[image: image1.jpg]® CERTIFICATION BODY

CER ( N Your certification body, since 2003.

Management systems - Product conformity - Training






Self-evaluation questionnaire for food safety management systems certification 

(ISO 22000/ FSSC 22000)

(Annex to the Official Application for certification)

	Reserved for CERTIND

	Initiation file no
	

	GENERAL INFORMATION

	Name of the organization

	

	Activity field proposed for the certification scope

	

	Contact person for preparing the food safety management  sistem audit activities 
	Name, surname, position
	

	
	Telephone
	

	
	email
	

	Food Safety Team (HACCP)
	Name, surname
	Position in the Food Safety Team 

	Food Safety Team Leader
	
	

	Members
	
	

	
	
	

	
	
	

	
	
	

	Employees involved in the activity scope required for the FSMS certification
	Please, specify

	Number of full- time employees with management functions
	

	Key functions controlled by the head office (if the head office address is different than the location address)
	

	Number of full- time employees on the production process
	

	Number of production line
	

	Details of the shift numbers 
	

	Are there available (identified and/ or documented ) for each products/ group of products:


	Yes
	No
	The last version of the document

	- HACCP studies (identification and evaluation of hazards, risks classification, HACCP Plan, Prerequisite Programs, Operational Prerequisite Programs;
	
	
	

	- Preliminary programs, 

- operational preliminary programs;
	
	
	

	- Documents of the identification of the food safety characteristics (e.g.. Data sheets/ Technical specifications)
	
	
	

	- legal requirements and of applicable regulations
	
	
	

	- Site plans and sketches of the functional flow-chart – for personnel, raw materials, ingredients, final products?
	
	
	

	HACCP Studies, FLOW CHARTS, PREREQUISITE PROGRAMS
	Please, fill in:

	Number of HACCP studies documented  for each products/ group of products
	

	Number of flow charts
	

	Please attach to the application form:

· The flow charts

· The sanitary veterinary authorisation/ Registration to the qualified authority for food’s safety



	Seasonality
	Yes
	No

	Are there any factors of seasonality which can affect the continuity of your activity?

If yes, please mention which: ............................................................................................................................................................... ...........................................................................................................................................................

	
	

	The food chain category/ subcategory applicable for the specific. Please, check according with the activity field of the organization:

	Farming of Animas
	Farming of animals for meat/ milk/ eggs/ honey
	AI
	

	
	Farming of fish and seafood 
	AII
	

	Farming of plants
	Farming of plants (other than grains and pulses) 
	BI
	

	
	Farming of grains and pulses
	BII
	

	Food manufacturing
	Production of perishable products of animal origin
	CI
	

	
	Production of perishable products of vegetal origin 
	CII
	

	
	Production of perishable products of animal and vegetal origin (mixt products)
	CIII
	

	
	Production of ambient stable products of 
	CIV
	

	Animal Feed Production 
	Production of feed for animal farm
	DI
	

	
	Production of feed for pets (cats and dogs)
	DII
	

	Catering
	Preparation, storage and, where appropriate, delivery of food for consumption at the place of preparation or at a satellite unit
	E
	

	Distribution
	Retail/ Wholesale 
	FI
	

	
	Food broking/ Trading 
	FII
	

	Provision of transport and storage services 
	Provision of transport and storage services for perishable food and feed 
	GI
	

	
	Provision of transport and storage services for ambient stable food and feed 
	GII
	

	Auxiliary services
	Services
	H
	

	
	Production of food packaging and packaging material 
	I
	

	
	Equipment manufacturing
	J
	

	(Bio) chemical
	Production of (bio) chemicals
	K
	

	Technical specification for the implemented prerequisite programs/ applicable for the FSSC 22000 certification-  Please check according with the activity field of the organization:

	BSI PAS 221: 2013
	Prerequisite programmes for food safety în food retail
	

	ISO/ TS 22002-1: 2009
	Prerequisite programmes for food safety- Part 1: Food
	

	ISO/ TS 22002-2: 2013
	Prerequisite programmes for food safety- Part 2: Catering
	

	ISO/ TS 22002-3: 2011
	Prerequisite programmes for food safety- Part 3: Farming
	

	ISO/ TS 22002-4: 2013
	Prerequisite programmes for food safety- Part 4: Food packaging manufacturing
	

	ISO/TS 22002-5:2019,  
	Prerequisite programs on food safety for transport and storage
	

	ISO/TS 22002-6:2016
	Prerequisite programmes for food safety- Part 6: Feed and animal food production
	

	INFORMATION REGARDING THE REALIZATION OF SAFETY PRODUCTS  

	Products/ group of products/ by-product  included in the required activity field for which is asked the certification of FSMS (HACCP)-  it will be complete with how many rows is needed

	
	

	
	

	
	

	
	

	
	

	
	


	PRODUCTION PROCESSES USED

	PRIMARY PRODUCTION
	Livestock
	
	FARM PRODUCTS
	eggs
	

	
	Culture of plants
	
	
	milk
	

	
	Fishing, aquaculture
	
	
	honey
	

	
	Hunting
	
	
	fish
	

	
	
	
	
	animals
	

	
	
	
	
	plant cultures
	

	COOLING
	
	CHEMICAL PRESERVING
	

	chilling
	
	freezing
	
	Aseptic substances
	
	Chemical substances
	

	HEAT TREATMENT
	
	PRESERVING WITH SUGAR
	

	Boil downing
	
	Heat preservation
	
	ACIDIFICATION
	

	drying
	
	Sterilization 
	
	PACKING IN VACUUM/ MODIFIED ATMOSPHERE
	

	FILTRATION
	
	SALTING
	

	Mechanical
	
	For sterilization
	
	SMOKING
	

	IRADIATION
	
	Other processes (to be defined)
	

	aseptic filling
	
	baking
	
	bottling
	
	brewing
	

	cooking
	
	distillation
	
	extrusion
	
	fermentation
	

	cutting/ slicing/ dicing
	
	Coating/ breading/ battering
	
	bread manufacture
	
	dough fermentation
	

	freeze-drying
	
	roasting
	
	slaughtering
	
	fast freezing
	

	steaming sterilization
	
	hot filling
	
	microfiltration
	
	microwaving
	

	frying
	
	packed in vacuum packaging
	
	Mixing/ blending
	
	pickling
	

	Packed in modified atmosphere
	
	.............................
	
	.............................
	
	.............................
	

	MANUFACTURE OF PACKAGING

	Paper and cardboard
	metal
	plastic
	Glace, ceramics

	printing
	
	graving
	
	extruding
	
	thermoforming
	

	burring- brushing
	
	pickling
	
	extruding- blowing
	
	
	

	.............................
	
	embossing
	
	injection
	
	.............................
	

	canvas bag, textiles
	............................
	
	............................
	
	............................
	

	Conformance with the legislation
	Please, specify

	Sanitary- veterinary Authirization/ Registration to the competent Food Safety national authority
	

	Were there any food safety incidents or complaints concerning the products manufactured within the last 5 years?
	Yes
	

	
	No
	

	If the answer is “Yes”, which was the reason of the complaining and which was the corrective actions?
.......................................................................................................................................................................................................................................................................................................................................................................................................................................
................................................................................................................................................................................................................................

................................................................................................................................................................................................................................

...................................................................................................................................................................................................................................


	ADDITIONAL REQUIREMENTS FSSC 22000 vs.5.1- check according to the implementation of the requirements

	1) MANAGEMENT OF SERVICES AND PURCHASED MATERIALS (FSSC22000 vs 5.1, cl 2.5.1)
	Yes
	

	
	No
	

	a) In addition to clause 7.1.6 of ISO 22000:2018, the organization shall ensure that where laboratory analysis services are used for the verification and/or validation of food safety, these shall be conducted by a competent laboratory (including both internal and external laboratories as applicable) that has the capability to produce precise and repeatable test results using validated test methods and best practices (e.g. successful participation in proficiency testing programs, regulatory approved programs or accreditation to international standards such as ISO 17025). 

	b) For food chain categories C, D, I, G and K, the following additional requirement applies to ISO 22000:2018 clause 7.1.6: The organization shall have a documented procedure for procurement in emergency situations to ensure that products still conform to specified requirements and the supplier has been evaluated. 

	c) In addition to ISO/TS 22002-1:2009 clause 9.2, the organization shall have a policy for the procurement of animals, fish and seafood that are subject to control of prohibited substances (e.g., pharmaceuticals, veterinary medicines, heavy metals and pesticides); 

	d) For food chain categories C, D, I, G and K, the following additional requirement applies to ISO/TS 22002-1 clause 9.2; ISO/TS 22002-4 clause 4.6 and ISO/TS 22002-5 clause 4: The organization shall establish, implement and maintain a review process for product specifications to ensure continued compliance with food safety, legal and customer requirements.

	2) PRODUCT LABELLING (FSSC22000 vs 5.1 cl 2.5.2)
	Yes
	

	
	No
	

	In addition to clause 8.5.1.3 of ISO 22000:2018, the organization shall ensure that finished products are labelled according to all applicable statutory and regulatory requirements in the country of intended sale, including allergen and customer specific requirements. Where product is unlabeled, all relevant product information shall be made available to ensure the safe use of the food by the customer or consumer

	3) FOOD DEFENSE (FSSC22000 vs 5.1 cl 2.5.3)
	Yes
	

	
	No
	

	2.5.3.1) THREAT ASSESSMENT
The organization shall have a documented procedure in place to: 

a) Conduct a threat assessment to identify and assess potential threats; 

b) Develop and implement mitigation measures for significant threats..

	2.5.3.2) PLAN
a) The organization shall have a documented food defense plan specifying the mitigation measures covering the processes and products within the FSMS scope of the organization. 

b) The food defense plan shall be supported by the organization’s FSMS. 

c) The plan shall comply with applicable legislation and be kept up-to-date.

	4) FOOD DEFENSE (FSSC22000 vs 5.1 cl 2.5.4)


	Yes
	

	
	No
	

	2.5.4.1) VULNERABILITY ASSESSMENT
The organization shall have a documented procedure in place to: 

a) Conduct a food fraud vulnerability assessment to identify and assess potential vulnerabilities; 

b) Develop and implement mitigation measures for significant vulnerabilities

	2.5.4.2) PLAN
a) The organization shall have a documented food fraud mitigation plan specifying the mitigation measures covering the processes and products within the FSMS scope of the organization. 

b) The food fraud mitigation plan shall be supported by the organization’s FSMS. 

c) The plan shall comply with the applicable legislation and be kept up-to-date.

	5) LOGO USE (FSSC22000 vs 5.1 cl 2.5.5) 

	Yes
	

	
	No
	

	a) Certified organizations, Certification Bodies and Training Organizations shall use the FSSC 22000 logo only for marketing activities such as organization's printed matter, website and another promotional material. 

	b) In case of using the logo the organization shall comply with the following specifications: 

Green: Pantone 348 U: CMYK = 82/24/76/8, RGB = 33/132/85, #17543b

Gray: 60% black: CMYK = 69/0/0/0, RGB = 135/135/135, #87888a

Use of the logo in black and white is permitted when all other text and images are in black and white. 



	c) The certified organization is not allowed to use the FSSC 22000 logo, any statement or make reference to its certified status on: 

· i. a product; 

· ii. its labelling; 

· iii. its packaging (primary, secondary or any other form); 

· iv. in any other manner that implies FSSC 22000 approves a product, process or service. 

	6) MANAGEMENT OF ALLERGENS (FOOD CHAIN CATEGORIES C, E, FI, G, I and K); (FSSC22000 vs 5.1 cl 2.5.6)
	Yes
	

	
	No
	

	The organization shall have a documented allergen management plan that includes: 

       a) Risk assessment covering all potential sources of allergen cross-contamination and; 

b) Control measures to reduce or eliminate the risk of cross-contamination.

	7)  ENVIRONMENTAL MONITORING (FOOD CHAIN CATEGORIES C, I & K); (FSSC22000 vs 5.1  cl 2.5.7)
	Yes
	

	
	No
	

	The organization shall have in place: 

a) Risk-based environmental monitoring program; 

b) Documented procedure for the evaluation of the effectiveness of all controls on preventing 

contamination from the manufacturing environment and this shall include, at a minimum, the evaluation of 

microbiological controls present; 

c) Data of the monitoring activities including regular trend analysis. 

	8) FORMULATION OF PRODUCTS (FOOD CHAIN CATEGORY D) (FSSC22000 vs 5.1 cl 2.5.8)
	Yes
	

	
	No
	

	The organization shall have in place procedures to manage the use of ingredients that contain nutrients that can have adverse animal health impact.

	9) TRANSPORT AND DELIVERY (FOOD CHAIN CATEGORY FI); (FSSC22000 vs 5.1 cl 2.5.9)
	Yes
	

	
	No
	

	The organization shall ensure that product is transported and delivered under conditions which minimize the potential for contamination.

	10) STORAGE AND WAREHOUSING (ALL FOOD CHAIN CATEGORIES) (FSSC22000 vs 5.1 cl 2.5.10)
	Yes
	

	
	No
	

	a) The organization shall establish, implement and maintain a procedure and specified stock rotation system that includes FEFO principles in conjunction with the FIFO requirements. 

b) In addition to ISO/TS 22002-1:2009 clause 16.2, the organization shall have specified requirements in place that define post-slaughter time and temperature in relation with chilling or freezing of the products

	11) HAZARD CONTROL AND MEASURES FOR PREVENTING CROSS-CONTAMINATION (FOOD CHAIN CATEGORIES C & I); (FSSC22000 vs 5 cl 2.5.11)
	Yes
	

	
	No
	

	a) For food chain category I, the following additional requirement applies to ISO 22000:2018 clause 8.5.1.3: 

• The organization shall have specified requirements in place in case packaging is used to impart or provide a functional effect on food (e.g., shelf life extension).

	b) For food chain category CI, the following requirement apply in addition to ISO/TS 22002- 1:2009 clause 10.1: 

• The organization shall have specified requirements for an inspection process at lairage and/or at evisceration to ensure animals are fit for human consumption;

	12) PRP VERIFICATION (FOOD CHAIN CATEGORIES C, D, G, I & K); (FSSC22000 vs 5.1 cl 2.5.12)
	Yes
	

	
	No
	

	For food chain categories C, D, G, I and K, the following additional requirement applies to ISO22000: 2018 clause 8.8.1: 

• The organization shall establish, implement and maintain routine (e.g., monthly) site inspections/PRP checks to verify that the site (internal and external), production environment and processing equipment are maintained in a suitable condition to ensure food safety. The frequency and content of the site inspections/PRP checks shall be based on risk with defined sampling criteria and linked to the relevant technical specification.


	13) PRODUCT DEVELOPMENT (FOOD CHAIN CATEGORIES C, D, E, F, I & K); (FSSC22000 vs 5.1 cl 2.5.13)
	Yes
	

	
	No
	

	A product design and development procedure shall be established, implemented and maintained for new products and changes to product or manufacturing processes to ensure safe and legal products are produced. This shall include the following: 

a) Evaluation of the impact of the change on the FSMS taking into account any new food safety hazards (incl. allergens) introduced and updating the hazard analysis accordingly 

b) Consideration of the impact on the process flow for the new product and existing products and processes 

c) Resource and training needs 

d) Equipment and maintenance requirements 

e) The need to conduct production and shelf-life trials to validate product formulation and processes are capable of producing a safe product and meet customer requirements

	14) HEALTH STATUS (FOOD CHAIN CATEGORY D); (FSSC22000 vs 5.1 cl 2.5.14)
	Yes
	

	
	No
	

	In addition to ISO/TS 22002-6 clause 4.10.1, the organization shall have a procedure to ensure that the health of personnel does not have an adverse effect on the feed production operations. Subject to legal restrictions in the country of operation, employees shall undergo a medical screening prior to employment in feed contact operations, unless documented hazards or medical assessment indicates otherwise. Additional medical examinations, where permitted, shall be carried out as required and at intervals defined by the organization.

	15) REQUIREMENTS FOR ORGANIZATIONS WITH MULTI-SITE CERTIFICATION (FOOD CHAIN CATEGORY A, E, FI & G); (FSSC22000 vs 5.1 cl 2.5.15)
	Yes
	

	
	No
	

	2.5.15.1 – Central function 

a) The management of the central function shall ensure that sufficient resources are available and that roles, responsibilities and requirements are clearly defined for management, internal auditors, technical personnel reviewing internal audits and other key personnel involved in the FSMS.

	2.5.15.2 - Internal Audit Requirements 

a) An internal audit procedure and program shall be established by the central function covering the management system, central function and all sites. Internal auditors shall be independent from the areas they audit and be assigned by the central function to ensure impartiality at site level. 

b) The management system, centralized function and all sites shall be audited at least annually or more frequently based on a risk assessment. 

c) Internal auditors shall meet at least the following requirements and this shall be assessed by the CB annually as part of the audit: Work experience: 2 years’ full time work experience in the food industry including at least 1 year in the organization. Education: completion of a higher education course or in the absence of a formal course, have at least 5 years work experience in the food production or manufacturing, transport and storage, retailing, inspection or enforcement areas. 

Training: 

i. For FSSC 22000 internal audits, the lead auditor shall have successfully completed a FSMS, 

QMS or FSSC 22000 Lead Auditor Course of 40 hours. 

ii. Other auditors in the internal audit team shall have successfully completed an internal auditor course of 16 hours covering audit principles, practices and techniques. The training may be provided by the qualified internal Lead Auditor or through an external training provider. 

iii. FSSC scheme training covering at least ISO 22000, the relevant prerequisite programs based on the technical specification for the sector (e.g., ISO/TS 22002-x; PAS-xyz) and the FSSC additional requirements – minimum 8 hours. 

d) Internal audit reports shall be subject to a technical review by the central function, including addressing the non-conformities resulting from the internal audit. Technical reviewers shall be impartial, have the ability to interpret and apply the FSSC normative documents (at least ISO 22000, the relevant ISO/TS 22002-x; PAS-xyz and the FSSC additional requirements) and have knowledge of the organizations processes and systems. 

e) Internal auditors and technical reviewers shall be subject to annual performance monitoring and calibration. Any follow-up actions identified shall be suitably actioned in a timely and appropriate manner by the Central function.


	If considered necessary for the assessment preparation, CERTIND may require additional information on the HACCP/ Food safety management system.  CERTIND binds itself to keep all information confidential 


	Organization’s profile

	The year of  location construction
	

	Registration / authorization by the competent authorities; Number of sanitary identification
	

	Location’s geographical area  
	

	The latest investment in production (equipment, buildings, production area)
	

	Contact person in case of withdrawal of products
	

	Off-site activities 
	

	Number of locations for audit. 
	

	Product groups and products manufactured in audited location 
	

	Outsourced fabrication processes
	

	Number of employees evaluated as full-time employees
	

	Number of employees evaluated as full-time employees, implied in audited location’s activity
	

	The location surface, mp

Neighbours- activity domain (if there is any)
	

	Other existing certifications
	

	INFORMATION RELATED TO THE CERTIFICATION SERVICES REQUIRED
	Please, specify

	Details related to a request for a transfer audit from the Certification Body currently awarding the certification, when applicable  (the last audit, expiring date of the certificate, certification body)
	

	Other certified management systems or GFSI recognized certification schemes, when applicable (certification scheme)
	

	Details related to the transition audit to the FSSC22000 requirements from the ISO 22000 requirements or other 

GFSI recognized certification schemes, when applicable (expiring date of the certificate, certification scheme)
	


Date________________

Authorised representative (name, surname, function)_________________________

Signature, stamp: _________________
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