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Procedure for Management of Accreditation Appraisal and Approval

1 Purpose and applicable scope
1.1 This procedure is intended to ensure that accreditation appraisal and approval activities are carried out in an orderly, effective and regularized manner and that accreditation risks are effectively controlled.
1.2 This procedure is applicable to the management of accreditation appraisal and accreditation qualification approval for various conformity assessment bodies (CAB’s).
2 Referenced documents
2.1 CNAS-J05 Work Rules for the Special Committee for Appraisal
2.2 CNAS-R01 Rules for the Use of Accreditation Symbols and Claims of Accreditation Status
2.3 CNAS-RC01 Rules for Accreditation of Certification Bodies
2.4 CNAS-RC02 Rules for Handling Accreditation Qualification of Certification Bodies
2.5 CNAS-RL01 Rules for Accreditation of Laboratories
2.6 CNAS-RI01 Rules for Accreditation of Inspection Bodies
2.7 CNAS-RL02 Rules for Proficiency Testing
2.8 CNAS-RL05 Rules for Accreditation of Laboratory Biosafety
2.9 CNAS-RL06 Rules for Accreditation of Proficiency Testing Providers
2.10 CNAS-RL07 Rules for Accreditation of Reference Material Producers
2.11 ISO 31000 Risk Management—Principles and Guidelines
3 Terms and definitions
N/A
4 Responsibilities
4.1 Accreditation Department 7 is responsible for reviewing accreditation projects (including granting, maintaining, extending, reducing, suspending, restoring, canceling and withdrawal of accreditation) and organizing appraisals and approvals. Meanwhile, Accreditation Department 7 can make recommendations on handling of the accreditation qualification of CAB’s that have apparently violated accreditation rules and national laws and regulations.
4.2 Relevant accreditation assessment departments shall make recommendations on granting, maintaining, extending, reducing, suspending, restoring, canceling and withdrawing accreditation qualification of various CAB’s.
4.3 The Deputy Chief Executive or his authorized person is responsible for the review and approval of the recommendations of Accreditation Department 7. The approved recommendations shall be submitted to the Appraisal Special Committee (hereinafter referred to as the Appraisal Committee). 
4.4 The Chief Executive or the head of Accreditation Department 7 authorized by the Chief Executive is responsible for making accreditation decision within his scope of direct approval or on the basis of the appraisal conclusion made by the Appraisal Committee.
4.5 The Appraisal Committee shall carry out the appraisal work in accordance with CNAS-J05 Work Rules for the Special Committee for Appraisal.
4.6 The leader of an appraisal team is responsible for implementation of the appraisal team meetings and evaluation of the performance of every member participating in the appraisal work.
5 Risk management
5.4.1 Risk management principles
To effectively manage risks, the accreditation appraisal and approval activities shall follow the principles below:
    a) Risk management is an indispensable and important constituent part of accreditation appraisal and approval activities and shall be integrated into the following activities;
b) The comments and conclusions resulting from accreditation appraisal and approval shall fully consider risk management;
c) Use of appropriate methods in risk management is helpful to improving the efficiency of accreditation appraisal and approval;
d) There shall be sufficient communication with interested parties;
e) The accreditation appraisal and approval activities shall remain constantly sensible to the changes of accreditation requirements and be appropriately adjusted accordingly. 
5.4.2 Risk management process
5.4.2.1 Information identification
    Information from inside and outside the accreditation body related to appraisal and approval activities includes but is not limited to:
a) changes related to laws, regulations, rules and accreditation policies from international accreditation organizations, governments, industries and accreditation bodies;
b) the assignment type of the assessed CAB and complexity of relevant changes;
c) interested relations of the members of the appraisal team members with the assessed CAB;
d) complaint(s) from interested parties.
5.4.2.2 Risk evaluation and countermeasures
Risk countermeasures shall be based on adequate identification and analysis of the risks of various appraisal tasks and their impact scope and potential consequences. Factors to be considered include but are not limited to:
a) analysis of the risk level;
b) requirements of international accreditation organizations, governments, industries and accreditation bodies regarding laws, regulations, rules and accreditation policies;
c) cost for implementing the risk countermeasures, including manpower, time and expenses;
d) complaint(s) from interested parties.
The above factors shall be analyzed, the accessibility of risk shall be determined and one or more countermeasures to risk shall be prepared, so as to ensure the effectiveness of accreditation appraisal and approval.
5.4.3 Implementation of risk management
a) developing procedures to ensure the accreditation appraisal and approval activities are carried out in an orderly, effective and regularized manner;
b) developing the works instructions for accreditation appraisal and approval to define the review and evaluation requirements and ensure the effectiveness of appraisal;
c) clarifying those types of assignments that need not be submitted to the Appraisal Committee for review, therefore improving the efficiency of appraisal and approval;
d) establishing the communication mechanism to ensure timely feedback and handling of appraisal issues;
e) establishing the time limit management mechanism to ensure the timeliness of accreditation appraisal and approval activities;
f) monitoring and checking risk management through conventional and periodic check and monitoring of known risks.
6 Contents
6.1 Document review
6.1.1 Accreditation Department 7 is responsible for reviewing the integrity and conformity of the project documents submitted by the accreditation assessment departments and verifying relevant information in the office system. Projects which meet requirements shall be submitted to the Deputy Chief Executive or his/her authorized person for approval before they are transferred to the Appraisal Committee. Projects which do not meet requirements shall be returned to relevant accreditation assessment departments for recheck and supplementation.
6.1.2 On the basis of the risk identification, some projects do not need to be submitted to the Appraisal Committee for appraisal. In accordance with Clause 6.3.2--6.3.4, Accreditation Department 7 shall submit such projects to the Chief Executive or his authorized person, i.e. head of Accreditation Department 7 for direct approval. Other projects shall be approved by the Deputy Chief Executive or his or her authorized person before being submitted to the Appraisal Committee.
6.2 Accreditation appraisal
6.2.1 Establishment of Appraisal Team
In light of the actual situation, Accreditation Department 7 shall determine time and workload of appraisal and complete the appraisal organization work and notify the appraisal team members within defined time.
Accreditation Department 7 shall select at least 3 members from the Appraisal Committee to compose an appraisal team and appoint a team leader. Principles for the composition of the appraisal team are as follows:
a) There shall be at least one Appraisal Committee member for relevant scheme;
b) When the appraisal team doesn’t have an Appraisal Committee member for the relevant scheme, appraisal technical expert(s) can be invited to participate in the appraisal and propose review comments, which shall become the basis for appraisal conclusion;
c) Members of an appraisal team shall have no conflict of interest with the appraised CAB and have not participated in assessment of the appraised CAB.
6.2.2 Requirements for the appraisal work
6.2.2.1 The appraisal team mainly reviews and evaluates the conformity and accuracy of the appraisal projects submitted by the Secretariat in accordance with the requirements of the system documents. The appraisal projects shall be reviewed item by item against the content specified respectively in CNAS-PD1919-01 Accreditation Appraisal Form for Laboratories and Inspection Bodies (I) or CNAS-PD19-02 Accreditation Appraisal Form for Laboratories and Inspection Bodies, CNAS-PD19-03 Accreditation Appraisal Form for Certification Body, CNAS-PD19-04 Appraisal Form for Good Laboratory Practice (GLP) Conformity Check. Appraisal technical experts review the projects of relevant schemes and fill in CNAS-PD19-05 Form for Comments from Appraisal Technical Experts where necessary.
6.2.2.2 In principle, a member of an appraisal team shall review no more than 6 projects per day. Each member of the appraisal work team shall review projects related to his/her specialized areas, present the review results to all members of the team and give his/her recommendations. Accreditation Department 7 and/or relevant accreditation assessment departments are responsible for making oral or written explanation regarding the queries raised by the appraisal team.
6.2.2.3 Appraisal can be conducted via electronic means. Relevant staff of Accreditation Department 7 shall send all the information of the appraisal projects to the relevant Appraisal Committee members via e-mails or the information management system. The appraisal team members review the electronic information of the appraisal projects and give their recommendations. The appraisal team members may vote on the appraisal recommendations via electronic signature, printed signature or other means that can indicate their identities. Accreditation Department 7 shall retain relevant records.
6.2.2.4 The appraisal team leader shall supervise and comment on the performance of each appraisal team member. Accreditation Department 7 shall collect these comments and use them as a basis for evaluation of the appraisal personnel.
6.2.2.5 Accreditation Department 7 shall keep records of the issues found by appraisal teams during appraisals and give feedbacks to relevant accreditation assessment departments.
6.2.2.6 The leader of an appraisal team shall collate and sum up every appraisal and fill in CNAS-PD19-06 Comments from the Appraisal Team in which to put forward common issues or suggestions where necessary. Accreditation Department 7 shall make study and summary of them and report to the Chief Executive. With respect to common issues found during appraisals that need timely feedback, CNAS-PD19-07 Appraisal Information Transfer Sheet shall be completed and transferred to relevant departments.
6.2.2.7 If important issues are discovered during appraisal that require adjustment of the management of accreditation policies and procedures or technologies that need be studied and settled, Accreditation Department 7 and/or relevant departments/offices shall make proposals and submit them to the relevant leaders of the secretariat for approval and implementation.
6.2.3 Appraisal conclusion
The appraisal team studies and discusses the comments or recommendations of the Appraisal Committee members. The appraisal technical experts present technical comments but do not have voting rights. Appraisal conclusion can be reached with the consent of at least two thirds of the Appraisal Committee members. When an appraisal team consists of three Appraisal Committee members, the appraisal conclusion shall be reached by affirmative votes from all members of the team. Where an appraisal conclusion is not reached, appraisal team meeting shall be held again until the specified affirmative votes are obtained. The appraisal conclusions can be as follows:
a) granting accreditation;
b) denying accreditation;
c) granting accreditation for part of the scope;
d) deferring accreditation decision.
6.2.4 Handling appraisal conclusions
6.2.4.1 In accordance with the appraisal conclusions, Accreditation Department 7 can directly process the approval formalities or transfer the comments of the appraisal team to relevant accreditation assessment departments.
6.2.4.2 Accreditation Department 7 shall verify the rectification suggestions from the appraisal teams and relevant accreditation assessment departments are responsible for organizing the implementation of these suggestions. Relevant accreditation assessment departments shall complete the rectifications within defined time. Serious issues affecting appraisal conclusions shall be reviewed again by the Appraisal Committee. Accreditation Department 7 shall review the rectifications implemented by the accreditation assessment departments and proceed with the approval formalities once they meet requirements.
6.2.4.3 Accreditation Department 7 shall notify relevant accreditation assessment departments of the appraisal conclusions and process relevant formalities when all or part of the competences of an appraisal project fail to pass or are deferred in accreditation decision. If effective rectification can be implemented within a short period, Accreditation Department 7 shall consult with relevant accreditation assessment departments regarding rectifications based on the recommendations from the appraisal team. The maximum time allowed for rectification is 3 months. The rectified projects shall be submitted to the Appraisal Committee again. If a CAB fails to rectify effectively within the time limit, Accreditation Department 7 shall process relevant formalities for denying accreditation to part or full scope.
6.3 Accreditation approval
6.3.1 The Chief Executive or his authorized person, i.e. head of Accreditation Department 7 is responsible for approving the appraisal conclusions made by the Appraisal Committee and signing the accreditation certificate, which takes effect on the date of approval by Chief Executive or his authorized person. The Chief Executive or his authorized person, i.e. head of Accreditation Department 7 cannot change the appraisal conclusions made by the Appraisal Committee, but may defer the approval if there is any doubt or anything inappropriate found. The Appraisal Committee/relevant accreditation assessment departments shall conduct clarification, correction or, where necessary, reappraisal.
6.3.2 For maintenance and renewal of the accreditation qualification of an accredited CAB at the time of periodic surveillance assessment and reassessment (without scope extension), the secretariat shall appoint at least 1 person familiar with the accreditation requirements for the relevant scheme to review the assessment conclusion and relevant information. The Chief Executive or his authorized person, i.e. head of Accreditation Department 7 shall make the decision on maintaining or renewing accreditation qualification.
6.3.3 Under circumstances such as the following where accredited laboratories and related bodies or inspection bodies apply for scope extension with no substantial changes to competence, the secretariat shall organize at least 1 person familiar with the accreditation requirements for the relevant scheme to review the assessment conclusions and relevant information and the Chief Executive or his authorized person, i.e. head of Accreditation Department 7 shall make the direct approval decision: 
a) the competence has been accredited and the scope extension only involves standard extension (e.g. adopting a standard by equivalent, adopting a standard partially with modification, judgement standard etc.);
b) the test principles of competence have been accredited and the scope extension involves the competence using the same principles;
c) increasing the calibration measurement scope;
d) adjusting the level of uncertainty.
6.3.4 The Chief Executive or his authorized person, i.e. head of Accreditation Department 7 can make decisions directly under the following circumstances:
a) making direct decision on the change of standard(s) within the competence scope of the accredited CAB;
    b) making direct decision on reduction and suspension when an assessment team proposes reduction and suspension of an accredited project because it finds during the onsite assessment that the personnel, apparatus and environment of the laboratory and related bodies or inspection bodies apparently don’t meet the accreditation requirements;
c) making direct decision on reduction of scope when an accredited CAB volunteers to reduce its accreditation scope;
d) making direct decision on suspension or cancellation when an accredited CAB volunteers to have its accreditation qualification suspended or canceled;
e) making direct decision on suspension, withdrawal/cancellation when an accredited CAB apparently violates accreditation rules (such as failure in accepting regular surveillance as scheduled, paying accreditation fees or participating in proficiency testing activities as specified) or government laws and regulations (e.g. legal status or business qualification as a certification body has been suspended, withdrawn/canceled);
f) making direct decision as to whether to approve the conclusion of a mandatory witness of a 6-digit scope within an accredited 2-digit scope of an accredited certification body;
g) making direct decision on approval or withdrawal of the authorized signatories of accredited laboratories and related bodies or inspection bodies when there are changes to the authorized signatories;
h) making direct decision on withdrawal when the special proficiency testing results of accredited laboratory and related bodies or inspection bodies are unsatisfactory and the rectifications don’t meet requirements;
i) making direct decision on either restoration or withdrawal of the accredited CAB’s suspended under the above circumstance that have either completed or have failed to complete the relevant specified work;
j) making direct decision on the merger of accredited competences when several accredited CAB’s are merged into one;
k) making direct decision on the separation of accredited competences when an accredited CAB splits into several CAB’s.
6.3.5 After receiving the project files, Accreditation Department 7 shall complete the submission to the Chief Executive or his authorized person, i.e. head of Accreditation Department 7 for approval within the specified time (excluding the rectification time of relevant departments). The Chief Executive or his authorized person, i.e. head of Accreditation Department 7 shall make accreditation decisions within the specified time. Accreditation Department 7 shall justify for failure to complete relevant work within the specified time, which can be prolonged by approval of the Chief Executive.
6.4 Time requirements
6.4.1 The time limits for appraisal and approval of laboratories and related bodies or inspection bodies shall follow requirements in CNAS-WI19-01 Work Instructions for Accreditation Appraisal and Approval of Testing/Calibration Laboratories and Inspection Bodies
6.4.2 The time limits for appraisal and approval of certification bodies shall follow the requirements in CNAS-WI19-02 Work Instructions for the Management of Accreditation Appraisal of Certification Bodies
7 Supporting Documents
CNAS-WI19-01 Work Instructions for Accreditation Appraisal and Approval of Testing/Calibration Laboratories and Inspection Bodies
CNAS-WI19-02 Work Instructions for the Management of Accreditation Appraisal of Certification Bodies
CNAS-WI19-03 Work Instructions for the Management of Accreditation Appraisals of the Quality and Competence of Medical Laboratories
CNAS-WI19-04 Work Instructions for Accreditation Appraisal of Food Testing Laboratories
CNAS-WI19-05 Work Instructions for Accreditation Appraisal of Certification Bodies and Handling of Problems Found
8 Relevant record forms
CNAS-PD19-01 Accreditation Appraisal Form for Laboratories and Inspection Bodies (I)
CNAS-PD19-02 Accreditation Appraisal Form for Laboratories and Inspection Bodies (II)
CNAS-PD19-03 Accreditation Appraisal Form for Certification Bodies
CNAS-PD19-04 Appraisal Form for Good Laboratory Practice (GLP) Conformity Check
CNAS-PD19-05 Form for Comments from Appraisal Technical Experts
CNAS-PD19-06 Comments from the Appraisal Team
CNAS-PD19-07 Appraisal Information Transfer Sheet
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