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FOOD SAFETY MANAGEMENT SYSTEMS – REQUIREMENTS FOR BODIES PROVIDING AUDIT AND CERTIFICATION OF FOOD SAFETY MANAGEMENT SYSTEMS
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	Section
	General Regulations Point
	Comments (Manual and/or procedure references)
	Finding

	5
	GENERAL REQUIREMENTS  
	
	

	5.1
	General

Does the CB comply with the requirements given in Clause 5 of ISO/IEC 17021-1:2015
	
	

	5.2
	Management of Impartiality

Does the CB ensure that it does not provide FSMS consultancy by either the CAB or any part of the same legal entity? 
	
	

	6
	STRUCTURAL REQUIREMENTS 
	
	

	
	Does the CB comply with the requirements given in Clause 6 of ISO/IEC 17021-1:2015
	
	

	7
	RESOURCE REQUIREMENTS
	
	

	7.1
	Competence of management and personnel
	
	

	7.1.1
	General considerations
	
	

	
	Are the technical areas referred to in ISO/IEC 17021-1:2015, 7.1.2?

Are those categories identified in Annex A? Are the  functions of certification for which competence identified as given in Annex C?
	
	

	7.1.2
	Determination of competence criteria
	
	

	
	Are the competence criteria included in Annex C form the basis for the criteria developed for each category? Competence criteria can be generic or specific.  The competence criteria in ISO/IEC 17021-1:2015, Annex A, shall be considered to be generic.
	
	

	7.1.3
	Evaluation processes
	
	

	
	Does the CB evaluate the evaluation processes, in particular, the individual’s knowledge relating to food safety, including knowledge of specific prerequisite programmes (PRP) and food safety hazards related to the categories within which the CB personnel operate? These shall have been identified for these categories under the requirements of 7.1.2.
	
	

	7.1.4
	Other considerations
	
	

	
	Does the CB comply with the requirements given in Clause 7.1.4 of ISO/IEC 17021-1:2015
	
	

	7.2
	Personnel involved in the certification activities
	
	

	
	Does the CB comply with the requirements given in Clause 7.2 of ISO/IEC 17021-1:2015
	
	

	7.3
	Use of individual external auditors and external technical advisors
	
	

	
	Does the CB comply with the requirements given in Clause 7.3 of ISO/IEC 17021-1:2015
	
	

	7.4
	Personnel Records
	
	

	
	Does the CB comply with the requirements given in Clause 7.4 of ISO/IEC 17021-1:2015
	
	

	7.5
	Outsourcing
	
	

	
	Does the CB comply with the requirements given in Clause 7.5 of ISO/IEC 17021-1:2015
	
	

	8
	INFORMATION REQUIREMENTS
	
	

	
	Does the CB comply with the requirements given in Clause 8 of ISO/IEC 17021-1:2015
	
	

	
	Does the certification document identify in detail what activity is certified, referring to categories and subcategories in Table A.1?
	
	

	9
	PROCESS REQUIREMENTS
	
	

	9.1
	General requirements
	
	

	9.1.1
	Does the CB precisely define the relevant scope of organisation applying for certification using Annex A? 
	
	

	
	Does the CB ensure that it does not exclude part of the activities, processes, products or services from the scope of certification when those activities, processes, products or services can have an influence on the food safety of the end products?
	
	

	9.1.2
	Does the CB have a process for choosing the audit day, time and season so that the audit team has the opportunity of auditing the organisation operating on a representative number of product lines, categories and sectors covered by the scope of certification?
	
	

	9.1.3


	Does the CB comply with the requirements given in Clause 9.1.1 to 9.1.3 of ISO/IEC 17021-1:2015
	
	

	9.1.4
	Does the CB comply with the requirements given in Clause 9.1.4 of ISO/IEC 17021-1:2015

	
	

	
	Does the CB has documented procedures for determining audit time, time needed to plan and accomplish a compete and effective audit of each client’s FSMS?


	
	

	9.1.5
	For Multi-site organisations:
	
	

	9.1.5.1
	Does the CB comply with the requirements given in Clause 9.1.5. of ISO/IEC 17021-1:2015
	
	

	9.1.5.2
	Where the CB is certifying a multi-site organisation under one management system, can the CB confirm that the following conditions apply:
	
	

	a) 
	All sites are operating under one centrally controlled and administered FSMS as defined in Clause 4 of ISO 22000:2005, or equivalent for other FSMS;
	
	

	b) 
	An internal audit has been conducted on each site within one year prior to certification 
	
	

	c) 
	Audit findings of the individual sites shall be considered indicative of the entire system and correction shall be implemented accordingly?
	
	

	9.1.5.3
	Does the CB ensure that multi-sampling is limited to organisations with more than 20 sites operating similar processes and only for categories A,B, E, F and G? Does this apply both to the initial certification, to surveillance and recertification audits? Does the CB justify its decision on sampling for multi-site certification?
	
	

	
	Where multi-site sampling is permitted, following certification, does the annual internal audit programme include all sites of the organization?
	
	

	9.1.5.4
	Where the CB offers multi-site certification, does the CB utilize a sampling programme to ensure an effective audit of the FSMS where:
	
	

	a) 
	The sampling for more than 20 sites shall be the ratio of 1 site per 5 sites with a minimum of 20;  All sites are randomly selected and, after the audit, no sampled sites may be non-conforming;
	
	

	b) 
	At least annually, an audit of the central office for the FSMS shall be performed by the CB. 
	
	

	c) 
	At least annually, surveillance audits shall be performed by the CB on the required number of sampled sites. 
	
	

	d) 
	Audit findings of the sampled sites shall be considered indicative of the entire system and correction shall be implemented accordingly. 
	
	

	9.1.6


	Does the CB comply with the requirements given in Clause 9.2.3.3 to 9.2.3.5 of ISO/IEC 17021:2011
	
	

	9.1.7
	Does the CB comply with the requirements given in Clause 9.4.8 of ISO/IEC 17021-1:2015 
	
	

	9.1.8
	Does the CB provide a written report for each audit? The audit team may identify opportunities for improvement, but shall not recommend specific solutions. Ownership of the audit report shall be maintained by the CB.
	
	

	
	Does the report include information about PRP used by the organization, hazard analysis methodology used, comments on the food safety team, and other issues relevant to the FSMS.
	
	

	9.1.9


	Does the CB comply with the requirements given in Clause 9.4.9, 9.4.10, 9.5.1, 9.5.2 of ISO/IEC 17021-1:2015
	
	

	9.2
	Initial audit and certification
	
	

	9.2.1
	Application
	
	

	
	Does the CB comply with the requirements given in Clause 9.1.1 of ISO/IEC 17021-1:2015
	
	

	
	Does the CB require the applicant to provide detailed information concerning process lines, HACCP studies and the number of shifts.
	
	

	9.2.2
	Application review
	
	

	
	Does the CB comply with the requirements given in Clause 9.1.2 of ISO/IEC 17021-1:2015
	
	

	9.2.3
	Initial certification audit
	
	

	
	Does the CB ensure that the initial certification audit of a FSMS is conducted in two stages (Stage 1 and Stage 2)?
	
	

	9.2.3.1
	Stage 1 Audits
	
	

	9.2.3.1.1


	Does the CB comply with the requirements given in Clause 9.3.1.2.2 of ISO/IEC 17021-1:2015
	
	

	9.2.3.1.2
	Does the CB ensure that the objectives of the stage 1 audit are to provide a focus for planning the stage 2 audit by gaining an understanding of the FSMS and the organisation’s state of preparedness for audit by reviewing the extent to which:
	
	

	a) 
	The organization has identified PRP’s that are appropriate to the business(e.g. regulatory, statutory, customer and certification scheme requirements);
	
	

	b) 
	The FSMS includes adequate processes and methods for the identification and assessment of the organisation’s food safety hazards, and subsequent selection and categorization of control measures (combinations);
	
	

	c) 
	Food safety legislation is in place for the relevant sector(s) of the organization;
	
	

	d) 
	The FSMS is designed to achieve the organisation’s food safety policy;
	
	

	e) 
	The FSMS implementation programme justifies proceeding to the audit (stage 2)
	
	

	f) 
	The validation, verification and improvement programmes conform to the requirements of the FSMS standard;
	
	

	g) 
	The FSMS documents and arrangements are in place to communicate internally and with relevant suppliers, customers and interested parties; and 
	
	

	h) 
	Additional documentation needs to be reviewed and/or what knowledge needs to be obtained in advance?
	
	

	
	Where an organization has implemented an externally developed combination of control measures, the stage 1 shall review the documentation included in the FSMS to determine if the combination of control measures:

· Is suitable for the organization

· Was developed in compliance with the requirements of ISO 22000, and

· Is kept up to date
	
	

	
	Are the availability of relevant authorizations checked when collecting the information regarding the compliance to regulatory aspects?
	
	

	9.2.3.1.3
	Does the CB ensure that for FSMS, the stage 1 audit shall be carried out at the client’s premises in order to achieve the objectives stated above?
	
	

	
	In exceptional circumstances, part of stage 1 can take place off-site and shall be fully justified. The evidence demonstrating that stage 1 objectives are fully achieved shall be provided. Exceptional circumstances can include very remote location, short seasonal production.
	
	

	9.2.3.1.4


	Does the CB comply with the requirements given in Clause 9.3.1.2.3 of ISO/IEC 17021:2011
	
	

	
	Does the CB inform the client that the results of the stage 1 audit may lead to postponement or cancellation of the stage 2 audit?
	
	

	9.2.3.1.5
	Any part of the FSMS that is audited during the stage 1 audit and determined to be fully implemented, effective and in conformity with requirements, may not need to be re-audited during the stage 2 audit.

Does the CB ensure that the already audited parts of the FSMS continue to conform to the certification requirements?
	
	

	
	In this case does the CB ensure that the audit report include these findings and shall clearly state that conformity has been established during the stage 1 audit? 
	
	

	9.2.3.1.6


	Does the CB comply with the requirements given in Clause 9.3.1.2.4 of ISO/IEC 17021-1:2015
	
	

	
	The interval between stage 1 and stage 2 audits is reasonably expected to be not longer than 6 months. The stage 1 audit should be repeated if a longer interval is needed
	
	

	9.2.3.2
	Stage 2 audit
	
	

	
	Does the CB comply with the requirements given in Clause 9.3.1.3 of ISO/IEC 17021-1:2015
	
	

	9.2.4
	Initial certification audit conclusions
	
	

	
	Does the CB comply with the requirements given in Clause 9.3.1.4 of ISO/IEC 17021-1:2015
	
	

	9.2.5
	Information for granting initial certification
	
	

	
	Does the CB comply with the requirements given in Clause 9.5.3 of ISO/IEC 17021-1:2015
	
	

	9.3
	Surveillance activities
	
	

	
	Does the CB comply with the requirements given in Clause 9.6.2 of ISO/IEC 17021-1:2015
	
	

	9.4
	Recertification
	
	

	
	Does the CB comply with the requirements given in Clause 9.6.3 of ISO/IEC 17021-1:2015
	
	

	9.5
	Special audits
	
	

	
	Does the CB comply with the requirements given in Clause 9.6.4 of ISO/IEC 17021-1:2015
	
	

	9.6
	Suspending, withdrawing or reducing the scope of certification
	
	

	
	Does the CB comply with the requirements given in Clause 9.6.5 of ISO/IEC 17021-1:2015
	
	

	9.7
	Appeals
	
	

	
	Does the CB comply with the requirements given in Clause 9.7 of ISO/IEC 17021-1:2015
	
	

	9.8
	Complaints
	
	

	
	Does the CB comply with the requirements given in Clause 9.8 of ISO/IEC 17021-1:2015
	
	

	9.9
	Records of applicants and clients
	
	

	
	Does the CB comply with the requirements given in Clause 9.9 of ISO/IEC 17021-1:2015
	
	

	10
	Management system requirements for certification bodies
	
	

	
	Does the CB comply with the requirements given in Clause 10 of ISO/IEC 17021-1:2015
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