.g., US: USDA/FDA, Canada: CFIA, Chile: . Mexico: SAGARPA). The procedures should include at a minimum, rules for always accompanying
that the inspector is always accompanied, identified meeting space, |Chile: Ministerio de Agricultura/SAG, Mexico: SAGARPA). The procedures Mexico: SAGARPA). The procedures should include at a minimu, rules for always  [inspections, identified meeting space. rules on taking samples and taking photographs, how to follow-up after the
rules on taking samples and photographs, how to follow-up after  [should include at a minimum, rules for always accompanying inspections, accompanying inspections, identified meeting space, rules on taking samples and [inspection, corrective action requirements, etc. This policy should be communicated to key personnel including the
the inspection, etc. rules on taking samp\es and taking photographs, how to follow-up ater the taking photographs, how to follow-up after the inspection , corrective action receptionists, field /plant workers and crew/line supervisors. Inspection policies must not contravene bio-terrorism
inspection, etc. This pol be requirements, etc. This policy should be communicated o key personnel including  |laws and restrict access to documents that have been covered by these laws.
communicated to key pevsonne\ including the receptionists, field staff and the receptionists, field/plant workers and crewline supervisors. Inspection policies
crew supervisors. Inspection policies must not must not contravene bio-terrorism laws and restrict access to documents that have
been covered by these laws.
Internal and 1.04.03 |Are there records of regulatory [Reports of previous inspections are on file and any deficiencies [No Change in v3.2  |Reports of previous food safety inspections are on file and any deficiencies noted | Total compliance (5 points): Reports of previous food safety inspections are on file and any deficiencies noted have
external inspections and/or contracted [noted have been responded to (date of response, action taken, and have been responded to (date of response, action taken, and signature). Inspections  [been responded to (date of response, action taken, and signature of responsible person (if applicable)). Inspections
inspections inspections, company responses and signature). Inspections include regulatory (e.g., Federal and State) include regulatory (e.g., Federal and State) and third-party audits. include regulatory (e.g., Federal and State) and third-party audits. This question is not applicable if there have been
corrective actions, if any? and third-party audits. no regulatory or third-party inspections in the past year. Evidence of corrective actions (and their follow-up) is
important, since there are legal implications if a company was warned of an issue and cannot prove that it has taken
|corrective actions and later has a serious incident which could have been prevented.
Intermaland | 1.04.04 |Are libration andlor |Equipment used for 'd monitoring processes related to_|Total compliance (10 points): The equipment used should be identifed (i.c. (No Change inva2 |Equipment used for ez “and monitoring processes related to food safety [Total compliance (10 points): The equipment used should be identified (i.e. catalog, roster, ist) and there are
external accuracy verification procedures for  |food safety andor verification of label requirements (e.g., for weight [catalog, roster, list) and there are documented procedures for the calibration should be identified log, roster, list) and SOPs should be available. |documented procedures for the calibration for measuring and monitoring devices used in the operation. Regular
inspections. [ measuring and monitoring devices used |or volume) should be identified (i.., catalog, roster, list) and SOPs [for measuring and monitoring devices used in the operation. Regul Scalesiweight or volume measuring devices (.. for pesticide measurement) should _|calibration ensures correct and accurate operation. Scales/weight or volume measuring devices should have
in the operations that are related to the |should be available. Scales/weight or volume measuring devices  |calibration ensures correct and accurate operation. Equipment use have verification of accuracy andlor calibration regularly to ensure correct an verification of accuracy andior calibration regularly to ensure correct and accurate operation where relevant to food
safety of the product? should have verification of accuracy andior calibration regularly to | measuring and monitoring processes related to food safety and/or verification laccurate operation, where relevant to food safety. Calibration procedures should safety.
ensure correct and accurate operation. Calibration procedures of label requirements (e.g. for weight or volume). Scalesfweight or vol describe the frequency of testing, the testing method and the acceptable range of
should describe the frequency of testing, the testing method and | measuring devices should have verification of accuracy and/or calibration variation. Corrective actions should be detailed when applicable. Legal requirements, ~|For GAP, this covers items such s fertiizer and pesticide application equipment, pesticide measuring equipment
the acceptable range of variation. Corrective actions should be regulariy to ensure correct and accurate operation where relevant to food manufacturer recommendations, best practice and experience of equipment drift help |(e.g. scales), ORP and pH meters, and other equipment related to the safety of the product. Pesticides application
detailed when applicable. Legal requirements, manufacturer safety. o determine the frequency. equipment (e.q. sprayers), and corresponding measuring equipment (e.g. scales, cups) should be verified and when
recommendations, best practice and experience of equipment drift required calibrated (or replaced) regularly to ensure correct and accurate operation. Calibration and/or verification
Ihelp to determine the frequency. For GAP, this covers items such as fertiizer and pesticide application procedures should describe frequency, method and the acceptable range of variation (when applicable). Legal
equipment, pesticide measuring equipment (e.g. scales), ORP and pH meters, requirements, manufacturer recommendations, best practice and experience of equipment drift help to determine the.
and other cquipment elated o the safety of the product. frequency.
For GMP, this includes equipment used for measuring and monitoring
[processes (hand held and automated) related to food safety e.q. ATP testing For GMP, this includes equipment used for measuring and monitoring processes (handheld and automated) related
systems, thermometers, metal detectors, ORP meters, flow meters and pH to food safety e.q. ATP testing systems, thermometers, scales for weighing ingredients (e.g. in juice operations),
meters. metal detectors, ORP meters, flow meters and pH meters. Scales used to check final product weight are exempt
Equipment is calibrated regularly to ensure correct and accurate operation. (unless relevant to food safety)
Calibration procedures should describe the frequency of testing, the testing
[method and the acceptable range of variation. Procedures should require that Equipment s calibrated regularly to ensure correct and accurate operation. Calibration procedures should describe
all test solutions/strips are within date code, appropriate for the concentrations the frequency of testing, the testing method and the acceptable range of variation. Procedures should require that
used and stored correctly (especialy ight and temperature sensitve all test solutions/strips are within date code, appropriate for the concentrations used and stored correctly (especially
materias). Correc ns should be detailed when applicable. Legal light and temperature sensitive materials). Corrective actions should be detailed when applicable. Legal
nt requirements, manufacturer recommendations, best practice and experience of equipment drift help to determine the.
frequency. Both internal (where the company checks the equipment for themselves) and external (where equipment
s sent away, or an outside specialist company comes on site and checks the equipment in situ) calibrations should
be documented and on file. Proof of calibration includes records, invoices and on machines labels. Where an
external service is used, procedures, licenses and/or certifications are acceptable.
important to choose a pace that is easy to maintain and duplicate
emaiand | 104,05 [Ave calbration andior acouracy Caitration andior acouracy vericaion r6cords shouid be avaiable |Total compliance (5 poinis). Calibration andlor accuracy verficaiion records No Change i v3.2_|Galbraion andlor acouracy veriication records should be avallabl forall appicable [ Total compiance (6 points). Cafbralion andior acouracy verlicaion récords shouid be avatiabi for il appicable
extemal verifcaton records maintained and are  [or all apiicable equipment and show frequency of testing, the [shouid be availabl for al applicable equipment and show frequen quipment and should consider at east equipment dentifcation, date, requency of [equipment and should consider a least equipment deniicaion, dat, requency of esting testing method, resul
inspections they consistent with the requirements testing method and the acceptable range of variation. Corrective testing, the testing method and the acceptable range of variation. Corrective testing, testing method, result (variation), and corrective actions. Both internal (variation), and corrective actions. Both internal (where the company checks the equipment for themselves) and
outiined in the SOP(s) for instruments actions should be recorded. actions should be recorded. (where the company checks the equipment for themselves) and external (where: external (where equipment is sent away, or an outside specialist company comes on site and checks the equipment
and measuring devices requiring equipment is sent away, or an outside specialist company comes on site and checks  [in situ) calibrations should be documented and on file. Proof of calibration includes records, invoices and on
calibration? the equipment in situ) calibrations should be documented and on file. Proof of machines labels. Where an external service is used, procedures, licenses and/or certifications are acceptable.
calbration incudes records, invoices and on machines labels. Where an external
service is used, procedures, licenses and/or certifications are acceptable.
Release of 1.05.01 |[Is there a written procedure for handling 1.05.03 Is there a No Change in v3.2 No Change in v3.2
items/product on hold and rejected items? documented
|procedure for
handing on hoid
and rejected items?
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Release of | 1.05.02 |Are there records of the handiing of on [Total compliance (5 points): Records of tems placed on hold or rejected (e.g. |1.05.04  [No Changeinv32 |No Change in v3.:2 [Total compliance (5 points): Records of items placed on hold or rejected (e.g. an on hold/disposition fog) should be
items/product hold and rejected items kept on fle? an on hold/disposition log) should be available for review should be kept o [available for review and should be kept to provide information about any item (raw materials, packaging, work in
provide information about of any item (raw materials, packaging, work in progress, finished product, etc.) that is rejected or put on hold. Records should show date when the item was
progress, finished product, etc.) that is rejected or put on hold. Records placed on holdirejected, amount of product affected, the reason for being on holdirejected, the name of the person
should show date when the item was placed on holdirejected, the reason for [Who put the product on hold and any other actions taken to ensure that affected product is not commingled with
being on holdrejected, the name of the person who put the product on hold [other goods in such a way that their disposition is not clear. Authorized personnel should sign (with date and time) a
and any other actions taken to ensure that affected product is not commingled “release” for any item placed on hold or rejected, detailing actions taken e.g. disposilion, re-work, food bank, tilled
with other goods in such a way that their disposition s not clear. Authorized back into the ground, etc. Disposition records for products placed on hold or rejected should be maintained and
[personnel should sign (with date and time) a ‘release for any item placed on available for review where applicable. Where required by law, certificates of destruction should be kept for review.
lhold or rejected, detailing actions taken e.g. disposition, re-work, food bank,
tiled back into the ground, etc. Disposition records for products placed on
hold or rejected should be maintained and available for review where
applicable. Where required by law, certificates of destruction should be kept
for review.
Release of | 1.05.03 |Is there a documented product release 70501 |NoChangeinva2 |NoChange inva2 No Change in v3.2
i procedure available?
Release of | 1.05.04 |Are there records of product releases [Total compliance (5 points): Records showing product releases should be 10502 |NoChangeinv32 |NoChangeinv32 [Total compliance (5 points): Records showing product releases should be_consistent with the Release Procedure.
items/product kept on file available for review. Product release records are needed to document when (1.05.01) and available for review. Product release records are needed to document when the product is approved
the product is approved for shipment or harvest (they do not indicate the for shipment or harvest (they do not indicate the release of  product that has been placed on hold) Au(honxed
release of a product that has been placed on hold). Authorized personnel personnel should sign a “release” for product. Sign off may be part of harvest record, bill of lading, etc. Recor
should sign a “release” for product. Sign off may be part of harvest record, bill should be available demonstrating the sign off for the "release" of all product shipped. N/A for organizations . only
of lading, etc. Records should be available demonsrating the sign off for the have authority over the growing activities and operation(s), and not the harvesting activities.
“release’ of all product shipped. NI/A for organization's that only have authority
over the growing activities and operation(s), and not the harvesting activities.
Release of | 1.05.05 |Is there a documented procedure for | There should be a documented procedure detailing how to handie |1f a corporate office/sales depariment or other parties handle the incoming [No Change in v3.2_[There should be a documented procedure detailing how (o handle food safety related [ Where appropriale (e.9. complainis of a repeliive nalure), a trend analysis of food safety feedback should be
items/product dealing with customer and buyer food  [food safey related complaints, rejections and feedback. The food safety related complaints, then these should be communicated to |complaints, rejections and feedback. The procedure should require the recording to | performed to assist with the development of corrective actions.
safety complaints/feedback along with  [procedure should require the recording to include (where relevant personnel. include (where applicable): here a corporate officelsales department or other parties handle the incoming
records and company responses, applicable) [Where the auditee dlaims to have received no complaintsirejections, the - Date/Time of complaintrejection/feedback food safety related complaints, the operation is stil required 1o have a documented procedure including how
including corrective actions? - DatefTime of complaintrejection/feedback auditor should verify that a complaint recording system is in place and has the - Who made the complaint/gave feedback, complaintsffeedback are communicated to the operation and how they are managed internally (e.g. investigation,
- Who made the complaintigave feedback, necessary elements listed above. - Contact information, root cause, corective acion, communcatin, elc)
- Contact information, - Product description, [Wher (0 have received n the auditor should verify that a complaint
- Product description, - Where the product was purchased, recordmg systemis in place and has the necessary elements listed above.
- Where the product was purchased, - Amount of product,
- Amount of pruduc 3 - Product code/date, Minor Deficiency (7 points) if:
- Product code/dat - Nature of complaintrejection/feedback, - Single/isolated instance(s) of omissions and incorrect data in the records including wneclwe actions.
- Nature of wmp\amllretemon/leeﬂback - Corrective actions (including detals of cause if known) - More than received, but no trend analysis or review carried o
- Corrective actions (including details of cause if known) - Corrective actions taken o prevent reoccurrence.
- Corrective actions taken to prevent reoccurrence. ere appropriate  (.g. complaints of a repetitive nature)
fhere appropriate, a [a trend analysis of food safety feedback should be performed to assist with the
trend analysis of food safety feedback should be performed to | development of corrective actions.
assist with the development of corrective actions.
fier 1.06.01 |15 there a list of approved suppliers and | There should be a list of approved suppliers and service providers. | Total compliance (5 points): There is a list of approved suppliers of materials _|1.06.02 |l there alistof | There should be a list of approved suppliers and service providers. All incoming [Total compliance (10 points): There is a list of approved suppliers of materials and services. All incoming agricultural
Monitoring/ service providers? Wl incoming products, ingredients, materials (including packag and services. Al incoming agncmmal mpms ingredients, products, materials approved suppliers ~[products, ingredients, materials (including primary packaging) and services that inputs, ingredients, products, materials (including primary packaging) and services that relate to food safety (e.g.,
Control and services that relate to food safety should be sourced fr 1mc\umng packaging) and ser relate to food safety (e.g. contract and service relate to food safety should be sourced from approved entities. Where exceptions are ~[contract crop protection sprayers, pest control, chemical suppliers, water and waste utiities, RPC rental, transport,
approved entities. Where exceptions are made (e.g., marke rop protection sprayers, pest oummu chem\cal suppliers, water and waste [providers including ~[made (e.q., market conditions), approval from management should be justified and  [laboratory testing, maintenance and sanitation services) are purchased from &/or provided by approved suppliers.
conditions), approval from management should be justmed and lmlnies‘ RPC rental, transport, laboratory testing, maintenance and sanitation liustification for use  |documented as per procedure (1.06.01), ere exceptions are made (e.g., market conditions, emergency situations), approval from management is justified
tocumented services) are purchased from &/or provided by approved suppliers. Where of any emergency |and documented as per procedure (1.06.01)
exceptions are made (e.g., market conditions, emergency (temporary)
situations), approval from management is justified and documented suppliers or
providers?
Minor deficiency (3 points) i Point change 5 to
| Singlafclsled instanosis) of arom or omisslons i e records. 10
stance(s) of made (ie. not from list
of approved suppliers) without management approval,
[Major deficiency (1 point) f:
- Numerous instances of errors or omissions in the records.
- Numerous instances of purchasing exceptions made (i.e. not from list of
approved suppliers) without management approval
[Non-compliance (0 points) i
- There is no list of approved suppliers.
- There is a list of approved suppllevs but purchasing exceptions to itis the
norm.
Supplier 1.06.02 |Are there current wrilten food safely 10603 |NoChangeinv32 |NoChangeinv32 No Change in v3.2
Monitoring/ related specifications for all incoming Point change 5 to
Control products, ingredients, materials 10
(including primary packaging), services
provided on-site, and outsourced
services?
Supplier 1.06.03 [Is there a written procedure detaling | The procedure for evaluation, approval and on-going verification, | Total compliance (5 points): There is a written procedure etailing how service |1.06.01  |No Changein v3.2 | The procedure for evaluation, approval and on-going verification, including monitoring | Total compliance (10 points): There is a wrilten procedure detaiing how suppliers and service providers (e.g. raw.
Monitoring/ [how suppliers and service providers are  [including monitoring of suppliers, on-site service providers and providers and suppliers (e.g. raw materials, propagation materials, fertiizers, [Point change 5 to  [of suppliers, on-site service providers and outsourced service providers should materials, propagation materials, fertiizers, crop protection products, ingredients, processing aids, primary
Control evaluated, approved, and include the  [outsourced service providers should include the indicators to be  [crop protection products, ingredients, processing aids, primary packaging 10 include the indicators to be considered for decision making (including food safety packaging items) are evaluated, approved and monitored. The procedure for evaluation, approval and on-going
longoing verification activities including  [considered for decision making (including food safety hazards),  [items) are evaluated, approved and monitored. The procedure for evaluation, hazards), exceptions and the elements the providers should comply with to make  [verification, including monitoring of suppliers, on-site service providers and outsourced service providers should
monitoring? Note that supply chain d the elements the providers should comply with to  |approval and on-going verification, including monitoring of suppliers, on-site sure they meet the defined specifications. This procedure should include monitoring  [include the indicators to be considered for decision making (including food safety hazards), exceptions and the
[preveniive controls and supply-chain- | make sure they meet the defined specifications. This procedure |service providers and outsourced service providers should include the requirements in order to remain approved, and methods for suspending and un- elements the providers should comply with to make sure they meet the defined specifications. This procedure
applied controls are also mentioned in  [should include monitoring requirements in order to remain indicators to be considered for decision making (including food safety lapproving suppliers and service providers. The procedure should also detail what is  [should include monitoring requirements in order to remain approved, and methods for suspending and un-approving
Module 7. approved, and methods for suspending and un-approving suppliers  [hazards), exceptions and the elements the providers should comply with to Ineeded (minimum requirements) in the case of working with a supplier in an suppliers and service providers. The procedure should also detail what is needed (minimum requirements) in the
and service providers. The procedure should also detail whatis  [make sure they meet the efined specifications. This procedure should lemergency situation that has not yet been approved including requiring approval from |case of working with a supplier in an emergency situation (e.g. market conditions, weather event) that has not yet
[needed (minimum requirements) in the case of working with a include monitoring requirements in order to remain Inamed management is justified and documented. been approved including ensuring approval from named management is justified and documented. U.S. Importers
[supplier in an emergency situation that has not yet been approved.  [approved, and methods for suspending and un-approving suppliers and under the FDA's Rule Foreign Supplier Verification Programs rule should ensure requirements of rule are included in
service providers. The procedure should also detail what is needed (minimum this procedure.
requirements) in the case of working with a supplier in an emergency situation [As a minimum, the procedure should detail the following where relevant:
that has not yet been approved. U.S. Importers under the FDA's Rule Foreign - Agreed specifications
Supplier Verification Programs rule should ensure requirements of rule are + Methods of evaluating approved suppliers and service providers (including second- and third-party food safety
included in this procedure. As a minimum, the procedure should detail the. [audits where relevant, at least for raw materials and primary packaging)
following where relevant: - Methods of approving approved suppliers and service providers
- Agreed specifications - Methods of spproving “emergency’ lmporay) suppliers and service providers
- Letters of guarantee - Methods and frequency of
- Methods of evaluating approved suppliers and service providers (including - Methods of reviewing approved supplier and service pmwuers performance and satus (cluding removal of
second or third party audits where relevant, at least for raw lapproved status)
materials and primary packaging)
- Methods of approving approved suppliers and service providers Minor deficiency (7 points) if:
- Methods and frequency of monitoring approved suppliers and service - If one of the above elements of the procedure is missing.
providers. Major deficiency (3 points) if:
- Methods of reviewing approved supplier and service providers performance - If two or more elements of the procedure are missing.
and status (including removal of approved status) INon-compliance (0 points) if:
[Minor deficiency (3 points) i - A witten procedure detailing the selection, evaluation, approval and monitoring process of approved suppliers
- 1f one of the above elements of the procedure is missing. andlor service providers is not available for review.
[Major deficiency (1 point) :
- 1f two or more elements of the procedure are missing.
[Non-compliance (0 points) i
- A written procedure detailing the selection, evaluation, approval and
[monitoring process of approved suppliers is not available for review.
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Supplier 1.06.04 |Does the organization have documented |The organization should have the required documentation for [Total compliance (15 points): The organization has relevant information from [No Change in v3.2 | The organization should have the required documentation for approved suppliers to [ Total compliance (15 points): The organization has relevant information from approved suppliers/service providers o
Monitoring/ evidence to ensure that allincoming |approved suppliers to ensure that they are complying with the approved suppliersiservice providers o ensure that they are complying with ensure that they plying with the established provider lensure that Ihey are complying with the established supplierisarvice provider approvl pocedures, conlracs,
Control products, mgredlenls malenals. established supplier/service provider approval procedures, the established approval procedures, contracs, specifications, customer and lapproval procedures, cunlrac(s, gulatory ustomer and regulatory and best pr This applies t i
services proy te contracts, specifications, regulatory requirements and best practice  [regulatory requirements and best practice guidelines. This applies to plier verification documents nat e inputs, raw ma(ena\. primary packaging, processing aids and other ingredient suppliers, products and services
outsourced service suDDHers comply |guidelines. Supplier verification documents should demonstrate that |agricultural inputs, raw material, primary packaging, processing aids and other ongoing approval requiromonis dotaled n 1.06.01 ao being ml (e hird pary |suppler. Suppir verfiaton documeris should demonstate tha (s angaing spprove requiromants detafed in
with the approval requirements and that —[the ongoing approval requirements detailed in 1.06.03 are being  [ingredient suppliers, products and services suppliers. The evidence should food safety audits, certificates of analysis, reviews of supplier records, etc.), 1.06.01 are being met (e.g., third parly food safety audis, certficates of analysTs, reviews of supplier records, efc.).
all supplier verification activities met (e.g., third party audits, certficates of analysis, reviews of [demonstrate the verification activities (including monitoring) detailed in 1.06.03 [ The evidence should include (as applicable):
(including monitoring) are being supplier records, etc.). are being met. ~Current (within last 12 months) second andor third-party food safety audit certificates that include the scope of
followed, as defined in the supplier [certification (ideally GFS! standard or equivalent) for suppliers of product and ingredients including primary/food
approval procedure? contact packaging. Ideally, a tests/analysis confirming no chemical migration to food contents if there s history of
past occurrences,
Letters of guarantee are acceplable from the actual manufacturer for agricultural inputs, processing aids, and other
ingredients that are purchased, and service suppliers. Letters of guarantee (also cerlificate of conformance) should
indicate that the items supplied meet any and all legal standards and regulations (e.g., FDA, FIFRA, elc.) , best
P be current (within last 12 months) or
indicate they are “on-going’.
Supplier 1.06.05 |Where food safely related testing is [Minor Deficiency (3 points) i [No Change inv3.2|No Change in v3.2 Minor Deficiency (3 points) i:
Monitoring/ being performed by external laboratory - Single instance of incorrect data in - Single instance of an omission or incorrect data in the documentation indicating the scope of the
Control service providers, are these licensed license/accreditation/what analyses the laboratory is accredited to perform, what standard/code it is accredited to,
andlor accredited laboratories (e.g., IS¢ [Major Deficiency (1 point) [who accredited the laboratory and date of expiration.
17025 or equivalent, national and local - More than one instance of omissions o incorrect data in the documentation. Major Deficiency (1 point)
regulations, etc.)’ - More than one instance of omissions or incorrect data in the documentation indicating the scope of the
[Non-compliance wom«s) license/accreditation/what analyses the laboratory is accredited to perform, what standard/code it is accredited to,
- No documentat [who accredited the laboratory and date of expiration.
- Using a non-lic consod oraccrodied laboratory. INon-compliance (0 points)
- License/accreditation of testing laboratory has expired. - No documentation.
- Using a non-licensed or unaccredited laboratory.
- License/accreditation of testing laboratory has expired.
Traceability and | 1.07.01 |Is there is a document that indicates [Total compliance (10 points): The tracking system is shown in writing or in the [No Change inv3.2 |No Change in v3.2 [Total compliance (10 points): The tracking system is shown in writing or in the form of a flow diagram and
call how the company product tracking form of a flow diagram and demonstrates the product tracking system that is | demonstrates the product tracking system that is used by the operation. The system should be able to show that it
system works, thereby enabling trace used by the operation. The system should be able to show that it can trace [can trace back to the supplier(s) of materials, packaging, ingredients, processing aids, work-in-progress, etc., and
back and trace forward to occur in the [back to the supplier(s) of materials, packaging, ingredients, processing aids, |show that the system can trace forward and indicate which customer(s) received products. This is usually
event of a potential recall issue? work-in-progress, etc., and show that the system can trace forward and |accomplished by lot coding materials throughout a process and recording these lot codes at different points in the.
indicate which customer(s) received products. This is usually accomplished by process. The traceabilty system should be in evidence when touring the operation and also when check
ot coding materials throughout a process and recording these lot codes at paperwork. The auditor should choose a finished product lot code to test the traceabilty system and have the
different points in the process. The traceability system should be in evidence |auditee demonstrate how the code traces back to raw material supplier(s) and traces forward to the customer(s).
when touring the operation and also when checking paperwork. For facilties | The traceability system should include any product, ingredient, packaging and/or service related to the food safety
only, the auditor should choose  finished product ot code to test the that is outsourced.
traceability system and have the auditee demonstrate how the code traces The written traceability system should match the system that is being used in the field or production facilty (as
back to raw material supplier(s) and traces forward to the customer(s). The [applicable). Recording batches of packaging is required for some products where packaging recalls might occur e.g.
system being used in the production facility should match the written modified atmosphere packaging, juice bottles, et. Recording packaging batches is not required for packaging that
traceability system. The traceability system should include any product, i not usually the cause of recall e.g. cardboard boxes. Cooling/Cold Storage & Storage and Distribution auditees
ingredient, packaging and/or service related to the food safety that is that operate in a third-party capacity for their clients might have their own traceabilty system or have adopted their
outsourced [client(s'). Growers may have access to customer traceback system o create their own tracking seedtransplant to
The written traceability system should match the system that is being used in fieldiblock code, input dates (water, fertiizer, pesticides) to harvest dates and onto facilty. While either route is
the field or production facility (as applicable). Recording batches of packaging acceptable, if the individual client(s') raceability systems are used then the auditor will check each individual
s required for some products where packaging recalls might occur e.g. traceability system on site. Cooling/Cold Storage & Storage and Distribution operations should have a system that
[modified atmosphere packaging, juice bottles, etc. Recording packaging [can traceback from outgoing lots back through their process to the incorming lots.
batches is not required for packaging that s not sually the cause of recall
e.g. cardboard boxes. Cooling/Cold Storage & Storage and Distribution
auditees that operate i a third-party capacity for their clients might have their
lown traceabilty system, or have adopted their ciient(s'). Growers may have
access to customer traceback system or create their own tracking
seeditransplant to field/block code, input dates (water, fertlizer, pesticides) to
. While either route is acceptable, if
ty systems are used then the auditor will check
ividual traceability system on site. Cooling/Cold Storage & Storage
and Distribution operations should have a system that can traceback from
loutgoing lots back through their process to the incoming lots.
Traceability and | 1.07.03 |Is testing of recall procedures (including [No Change inva2 |No Change in v3.2 [Total compliance (10 poinsJ: Testing of recall procedures Should bé performed at east every X months. (For Short 5eason Crops
call raceback) performed and documented [ere e e uhers he aperaton uns  marths e rougnout e year, ol o mak recl i required) Whers i ok el por year
e are required, one of the mock recalls should include the primary packaging as part of the exercise (ot required for operations ot
o loast overy six monihs, and the 5 o handing ity packagng) - Th lops ko Condutt e moc rcal, s wll a e roors ulzd o deronette
company can demonstrate the abilty to ot ormatr homen, e scsnr, st prct o o . ihe program are ffective, and should be consistent with the scenario dentifed. Documentaton should indcate the date and time:
trace materials (one step forward, one he mock recall was nitiated, the product or material chosen, the scenario, amount of product produced, aflected lotID's (date
step back) effectively? code(s), lot code(s), etc.). i time mock recall
Scenario should be varied to provide experience in a range of conditions that are likely to occur; some examples include customer
comlaints o freign maerial, st esus (euyer,govemment ouse) delecing ssues such a3 pathogrs,peseide
residues e
v affected 1ah to the production et o are afocted and whch oner
affected lol(s). Checks outto enstre tor the affected
customrs, Documantaton s o incluceany “essons e fom e mock el rocess. GAP rald organzatons (o
Jerps were set o, there is a
proble that anans et A terate GAP mock sconaro s nt he govere informed of @ problem with an input that may.
eyt T o warrant a recall . y shoul s were affected and the
essocited roord of agriculural nputs, hey s 150508l 10 show o o T s maeted by and where the arvest
crops were sent to. to use a customer s
this question then oo o v the customer has
ey property tested. This mock the "ne custrmer v hos proided
the mock recall exarnple.
or dtinc 7 e - Documentation should state “Mock Recalr, especially the document that shows the scenario, 50 that ata later date, no one is
confused as to whether this was a mack or a eal recal. Audiors should remember that mock traceback and recall wil vary
s e o o e socumarsion Recalls should product
ot e ek el o ) located. Mock reclls might ot that callor
[ cnimeto et s ot cotetany sppters o cusomerswhen caryng ook el e (real) oo nas cccured e \351 year.
then this can be used to meet this question,
- or e prcnt o rcuc wos i ocis inor deficiency (7 points) i:
[ ottt o compite ok el ook er B 3mnen. - Three or less elements of the mock recall are missing (e.g. supporting documentation, packaging material)
- O o mock e s oo i n e 12 . - Five percent orless of product or packaging was notlocated
orcomplonce DoonBIE. bt e 12 - Afew gaps noted in the logic of the traceback documentation
- ok et i, ot v ot b comtled - Not noting “lessons leamed from mock recall exercise (if there are any)
- Totaltime to complete mock recal took longer than 2 hours but not more than 3 hours.
Major deficiency (3 points) f:
of the mock (e.9.. supporting
varied to p P a range of condtions
- More than five percent of product or packaging was not located.
- Lacking documentation that proves how the traceback and recall system identified all affected items and customers.
- Totaltime to complete mock recalltook more than 3 hours.
- Only one mock recall was performed in the prior 12 months
Food Defense | 1.08.01 |Is there a written food fraud vulnerability | There should be a vuinerabilly assessment and comprehensive | Total compliance (5 points). There should be a vuinerabilly assessment and [No Change in v3.2 | There should be a vulnerability (1isk) assessment and comprehensive protection plan | Total compliance (5 points). There should be a vulnerabillly (risk) assessment and comprehensive protection plan

assessment (FFVA) and protection plan
for all types of fraud, including all
incoming and outgoing products?

protection
plan for all types of food fraud. This includes economically
[motivated hazards, economically motivated food safety hazards,
adulterant substances, mislabeling, theft, tampering, simulation,
diversion or gray market, intellectual property rights and
counterfeiting.

|An example of a food fraud scenario that may occur at an operation
is when suppliers provide products/materials that do not match their
required specifications (e.g. unapproved chemicals, non-food grade
packaging material).

comprehensive protection
pian for all types of food fraud. This includes economically motivated hazards,
economically motivated food safety hazards, adulterant substances,
[mislabeling, theft, tampering, simulation, diversion or gray market, intellectual
property rights and counterfeiting.

|An example of a food fraud scenario that may occur at an operation is when
suppliers provide products/materials that do not match their required
specifications (e.g. unapproved chemicals, non-food grade packaging
material).

for all types of food fraud. This includes economically motivated hazards,
[economically motivated food safety hazards, adulterant substances, mislabeling,
theft, tampering, simulation, diversion or gray market, intellectual property rights and
|counterfeiting.

|An example of a food fraud scenario that may occur at an operation is when suppliers.
provide productsimaterials that do not match their required specifications (e.g.
unapproved chemicals, non-food grade packaging material . product substitution ).

for all types of food fraud. This includes economically motivated hazards, economically motivated food safety
hazards, adulterant substances, mislabeling, theft, tampering, simulation, diversion or gray market, intellectual
property rights and counterfeiting.

|An example of a food fraud scenario that may occur at an operation is when suppliers provide products/materials
that do not match their required specifications (e.g. unapproved chemicals, non-food grade packaging material,
product substitution).
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Food Defense

10802

[Does the company have a documented
food defense plan based on the risks
associated with the operation?

[The company should have a documented food defense plan thal
includes a written vulnerability assessment, and controls for the
i ‘The food defense plan creation should also meet

[Total conformance (5 points): The operation should have a documented food
defense plan that outlines the organization’s security controls based on the

sk associaed wllh Ihe operations. Th\s p\an should include Good Aqm:u\(ura\
Pr as well as a wri

any national or local regulations (including versight

requirements of the food defense plan. The plan should be
reviewed at least once every 12 months.

ctices,
nsmulnerammy assessmem and comrols for the identified risks. The plan
should be reviewed at least once every 12 months.

The document should include relevant food defense risks such as personnel,
visitors, contractors, raw material receipt (raw materials, product an
[packaging), trucks (incoming and outbound), etc. There may also be a
requirement to ensure that suppliers have proper food defense programs. The
food defense plan creation should also meet any national or local regulations
(including d approval) operational risk
management (ORM) systems are acceptable if they show the controls that
have been implemented for the food defense risks that have been identified.

Risk/vulnerability assessment templates can be found at:
s:/lwww. fsis.usda.govishared/PDF/Self_Assessment_Checkiist_Food_Sec
urity.pdf

[Minor deficiency (3 points) f:

- Singlefisolated instance(s) of errors or omissions in the food defense plan.
[Major deficiency (1 point) if:

- Numerous instances of errors or omissions in the food defense plan.
[Non-conformance (0 points)
- Food defense plan has not been documented.

s there a writlen
food defense
[vulnerabiity
assessment and
food defense plan
based on the risks.
associated with the
operation?

[The company should have a documented food defense plan that includes a writien
food defense vulnerability assessment, and controls for the identified risks. Some
Ihigh-risk areas include: sitefbuilding access, personnel, visitors, contractors,
computers, raw material receipt (raw materials, product and packaging), trucks
ncoming and outbound), water sources, storage areas for product, materials,
chemicals, production areas, shipping areas, etc. The food defense plan creation
should also meet any national or local regulations (including management oversight
[and approval). Based on this assessment, the operation should create monitoring,
corrective action and verification procedures (where appropriate). These procedures.
|should note the recording requirements of the food defense plan. The plan should be
reviewed at least once every 12 months e.g. as part of management verification
review process

[Total conformance (5 points): The operation should have a documented food defense plan that outiines the
lorganization’s security controls based on a witten food defense vulnerability assessment of risks associated with
the operations. This plan should include Good Agricultural Practices and/or Good Manufacturing Practices, as well
[as a written risk/vulnerabilty assessment, and controls for the identified risks.

The document should include relevant food defense risks such as. site/building access, personnel, visitors,
[contractors, computers, raw material receipt (raw materials, product and packaging), trucks (incoming and
loutbound), water sources, storage areas for product, materials, chemicals, production areas, shipping areas, etc.
[ There may also be a requirement to ensure that suppliers have proper food defense programs. The food defense
plan creation should also meet any national or local regulations (including management oversight and approval),
Documented operational risk management (ORM) systems are acceptable if they show the controls that have been
implemented for the food defense risks that have been identified. The plan should be reviewed at least once every
12 months e.g. as part of management verification review process.

|Additional resources:
sda.

217€01c08143/Self_Assessment_Checkist_Food_Security. pdf?MOD=AJPERES

Minor deficiency (3 points) if:
- Singlefisolated instance(s) of errors or omissions in the risk assessment or food defense plan.

Major deficiency (1 point) f:
- Numerous instances of errors or omissions in the risk assessment or food defense plan.

Non-conformance (0 points) f:
- Food defense plan has not been documented.
- There is no risk assessment.

Food Defense

10803

[Are records associated with the food
defense plan and ts procedures being
[maintained, including monitoring,
corrective action and verification records.
(where appropriate)?

[Total conformance (5 points). The records required in the food defense plan
should be maintained, in accordance with the details of the plan and its
associated procedures. These records are also subject to the document
control and records requirements of this module.

[No Change in v3.2

No Change in v3.2

[Total conformance (5 points). The records required in the food defense plan should be maintained, in accordance.
with the details of the plan (see 1.08.02) and its associated procedures. These records are also subject to the
|document control and records requirements of this module.
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