Version: C                                     CNAS-PD32                        Number of pages: 8
Revision: 0                             Procedure for Validation Audit                            Page: 8

Procedure for Validation Audit
1 Purpose and Applicable Scope 

1.1 This procedure is established for the purpose of regulating relevant requirements of validation audit. 

1.2 This document applies to the validation audits implemented by CNAS.
2 Terms and Definitions 

2.1 Validation audit visit: Process that an assessment team assigned by the accreditation body visits the certified organization, assesses the management system operation and certification information, and draws conclusions on effectiveness of the management system operation and accredited certification. Validation audit visit forms an indispensible part of a validation program, in which the assessment shall be on a sample basis and in accordance with certification standards and accreditation specifications.
Note: A validation audit program usually consists of several validation audit visits.
2.2 Assessment team of validation audit program: a work group made up of all the assessment personnel that carry out validation audit of a certain certification body and are supported by technical experts where necessary.  

Notes: 1. One assessor of the validation audit team is appointed as the team leader. 

2.An assessment team of validation audit program may consist of several assessment teams of validation audit visit. 

2.3 Assessment team of validation audit visit: a work group made up of all the assessment personnel that carry out a validation audit visit of a certified organization and are supported by technical experts where necessary. 

Note: One assessor of the assessment team of validation audit visit is appointed as the team leader.
3 References 

CNAS-RC01 Rules for the Accreditation of Certification Bodies 

CNAS-RC02 Rules for Sanctions against the Accreditation of Certification Bodies 

Bodies 

CNAS-PD01 Procedure for Impartiality and Confidentiality Control 

CNAS-PD26 Procedure for Special Surveillance
4 Responsibilities 

4.1 The Accreditation Department Six is responsible for the organization and implementation of validation audits. 

4.2 The deputy chief executive in charge of validation audits approves the annual plan of validation audit. 

4.3 Relevant accreditation departments are responsible for providing information needed by validation audit.  

4.4 CNAS Assessor Department is responsible for providing assessment resources needed by validation audits. 

4.5 The assessment team for a validation audit program is responsible for carrying out the validation audit. 

4.6 The team leader of assessment team for a validation program is responsible for leading the validation audit team to carry out the validation audit according to the planned requirements and putting forward recommendations on result . 

4.7 The team leader of verification audit visit is responsible for organizing the onsite verification and formulating the Report of Validation Audit Visit. 

4.8 The Accreditation Department Seven is responsible for organizing relevant personnel to make accreditation decision recommendation and report to CNAS Chief Executive for approval. 

5 Procedures
CNAS project managers shall manage the validation audit program in accordance with the Work Instructions on Management of Validation Audit Programs (CNAS-WI-32-01).

Assessment personnel of validation audits shall assess on the spot in accordance with the Work Instructions on Assessment of Validation Audit (CNAS-WI32-02).

5.1 Determination of the annual plan for validation audit 
The Accreditation Department Six shall develop an annual plan for validation audit and submit it to the deputy chief executive in charge for approval. The annual plan shall consist of the focus of the validation audit this year, amount and principles of sampling, etc. The annual plan could be developed phase by phase.
5.2 Selection of validation audit targets
5.2.1The Accreditation Department Six is responsible for compiling a list of certification bodies intended to be validation audit targets. The list shall be drawn up from analysis of certification body information collected from various sources by the Accreditation Department Six. 
5.2.2 The chief executive, deputy chief executives in charge, assistant chief executive (where necessary), the Accreditation Department Six and related departments shall jointly discuss and determine the certification bodies against whom the validation audits will be carried out. 
5.2.3 The Accreditation Department Six is responsible for determining the certified organizations where the validation audit visit will take place. 
5.2.4 The certification bodies shall be determined according to the annual plan of validation audits with (but not limited to) the following factors taken into account:
1）major or numerous problems are found in national or industrial spot check;

2) rated as class C in the hierarchical management of certification body accreditation;
3) numerous problems are found in accreditation assessments;

4) major changes or other changes which may affect accreditation status occurred in certification body;

5) major or numerous complaints against the certification bodies are received by CNAS;
6) large number of quality, safety or environmental pollution accidents occurred in their certified organizations;

7) abnormal growth of certification certificates;

8) with numerous high-risk certified organizations;

9) accepted large number of certification transfers;
10) certification resources do not match with certification work load;

11) numerous certification are granted to organizations which are refused upon assessment, suspended or withdrawn by other certification bodies;

12) other information reflecting that certification or management are with high risk;

13) random sample.  
5.2.5 Upon settlement of certification bodies, certified organizations for validation audit visit will be selected in consideration of (but not limited to) the following factors:
1）certified organizations with problems found in national administrative spot check; 
2）certified organizations with quality, safety or environmental pollution accidents;
3）certified organizations with its certification involved in complaints or media exposure; 
4）certified organizations which are refused upon assessment, suspended or withdrawn by other certification bodies ;
5）certified organizations of the type, industry or region which are high-risk or with a large number of problems; 
6）certified organizations with which other information reflects possible problems; 
7）random samples.
5.3 planning
The Accreditation Department Six shall plan a specific validation audit  program based on the annual plan, complete the Validation Audit Planning Form and submit it to the director of the Accreditation Department Six for approval. The plan shall consist of the reasons for choosing the certification body as a sample, focus of the assessment, reasons for the selection of the organization for validation audit visit and the composition of the assessment team for the validation audit program, etc.
5.4 Appointment of the assessment team for a validation audit program
5.4.1 An assessment team for a validation audit program shall be organized and a team leader shall be appointed. The assessment team for a validation audit program shall consist of over 2 (including 2) assessment teams for validation audit visit. Each assessment team for a validation audit visit of a certified organization shall be made up of at least 2 assessment personnel with a team leader. Technical experts shall be allocated to the assessment team where necessary.   
5.4.2 The Accreditation Department Six shall select the assessment personnel with the qualifications and competence as required by the validation audit.
5.4.3 A validation audit visit generally lasts 1-2 man-days. 
5.4.4 The Accreditation Department Six shall, upon approval of the program plan, issue the Validation Audit Assignment and the Validation Audit Planning Form to the assessment team for validation audit program. Members of the assessment team for validation audit program shall fill in the Validation Audit Impartiality Statement. 
5.5 Implementation
5.5.1 The assessment team for validation audit program shall carry out validation audit and validation audit visit according to requirements of validation audit plan.
5.5.2 Validation audit visit
5.5.2 1) Preparation for validation audit visit
The team leader shall formulate the Validation Audit Visit Plan after receiving the Validation Audit Assignment and Validation Audit Planning Form. Where necessary, the team leader shall train the technical expert prior to the visit.
5.5.2 2) Inform the certificate issuer of certified organization
The team leader for validation audit visit shall send the Validation Audit Notice to the certificate issuer of the certified organization through email or fax prior to the visit. Where email or fax is not accessible, a notification through phone call is acceptable and relevant records shall be retained. 
5.5.2 3) Communication meeting of validation audit visit
The assessment team for validation audit visit shall hold a communication meeting with the certified organization. 
In the meeting, the assessment team shall:
a) present the Notice of Validation Audit Visit and seek the consent of the certified organization;
b) introduce the team members and work allocation;
c) explain the objective and criteria of the visit;
d) brief the method and procedure to be used in the visit;
e) commit to confidentiality;
f) clarify relevant problems.
5.5.2 4) Personnel attending the communication meeting shall fill in the Attendance Sheet for Validation Audit/Validation Audit Visit.
5.5.2 5) Implementation of Validation Audit Visit 
a) The assessment team shall assess the certified organization in accordance with the Validation Audit Visit Checklist. The nonconformance identified, if any, shall be recorded and relevant evidence collected.  
b) The assessment team shall document the findings identified in the List of Findings Found in Validation Audit Visit and Facts Confirmation, which shall be communicated with the certified organization and seek the consent of the certified organization before leaving the site.
c) Where major problems or problems demanding prompt follow-up are identified during the visit, the assessment team shall promptly report to the Accreditation Department Six.  The Accreditation Department Six shall take necessary actions in a timely manner.
d) The assessment team shall request the person who is responsible for the certified organization to complete the “Questionnaire on management system operation of certified organization” and gather relevant comments during the validation audit visit to learn the basic conditions of the organization.
5.5.2 6) Internal communication of the assessment team for validation audit visit
The assessment team shall communicate during the assessment process so as to adjust the assessment focus in a timely manner and formulate consistent opinions within the team. 
5.5.2 7) Validation audit visit report
The leader of the assessment team for validation audit visit shall document the assessment results into the Validation Audit Visit Report and submit it to the team leader of the assessment team for the validation audit program within one week from the end of the visit.
5.5.3 Results of validation audit
5.5.3.1) The team leader of the assessment team for validation audit program shall formulate a nonconformity report of certification body through processing and analyzing the Validation Audit Visit Report submitted by the assessment team for validation visit and following up of relevant problems where necessary. The nonconformity report shall be submitted to the certification body for confirmation.
5.5.3.2) The nonconformity report may be confirmed in the office of the certification body or by making appointments with personnel of the certification body out of its office. The Attendance Sheet of Validation Audit/Validation Audit Visit and the Honesty and Self-disciplinary Statement (where necessary) shall be completed before the confirmation and relevant record of the confirmation process shall be retained. 
5.5.3.3) Team leader shall document the assessment result in the Draft Validation Audit Report and submit all the assessment documents to Accreditation Department Six within 5 working days from the close of nonconformity verification. Team leader shall promptly inform Accreditation Department Six of, if any, serious problems of the assessed party which might influence accreditation status and submit relevant documents to Accreditation Department Six. 
5.6 Result handling
5.6.1 The Accreditation Department Six shall document the recommendations on result handling in the Validation Audit Result Handling Proposal Sheet. Recommendations shall be drew from review of assessment documents and, where necessary, consideration of other documents,
5.6.2Where it is recommended to maintain, partially/fully suspend or partially/fully revoke accreditation, the Accreditation Department Six shall transfer the Validation Audit Report to the Accreditation Department Seven to be appraised upon consented by the assessed party.
5.6.3 Where it is recommended to maintain accreditation upon written warning to the assessed party, the Accreditation Department Six shall deliver the Letter of Warning to the certification body within 5 working days and transfer the Validation Audit Report to Accreditation Department Seven upon consented by the assessed party.  
5.6.4 If the problems found in the validation audit result in the need to carry out special surveillance assessment of the certification body, a special surveillance will be conducted according to “Procedure for Special Surveillance”(CNAS-PD26). How to handle the validation result shall be recommended along with the recommendations on handling of the special surveillance result.
5.7 A validation audit program shall be submitted for accreditation appraisal within 120 working days (excluding the time used by the certification body to rectify) from the Validation Audit Assignment is issued. In case a program cannot be finished on time due to certain special reasons, the Accreditation Department Six shall fill in the Approval Form for Prolonging Validation Audit Handling and submit the form to the Deputy Chief Executive in charge for approval. A certification body shall complete the rectification, if required, within 30 working days.
5.8 Upon close of a validation audit program, the Accreditation Department Six shall complete the Validation Audit Information Transfer Sheet and transfer it to relevant departments within 10 working days. 
6 Recovery
If a certification body is suspended due to validation audit, when receiving the application for recovery from Accreditation Department Seven, Accreditation Department Six shall complete the Plan for Corrective Action Verification (CNAS-PD26-11) with the methodology, personnel and focus of verification determined(as necessary). The assessment team shall verify the corrective actions taken by the certification body and complete the Verification Report (CNAS-PD26-12). The Accreditation Department Six shall review the Verification Report then transfer it to the Accreditation Department Seven for evaluation upon the consent of the certification body to the report.
7 Upgrading, Competence Development and Monitoring of Assessment Personnel
7.1 Assessor upgrading, competence extending and monitoring
The upgrading, competence extending and monitoring of assessors shall be arranged in accordance with plans of Assessor Department. 
7.2 Technical expert monitoring: In the assignment of a validation audit team, it shall be specified that the team leader evaluates the performance of the technical expert. After each assessment, the team leader shall complete the “Evaluation Record for the Performance of Technical Experts of Certification Body Accreditation” (CNAS-PD10-14), submit it to the Accreditation Department Six, which shall feed it back to the Assessor Department.
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