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Work Instructions for Accreditation Appraisal of Food Testing Laboratories
1 Purpose and applicable scope
1.1 This work instruction is intended to regularize the accreditation appraisal work in the field of food testing and ensure the consistency and effectiveness of the review and appraisal activities for the accreditation projects in this field.
1.2 This work instruction is applicable to the appraisal of food testing laboratories and other types of laboratories with food testing items.
2 Accreditation appraisal
2.1 The implementation of review and appraisal and handling of the appraisal conclusions for food testing laboratory appraisal projects follows the requirements of CNAS-WI19-01 Work Instructions for Accreditation Appraisal and Approval of Testing/ Calibration Laboratories and Inspection Bodies.
2.2 Description of the food testing competence follows the requirements of CNAS-EL-06:2013 Instructions for Description of the Competence Scope of Accreditation in the Field of Food Testing.
3 Specific requirements for appraisal in the field of food testing
3.1 Requirements for appraisal of the assessment report
3.1.1 General requirements
The main body of the onsite assessment report shall have a comprehensive overall description of the laboratory, showing the true conditions of the laboratory. The requirements for completion of the assessment report shall comply with the Instructions for Completion of the Assessment Report in CNAS-WI14-01 Work Instructions for Accreditation Assessment of Laboratories.
 “Laboratory Onsite Assessment Checklist” (Annex 1), CNAS-CL09 Guidance on the Application of Testing and Calibration Laboratory Competence Accreditation Criteria in the Field of Microbiological Testing, CNAS-CL10 Guidance on the Application of Testing and Calibration Laboratories Competence Accreditation Criteria in the Field of Chemical Testing and CNAS-CL26 Guidance on the Application of Testing and Calibration Laboratory Competence Accreditation Criteria in the Field of Sensory Testing shall give instructions on the verification of the following key clauses: laboratory’s tracking of latest standards and methods, appeals and complaints, internal audit, management review, personnel training (including the evaluation of effectiveness), validation of non-standard methods, uncertainty assessment, quality control etc.
The clauses about nonconformities and observations in Annex 1, CNAS-CL09, CNAS-CL10 and CNAS-CL26 shall be consistent with “Laboratory Nonconformity/Observation Record Form” (Annex 6).
“Laboratory Onsite Test Record Form” (Annex 3) shall be able to truly reflect and record the onsite tests, giving information on the real level and technical competence of the assessment team and the laboratory instead of simple “Y” or “N” to express the results. The onsite tests shall adopt appropriate assessment modes for different testing parameters. Particular attention shall be paid to such items as “extension of scope”, “substantial changes” and unsatisfactory proficiency testing results. The assessment team shall make a note when the onsite assessment is carried out all through conventional tests. 
“Checklist for Laboratory’s Participation in Proficiency Testing” (Annex 5) shall list all the proficiency testing activities attended by the laboratory in the past 3 years and give a clear conclusion as to whether the laboratory meets the requirements of CNAS-RL02 Rules for Proficiency Testing and CNAS-AL07 Proficiency Testing Fields and Frequency in terms of its accredited fields and sub-fields and frequency and whether the unsatisfactory results have been effectively addressed.
“Comments on Acceptance of Laboratory Rectifications” (Annex 7) need describe the acceptance of the rectification for each nonconformity one by one. 
3.1.2 Requirements for appraisal of the description of “Assessment Status and Main Results” in the assessment report
3.1.2.1 Results of review of the laboratory’s quality management system documents and operation conformity:
（1）Description of the quality management system documents: including whether the quality management system documents are complete, have clearly defined the quality policy and objectives and cover all the elements of CNAS-CL01 Accreditation criteria for the competence of testing and calibration laboratories and the application guidance (CNAS-CL09, CNAS-CL10 and CNAS-CL26); whether the levels are clear and the interface relationship between the various levels of documents is good; whether the organizational structure is clear and the responsibilities and authorities are defined. There shall be description of the laboratory system documents and the characteristics of operation and whether the documents reflect the characteristics of the laboratory and are operable.
（2）Description of the operation of the system: including whether internal audit and management review are conducted periodically; whether there are corrections, root cause analysis and effective corrective actions against the problems found; whether there is analysis of possible risks that may affect the accuracy and reliability of the test results, whether preventive actions are taken and the quality system is improved continually. 
（3）There is general description of the problems found during the assessment and other things needing improvement.    

3.1.2.2 A brief description of the confirmation of the laboratory competence (including changes) shall include:   

（1）Main management staff/technical personnel: a summary of changes to personnel since the last assessment; pay attention to the matching of personnel qualifications with their posts, whether they start work on their posts after being evaluated and whether the ongoing competence of authorized personnel is periodically evaluated; training, evaluation and certification of personnel operating important instrument and equipment and description of authorized signatories, especially the newly added authorized signatories. 
（2）Facility and environment: describe whether the facility and environment satisfy the needs of the testing work; there shall be special explanation of the facility and environment having special requirements and major changes within this assessment cycle (such as laboratory relocation and upgrade reconstruction). There shall be separate description of each location for a laboratory with multi sites.
（3）Test standards: The test basis of a laboratory includes national standards, industry standards, international and foreign standards, local standards and non-standards; whether the laboratory has proved and validated the standards used according to requirements; whether the standards have been tracked and updated in a timely manner to ensure they are currently valid and controlled; status of verification of method deviations; there shall be description of changes to methods and extension of scope involved in this assessment. 
（4）Important instrument and equipment: there shall be description of changes to the laboratory’s instrument and equipment since the last assessment and whether their status has been labelled according to requirements, whether routine maintenance has been carried out and recorded and whether the operating status is good, meeting the needs of the technical standards and test work of the accredited items; status of rented equipment.
（5）Measurement traceability and internal calibration: whether the laboratory has developed its measurement traceability plan and has conducted verification/calibration as scheduled and whether the qualifications of the verification/calibration units meet the relevant requirements; whether the laboratory has developed the interim verification plan and has verified the equipment and reference materials according to the specified methods as scheduled; whether the instrument and equipment and various reference materials and standard pieces can satisfy the needs of measurement traceability and the testing work; whether the laboratory conducts internal calibration and whether laboratories conducting internal calibration meet relevant requirements; how indirect traceability is carried out for equipment that cannot be verified/calibrated.
（6）Proficiency testing: there shall be overall description of the status of proficiency testing activities (including proficiency testing, measurement audit, interlaboratory comparison recognized by CNAS) attended by the laboratory within the current cycle, and clear conclusion on whether its accredited fields and frequency meet the requirements of CNAS-RL02 Rules for Proficiency Testing and CNAS-AL07 Proficiency Testing Fields and Frequency and whether the unsatisfactory results have been effectively rectified. There shall be separate description of each location for a laboratory with multi sites.
（7）Status of quality control: whether the laboratory has established its internal quality control plan, whether it has specified the content, method, focal point personnel, criteria etc. of the quality control activities, whether the quality control has adopted proper methods and covered all the fields, personnel and testing techniques; whether the quality control plan has been effectively implemented; whether the result of quality control has been evaluated.
（8）Description of the mode of technical competence confirmation: there shall be description of the verification method adopted by the assessment team onsite, coverage of the competence as applied for and the use of proficiency testing results. 
（9）Confirmation of the overall status of competence scope: there shall be intensive description of the reasons for suspension, addition of limitation and refusal to confirm the items on the basis of the overall description of the confirmation of competence scope; there shall be separate description of each location for a laboratory with multi sites.
（10）Others: there shall be description of the content not included or noted in the above content (e.g. unexpected situations that happened during the onsite assessment etc.). This part shall describe the uncertainty evaluation of the laboratory and the involved fields if they have not been described in other parts of the assessment report. 
3.2 Appraisal requirements of microbiological items
3.2.1 Environment and facility, instrument and equipment, standard strain
The environment and facility, instrument and equipment and standard strains shall meet the requirements for the microbiological test items and test standards and methods and be fully equipped. 
The corresponding clauses of “Laboratory Onsite Assessment Checklist” (Annex 1) of the assessment report and CNAS-CL09 Guidance on the Application of Testing and Calibration Laboratory Competence Accreditation Criteria in the Field of Microbiological Testing, “Laboratory Onsite Test Record Form” (Annex 3) and the “Testing Laboratory Instrument and Equipment/Reference Material Configuration/Checklist” (Attached Table 4-1) of the application shall be mainly reviewed.
3.2.2 Personnel 
The requirements of CNAS-CL09 Guidance on the Application of Testing and Calibration Laboratory Competence Accreditation Criteria in the Field of Microbiological Testing shall be met. 
The corresponding clauses of “Laboratory Onsite Assessment Checklist” (Annex 1) of the assessment report and CNAS-CL09 Guidance on the Application of Testing and Calibration Laboratory Competence Accreditation Criteria in the Field of Microbiological Testing, “Assessment Record of Laboratory Authorized Signatory” (Annex 2) and the “Laboratory Personnel List” (Attached Table 3) and “Authorized Signatory Application Form” (Attached Table 1-2) of the application shall be mainly reviewed.
3.2.3 Method of onsite competence verification and confirmation
Various ways can be adopted during the onsite assessment to witness tests regarding the main testing competence and its key steps, which shall cover different types of microorganism, different cultivation and identification methods and different testing personnel. The confirmation methods had better be positive culture identification, reference strain adding test (blind sample) or positive control (positive quality control), onsite follow-up witness etc. 
Regarding the items/parameters of which the laboratory applies initially for accreditation, the same item/parameter with multi test standards or one test standard containing multi test methods and multi-mode and multi-step identification shall be confirmed separately. 
The “Scope of Laboratory Testing Competence Recommended for Accreditation” (Attached Table 2-1), “Laboratory Onsite Test Record Form” (Annex 3) and the “Requested Scope of Testing Competence” (Attached Table 2-1) and the “Testing Laboratory Instrument and Equipment/Reference Material Configuration/Checklist” (Attached Table 4-1) of the application shall be mainly reviewed. 
3.2.4 Proficiency testing activities
The proficiency testing activities shall comply with the requirements of CNAS-RL02 Rules for Proficiency Testing and CNAS-AL07 Proficiency Testing Fields and Frequency and cover the accredited fields and all of the sub-locations. 
At least one proficiency testing activity in the microorganism field shall be attended every year, which shall include pathogenic microorganism and other microorganisms (total number of bacterial colonies, coliform, probiotics etc.) as best as possible. 
The “Checklist for Laboratory’s Participation in Proficiency Testing” (Annex 5) of the assessment report, the “List of the Laboratory’s Participation in Proficiency Testing/Measurement Audit” (Attached Table 5-1), “List of the Laboratory’s participation in Interlaboratory Comparison” (Attached Table 5-2) and “Work Plan for Participation in Proficiency Testing” (Annex 8) of the application shall be mainly reviewed. 
3.2.5 Refer to Attached Table 1 “Appraisal Key Points for Microorganism Items” for specific appraisal requirements. 
3.3 Appraisal requirements of physicochemical items 
3.3.1 Environment and facility, instrument and equipment, reference materials 
The environment and facility, instrument and equipment and reference materials shall meet the requirements of the declared physicochemical test items and test standards and methods and be fully equipped. Pay attention to whether the physicochemical item/parameter adopting microbiological test method can simultaneously meet the requirements of the guidance on application in the chemical testing and microbiological testing fields. 
The corresponding clauses of “Laboratory Onsite Assessment Checklist” (Annex 1) of the assessment report and CNAS-CL10 Guidance on the Application of Testing and Calibration Laboratories Competence Accreditation Criteria in the Field of Chemical Testing, “Laboratory Onsite Test Record Form” (Annex 3) and the “Testing Laboratory Instrument and Equipment/Reference Material Configuration/Checklist” (Attached Table 4-1) of the application shall be mainly reviewed. 

3.3.2 Personnel
The requirements of CNAS-CL10 Guidance on the Application of Testing and Calibration Laboratories Competence Accreditation Criteria in the Field of Chemical Testing shall be met. Pay attention to whether the laboratory personnel have college and better degree in chemical or relevant majors or more than 10 years’ chemical testing work experience, whether the authorized signatory has bachelor and better degree in chemical and relevant majors and more than 3 years’ relevant technical work experience or at least 10 years’ chemical testing work experience. 
The corresponding clauses of “Laboratory Onsite Assessment Checklist” (Annex 1) of the assessment report and CNAS-CL10 Guidance on the Application of Testing and Calibration Laboratories Competence Accreditation Criteria in the Field of Chemical Testing, “Assessment Record of Laboratory Authorized Signatory” (Annex 2); the “Laboratory Personnel List” (Attached Table 3), “Authorized Signatory Application Form” (Attached Table 1-2) of the application shall be mainly reviewed. 
3.3.3 Onsite competence verification and confirmation method
During the onsite assessment, multi ways shall be adopted to witness tests onsite for the main testing competence and its key steps. The onsite test shall cover the test methods with different principles, different pretreatment methods, different types of instrument and testing equipment and different testing personnel. The confirmation methods had better be unknown sample, recovery of standard addition, sample retention and retest, personnel comparison, instrument comparison, follow-up witness, investigation of standard curve etc. instead of only conventional test methods.
Regarding the items/parameters of which the laboratory applies initially for accreditation, the same item/parameter with multi test standards or one test standard containing multi test methods shall be confirmed separately. 
The “Scope of Laboratory Testing Competence Recommended for Accreditation” (Attached Table 2-1), “Laboratory Onsite Test Record Form” (Annex 3) and the “Requested Scope of Testing Competence” (Attached Table 2-1) and the “Testing Laboratory Instrument and Equipment/Reference Material Configuration/Checklist” (Attached Table 4-1) of the application shall be mainly reviewed. 
3.3.4 Proficiency testing activities
Whether the proficiency testing activities meet the requirements of CNAS-RL02 Rules for Proficiency Testing and CNAS-AL07 Proficiency Testing Fields and Frequency and cover the accredited fields and all of the sub-locations. 
At least one proficiency testing activity in the sub-fields of nutritional ingredient, heavy metal, additives, drug residue shall be attended every year and at least once proficiency testing in the sub-field of toxin shall be attended every two years. 
The “Checklist for Laboratory’s Participation in Proficiency Testing” (Annex 5) of the assessment report, the “List of the Laboratory’s Participation in Proficiency Testing/Measurement Audit” (Attached Table 5-1), “List of the Laboratory’s participation in Interlaboratory Comparison” (Attached Table 5-2) and “Work Plan for Participation in Proficiency Testing” (Annex 8) of the application shall be mainly reviewed.
3.3.5 Refer to Attached Table 2 “Appraisal Key Points of Physiochemical Items” for specific requirements. 
3.4 Appraisal requirements of toxicological and functional items
3.4.1 Environment and facility, instrument and equipment
The facility and environment, instrument and equipment and test animal and positive control materials shall satisfy the requirements of the declared toxicological and functional testing items and test standards and methods and are fully equipped. 
The corresponding clauses of “Laboratory Onsite Assessment Checklist” (Annex 1) of the assessment report, “Laboratory Onsite Test Record Form” (Annex 3) and the “Testing Laboratory Instrument and Equipment/Reference Material Configuration/Checklist” (Attached Table 4-1) of the application shall be mainly reviewed. 
3.4.2 Personnel
The requirements of GB15193.2-2003 Good Laboratory Practice for Food Toxicology and GB27406-2008 Criterion on Quality Control of Laboratories-Food Toxicology Test shall be met. Post-related certificates shall be obtained. Such key personnel as the technical manager and quality manager shall have medical (preventive medical) or relevant major background and relevant work experience. 
The corresponding clauses of the “Laboratory Onsite Assessment Checklist” (Annex 1) of the assessment report, “Assessment Record of Laboratory Authorized Signatory” (Annex 2), the “Laboratory Personnel List” (Attached Table 3) and “Authorized Signatory Application Form” (Attached Table 1-2) of the application shall be mainly reviewed. 
3.4.3 Onsite competence verification and confirmation method
Onsite witness test shall be arranged on key steps during the onsite assessment, covering different animal species, different instrument and equipment, toxicological and functional items and different testing personnel. The onsite test can adopt onsite show-how, routine test etc., and is allowed to use method deviation. The deviation of the test, all of the equipment and instrument and the observed results shall be recorded and available in detail.
The “Scope of Laboratory Testing Competence Recommended for Accreditation” (Attached Table 2-1), “Laboratory Onsite Test Record Form” (Annex 3) and the “Requested Scope of Testing Competence” (Attached Table 2-1) and the “Testing Laboratory Instrument and Equipment/Reference Material Configuration/Checklist” (Attached Table 4-1) of the application shall be mainly reviewed.
3.4.4 Proficiency testing activities
At least one external quality control activity shall be attended every year. 
The “Checklist for Laboratory’s Participation in Proficiency Testing” (Annex 5) of the assessment report, the “List of the Laboratory’s Participation in Proficiency Testing/Measurement Audit” (Attached Table 5-1), “List of the Laboratory’s participation in Interlaboratory Comparison” (Attached Table 5-2) and “Work Plan for Participation in Proficiency Testing” (Annex 8) of the application shall be mainly reviewed.
3.5 Appraisal requirements of gene amplification testing items
3.5.1 Environment and facility, instrument and equipment, reference materials 
The facility and environment, instrument and equipment, reference materials shall meet the requirements of the declared gene amplification testing items and test standards and methods and are fully equipped. The test reagent and hazardous waste shall be managed and treated according the requirements.  
The corresponding clauses of “Laboratory Onsite Assessment Checklist” (Annex 1) and “Laboratory Onsite Test Record Form” (Annex 3) of the assessment report and the “Testing Laboratory Instrument and Equipment/Reference Material Configuration/Checklist” (Attached Table 4-1) of the application shall be mainly reviewed.
3.5.2 Personnel 
They shall have the degree and work experience in the related specialties.  
The corresponding clauses of “Laboratory Onsite Assessment Checklist” (Annex 1) of the assessment report, “Assessment Record of Laboratory Authorized Signatory” (Annex 2) and the “Laboratory Personnel List” (Attached Table 3) and “Authorized Signatory Application Form” (Attached Table 1-2) of the application shall be mainly reviewed.

3.5.3 Onsite competence verification method 
The onsite assessment shall adopt multi methods of sample retention and retest, onsite show-how, routine test etc. to do onsite witness test on key steps, covering the qualitative and quantitative methods of different principles, different instrument and equipment, different flora and fauna species and different testing personnel. 
The “Scope of Laboratory Testing Competence Recommended for Accreditation” (Attached Table 2-1), “Laboratory Onsite Test Record Form” (Annex 3) and the “Requested Scope of Testing Competence” (Attached Table 2-1) and the “Testing Laboratory Instrument and Equipment/Reference Material Configuration/Checklist” (Attached Table 4-1) of the application shall be mainly reviewed.
3.5.4 Proficiency testing activities
The proficiency testing activities shall comply with the requirements of CNAS-RL02 Rules for Proficiency Testing and CNAS-AL07 Proficiency Testing Fields and Frequency and cover the accredited fields and all of the sub-locations. 
At least one proficiency testing activity of gene amplification shall be attended every year. 
The “Checklist for Laboratory’s Participation in Proficiency Testing” (Annex 5) of the assessment report, the “List of the Laboratory’s Participation in Proficiency Testing/Measurement Audit” (Attached Table 5-1), “List of the Laboratory’s participation in Interlaboratory Comparison” (Attached Table 5-2) and “Work Plan for Participation in Proficiency Testing” (Annex 8) of the application shall be mainly reviewed.
3.5.5 Refer to the Attached Table 3 “Appraisal Key Points of Gene Amplification Items” for specific requirements. 
3.6 Acceptance of Rectification of Non-conformities
3.6.1 Acceptance of non-conformities related to instrument and equipment and environment and facility
3.6.1.1 Cross contamination/mutual interference exists with the environment and facility
During the rectification period, effective segregation methods shall be adopted to eliminate cross contamination/mutual interference. The reasonability of the rectification shall be verified onsite. The rectification will be accepted after meeting the requirements. 
If effective segregation cannot be realized during the rectification, the related competence will not be recommended for accreditation. 
3.6.1.2 Lack of key conditions, e.g. lack of equipment and facilities or failure of the equipment, facilities to meet the testing requirements, lack of reference materials or reference strains etc.
（1）Lack of key equipment: in principle, the competence of the related items/parameters will not be recommended for accreditation. Adding equipment cannot be the only rectification of non-conformity. If the assessment team recommends the corresponding competence to the laboratory onsite, its rectification needs sufficient evidences (the relevant evidences of the purchase proof, traceability, personnel operation, competence maintenance and quality assurance) provided by the assessment team and the laboratory in order to demonstrate its competence has been maintained well without any bad effect. 
（2）Damage of key equipment: the related competence will not be recommended for accreditation during the initial (initial and scope extension) application; the repair records, proof of traceability and whether it has met the requirements of the standard and the evidence of good competence maintenance without bad effect shall be provided for other types of assessment and shall be verified as conforming by the assessment team onsite. 
（3）Lack of reference materials/reference strains: the related competence will not be recommended for accreditation during the initial application; the evidence of reference materials/reference strains purchase, status of traceability, good competence maintenance without any bad effect etc. shall be provided during other types of assessment and the rectification shall be verified as conforming. 
3.6.2 Acceptance of non-conformities related to personnel 
3.6.2.1 The authorized signatory doesn’t meet the relevant specified requirements: recommendation will not be granted or the fields of authorized signature will be limited; 
3.6.2.2 Lack of records of relevant personnel training and job evaluation: providing the records of training, examination and evaluation of the rectification period. 
3.6.2.3 Onsite test personnel haven’t operated the test correctly nor followed the requirements of the standard methods: in principle, the competence of relevant items/parameters will not be recommended for accreditation. If the assessment team gives the corresponding competence to the laboratory onsite, sufficient evidences for rectification acceptance shall be provided, mainly including: the retraining records of the personnel and the records of examination after the training; the evaluation records of the impact on the results of wrong operation; the traceability and treatment results of this test result provided by the personnel; establishing and improving the relevant rules and taking the corresponding preventive actions. 
3.6.3 Acceptance of non-conformities related to standards and methods
3.6.3.1 Validation of non-standard methods and demonstration of standard methods as applied for the first time
（1）Validation of non-standard methods, extension of the scope of standard use and detailed rules for supplementation and improvement of standard testing methods established by the laboratory itself: recommendation for accreditation shall be made for non-standard methods, extension of the scope of standard use and detailed rules for supplementation and improvement of standard testing methods established by the laboratory itself that have not been validated or the validation conclusion is unreasonable. If the validation result is imperfect, the assessment team shall raise non-conformities. Accreditation shall be recommended after the non-conformities have been rectified effectively by the laboratory. 
（2）In principle, accreditation shall not be recommended for the competence of items/parameters related to operations that have not be conducted according to standard methods. If the assessment team gives corresponding competence to the laboratory onsite, sufficient evidences (personnel training, operation evaluation, traceability verification of previous test reports; the relevant validation material shall be provided for those that are non-standard) shall be provided by the assessment team and the laboratory for their rectification to demonstrate that they have the corresponding competence. 
（3）Demonstration of standard methods as applied for initial accreditation: if the method has not been demonstrated, the relevant competence will not be recommended for accreditation.
3.6.3.2 Reagent acceptance has not been carried out or the reagent doesn’t meet the testing requirements.
Carrying out acceptance check of the reagent in use; tracing the issued reports that have used nonconforming reagent(s); establishing the requirements and rules for reagent acceptance check, and taking corresponding preventive actions. 
3.6.4 Acceptance check of non-conformities related to proficiency testing
    The competence of the items/parameters will be recommended for accreditation after the laboratory’s participation in proficiency testing or measurement audit activities with satisfactory results that cover the accreditation fields as applied for and its completion of rectifications 
4 Supporting documents
CNAS-RL01 Rules for the Accreditation of Laboratories
CNAS-RL02 Rules for Proficiency Testing
CNAS-CL09 Guidance on the Application of Testing and Calibration Laboratory Competence Accreditation Criteria in the Field of Microbiological Testing
CNAS-CL10 Guidance on the Application of Testing and Calibration Laboratories Competence Accreditation Criteria in the Field of Chemical Testing
CNAS-CL26 Guidance on the Application of Testing and Calibration Laboratory Competence Accreditation Criteria in the Field of Sensory Testing
CNAS-EL05 Instructions for Description of the Competence Scope for Accreditation of Gene Amplification
CNAS-EL06 Instructions for Description of the Competence Scope for Accreditation in the Field of Food Testing
CNAS-PD19 Procedure for Management of Accreditation Appraisal and Approval 
CNAS-WI19-01 Work Instructions for Accreditation Appraisal and Approval of Testing/Calibration Laboratories and Inspection Bodies
CNAS-AL07 CNAS Proficiency Testing Fields and Frequency
Attached Table 1 
Appraisal Key Points of Microorganism Items
	Classification of testing parameters
	Configuration requirements for instrument and equipment and facilities
	Main auxiliary and pretreatment equipment
	Control and record of environment conditions
	Onsite verification methods

	Indicator microorganism
	Clean bench/Asepsis room
	Incubator, homogenizer
	Control and record of the temperature and humidity of the environment;
UV disinfection and effect evaluation records; regular testing and maintenance verification of clean bench and BSC and records. Identification, passage and preservation and treatment records of standard strains. 
There shall be reasonable distance between the mold laboratory and other microorganism laboratories
	Various ways can be adopted during the onsite assessment for arranging witness test on main testing competence and its key steps and are required to cover ①testing methods with different principles,  ②different pretreatment methods, ③different types of instrument and testing equipment, ④as many testing personnel as possible. 
Regarding the parameters/items of which the laboratory applies initially for accreditation, the same parameter with multi test standards or one test standard containing multi test methods shall be confirmed separately.
The validation methods had better be methods of positive, negative comparison, adding reference culture, onsite follow-up witness etc.
The “Laboratory Onsite Test Record Form” (Annex 3) shall show the information of the onsite test and competence validation as detailed as possible. 

	Pathogenic microorganism
	Biosafe cabinet (BSC)
	Incubator, homogenizer
	
	

	Bifidobacterium, lactic acid bacteria
	Clean bench/Asepsis room
	Incubator, homogenizer
	
	

	Count of mold, saccharomyces
	Humidity control of incubator
	Mold incubator/ biochemical incubator
	
	

	Identification of toxigenic strains
	
	Microscope
	
	

	Commercially sterile
	Class 100 clean environment
	Incubator
	
	


Attached Table 2
Appraisal Key Points of Physicochemical Items
	Classification of testing parameters
	Configuration requirements of instrument and equipment and facilities
	Main auxiliary and pretreatment equipment
	Onsite verification methods

	Pesticide residue
	GC-ECD, FID, NDP etc.
	gel permeation chromatography (GPC), enrichment facility
	Various ways can be adopted during the onsite assessment to arrange witness test on main testing competence and are required to cover①testing methods with different principles, ②different pretreatment methods, ③different types of instrument and testing equipment, ④as many testing personnel as possible. 
Regarding the parameters/items of which the laboratory applies initially for accreditation, the same parameter with multi test standards or one test standard containing multi test methods shall be confirmed separately.
The validation methods shall use unknown sample, recovery of standard addition, sample retention and retest, personnel comparison, instrument comparison, follow-up witness, investigation of standard curve etc., instead of just common test methods.
The “Laboratory Onsite Test Record Form” (Annex 3) shall show the information of the onsite test and competence validation as detailed as possible.


	
	GC-MS
	
	

	Carbamate residue
	LC
	
	

	
	GC 
	Gel permeation chromatography, enrichment facility
	

	Residues of veterinary drug
	LC
	Gel permeation chromatography, enrichment facility, solid phase extraction facility
	

	
	LC-MS/MS
	
	

	
	GC-MS
	
	

	Biotoxin
	LC
	Safety requirements of laboratories
	

	
	LC-MS/MS
	
	

	
	Fluor spectrophotometer 
	
	

	
	Bidi-rectional Flow enzyme-linked immuno sorbent assay reading device 
	
	

	
	thin-layer
	
	

	Vitamin
	LC-UV, fluorescence, diode array, evaporative light-scattering detector
	Enrichment facility, saponification, enzymolysis facility
	

	
	LC-MS/MS
	　
	

	
	GC
	　
	

	
	Fluor spectrophotometer
	　
	

	
	Microbiological method
	Purification requirements for incubators, strains, reagents
	

	Food additives
	LC (preservative, sweetener, pigment)
	　
	

	
	GC (sodium cyclamate) 
	　
	

	Functional components of health food
	LC-UV, fluorescence, differential, diode array, evaporative light-scattering detector
	　
	

	
	Spectrophotometer
	　
	

	Sugar, oligosaccharide
	LC- diode array, evaporative light-scattering detector, burette
	　
	

	Illegal additives
	GC-MS
	　
	

	
	LC-MS/MS
	　
	

	
	LC
	　
	

	Anion, cation
	Ion chromatograph
	　
	

	Metallic element
	Atomic absorption- graphite furnace, flame, hydride
	Microwave digestion, muffle furnace
	

	
	Atomic absorption- graphite furnace, hydride
	
	

	
	Atomic fluorescence
	
	

	
	ICP
	
	

	
	ICP-MS
	
	

	
	Spectrophotometer
	
	

	Routine analysis
	　
	　
	

	Gravimetric method
	Relevant pretreatment equipment and balance (precision) 
	　
	

	Titration
	Auto-titrator, burette and its precision
	　
	

	Other routine chemical analysis methods
	　
	　
	


Attached Table 3
Appraisal Key Points of Gene Amplification Items
	Classification of test items
	Configuration requirements of instrument and equipment and facilities
	Main auxiliary and pretreatment equipment
	Onsite verification methods

	Qualitative, quantitative testing
	PCR
	Autoclave
	The onsite assessment can adopt the methods of sample retention and retest, onsite show-how, routine test etc. for arranging onsite witness test on key steps and cover qualitative and quantitative methods with different principles, different instrument and equipment, different flora and fauna species and different testing personnel.
The “Laboratory Onsite Test Record Form” (Annex 3) shall show the information of the onsite test and competence validation as detailed as possible.

	
	Electrophoresis apparatus and electrophoresis tank
	Ultra-low temperature freezer
	

	
	Gel analysis imaging system
	Refrigerated centrifuge
	

	
	Ultraviolet and visible spectrophotometer
	Thermostat water bath
	

	
	Balance (1mg，0.1mg)
	
	

	
	Clean bench
	
	

	
	Real-time fluorescence PCR
	
	

	
	The probe that is matching with the template DNA and has fluorophore label on two ends
	
	

	
	Quantitative testing shall: clone plasmid that has objective gene segment for positive comparison
	
	

	Genechip Testing Method
	Genechip arrayer
	Rinse tank
	

	
	UV cross linker
	Darkroom
	

	
	PCR
	
	

	
	Genechip scanner, software that distributes signal-noise ratio
	
	

	
	Hybridization instrument
	
	

	Protein Testing Method
	Enzyme-labeled instrument
	Refrigerated centrifuge (4000-10000g)
	

	
	PCR
	Homogenizer
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