[image: image1.jpg]



CNAS-CI01-A003
Guidance on the Application of Inspection Body Competence Accreditation Criteria in the Field of

CCC Factory Inspection

CNAS

Contents
2Foreword


31  Scope


32  Normative references


33  Terms and definitions


34  General requirements


34.1 Impartiality and independence


44.2 Confidentiality


55  Structural requirements


55.1 Administrative requirements


65.2 Organization and management


66 Resource requirements


66.1 Personnel


86.2 Facilities & equipment


86.3 Subcontracting


87 Process requirements


87.1 Inspection methods and procedures


97.2 Handling inspection items and samples


97.3 Inspection records


97.4 Inspection reports and inspection certificates


107.5 Complaints and appeals


108 Management system requirements


108.1 Options


108.2 Management system documents (option A)


108.6 Internal audit (option A)


108.7 Corrective action (option A)




Foreword
CCC (China Compulsory Certification) factory inspection is one of the fields of accreditation provided by China National Accreditation Service (CNAS) for inspection bodies engaged in inspections over the compliance of the quality assurance ability of manufacturing factories with the relevant laws and regulations, standards or special requirements and / or over the consistencies of products manufactured on site with the approved samples accepted. 
This document is CNAS’s further interpretation of CNAS-CI01: 2012 “Accreditation Criteria for the Competence of Inspection Bodies” in light of the characteristics of CCC factory inspections. It neither adds to nor reduces the requirements of this Criteria. 
This Document shall be applied in parallel with the CNAS-CI01: 2012 “Inspection Body Competence Accreditation Criteria”

In terms of structure layout, the clause numbers and clause titles for the chapters and sections in this document are aligned to those in CNAS-CI01:2012. The actual contents of the application guidance on CNAS-CI01：2012 are given at the end of corresponding clauses.
This document replaces CNAS-CI05:2015.
Compared with CNAS-CI05:2015,this revision only involves the change of document number.
Guidance on the Application of Inspection Body Competence Accreditation Criteria in the Field of CCC Factory Inspection
1  Scope
A factory inspection as described in this Document may refer to an inspection over the compliance of a manufacturing factory’s quality assurance ability with the requirements specified in the Rules of CCC Implementation (abbreviated as “Implementation Rules”), which is simply called quality assurance competence inspection or a check of consistencies of the products manufactured on site by a manufacturing factory with the approved samples  (abbreviated as "product consistency inspection”)  or both.
The results of such inspections shall be used to support CCC.
2  Normative references
The following referenced document is indispensable for the application of this document. For dated references, only the edition cited applies. For undated references, the latest edition of the referenced document (including any amendments) applies.
CNAS-CI01 Accreditation Criteria for the Competence of Inspection Bodies
CNAS-CI01-G001 Application of Accreditation Criteria for the Competence of Inspection Bodies
3  Terms and definitions
The terms and definitions established in CNAS-CI01 apply to this document.
4  General requirements
4.1 Impartiality and independence
4.1.2 The inspection body shall have documented procedures to ensure that the inspection body and its staff are not affected by internal and external pressures and interests and the documents are enforced effectively.

The inspection body shall have documented procedures to ensure that adequate time and human resources are allocated to site inspection and avoid possible impacts on the effectiveness of the inspection results due to unreasonably short time or inadequate human resources allocated to site inspection. The adequacy of the professional competence of the inspectors shall be considered as a part of the adequacy of human resources.
4.1.6 Inspection bodies with the inspection results used for supporting the certification are Class A inspection bodies.
An inspection body, which is engaged in, by itself or its parent organization, certification, inspection, testing services other than the CCC factory inspections, shall establish relevant management systems and guarantee that it will be operated continuously and effectively to ensure that the CCC inspection activities are implemented and the inspectors are conducting the inspection activities in an independent way. The inspection body shall not use the CCC inspection activities to the advantage of development or implementation of other certification, inspection and testing services and shall strictly distinguish the CCC inspection services from other services in external promotion or advertisements.

4.2 Confidentiality

4.2.1 The inspection body shall implement its confidentiality control measures over the following contents as a minimum requirement: 

—Information of the applicant or the inspected party as provided by the certification body;
—Documents and materials submitted by and related to any information of the entrusting organization or the inspected party;
· Information acquired by the inspectors during the site inspection, including inspection records, inspection reports, etc.
The staff of the inspection body subject to its confidentiality requirements shall at least include the management personnel, inspectors, technical experts and the relevant personnel of the subcontractors.

The confidentiality measures taken by the inspection body shall give the assessment team sufficient confidence in the effective implementation of the related confidentiality policies and regulations.

5  Structural requirements
5.1 Administrative requirements
5.1.1 The assessed party may be an organization with legal status or a part of such an organization.

5.1.2 An organization chart shall be available to indicate the inspection body’s position in its parent organization as well as its relation with the other organizations in its parent organization and describe the activities undertaken by the other organizations.

5.1.3 The scope of competence of the inspection body shall be detailed according to the Implementation Rules. The inspection body that provides CCC factory inspections for different organizations shall also detail its scope of competence according to the Implementation Rules, which shall be defined in the form of contracts or agreements agreed with the entrusting organization.

5.1.5 The inspection body shall have documented procedures to ensure that the inspection personnel have access to documents and necessary test tools prior to the factory inspection, such as product standards, product test reports or product description reports, list of critical components and materials, changes of the certified products, records of rectification to the products during the certification application or supervision stages, gauges, inspection tools and reference materials.

The inspection body shall have documents that are clearly understood and confirmed by the entrusting organization and the inspected party to describe the conditions for factory inspections. Such documents may include applications submitted by the applicant or contracts signed by both parties. Conditions required for conducting a factory inspection generally include, but not limited to:
 (1) Documents and materials necessary to be delivered by the entrusting organization or inspected party prior to a site inspection. Such documents and materials may include the factory’s organization chart, managers and responsibilities of each departments, a simple production flowchart of the products, necessary quality system documents or document list, a list of key production and testing equipment, etc.
(2) Conditions or assistances required for the site inspection, which should be provided to the inspectors，such as personnel from the entrusting organization or the inspected party required to be on site, products to be manufactured on site or to be provided for inspection, basic transportations and communications and safety protection articles provided to the inspectors.

 (3) Way of inspection report submission and terms of payment. 

5.2 Organization and management

5.2.3 The technical manager and chief technology officer may be understood as the same person who may also be called a technical director; the quality manager or chief quality officer or the quality director may also be understood as the same person.

It is acceptable to define, in words, one of the personnel positioned in the organization chart as the inspection body’s technical manager or quality manager.

5.2.5 The technical manager is fully responsible for the inspection body’s technical work, including, but not limited to, the approval of technical documents, solving various technical problems encountered in the inspection activities.
5.2.6 Usually, the inspection body shall define the deputies of key management personnel in writing.

6 Resource requirements
6.1 Personnel

6.1.2 The number of part-time inspectors employed by the inspection body shall not be more than two thirds of the total number of full-time inspectors.

6.1.3 The inspection personnel shall be registered as CCC inspectors and shall have the personal qualities, technical knowledge and skills required by relevant national laws, rules and regulations within the registered specialties.

6.1.4 The inspection body shall ensure that every employee knows and abides by the requirements of the state and certification bodies on the ethics, impartiality and codes of conducts for the employees of inspection bodies, and make sure that the latest requirements are effectively enforced and implemented by means of continuous training and effective monitoring.
6.1.5 The inspection body shall perform effective monitoring of the inspection activities and inspection personnel.
The inspection body shall define its monitoring personnel. It may consider assigning different people to monitor different things. The monitoring personnel shall generally be the full-time staff of the inspection body.
6.1.6 The inspection body shall establish a training system to ensure that every staff related to the inspection quality has access to continuing training and professional development to maintain and improve their knowledge and competences. Practices in inspections are also one of the training approaches.

The inspection body shall provide evidences to demonstrate that the relevant staff have received necessary training or examinations after the certification standards are updated in version.
6.1.9 The inspection body shall develop the program for witnessing the inspectors. Within a normal accreditation cycle, an inspector shall be witnessed at least once for the registered specialty.
6.2 Facilities & equipment

6.2.1 The inspection body may use the inspected party’s equipment to conduct product consistency inspections, but shall check the suitability and traceable calibration status of such equipment prior to use to ensure the usability requirements are satisfied.

6.3 Subcontracting
6.3.1 CCC inspection services undertaken by the inspection body shall not be subcontracted.
7 Process requirements
7.1 Inspection methods and procedures

7.1.1 The inspection body shall establish factory inspection control procedures or similar documents to ensure the effectiveness of the implementation of the factory inspections. Such documents shall define how to determine the man-days of a factory inspection, composition and technical competence requirements of the inspection team and inspection items that must be implemented by technical inspectors.

The inspection body shall define methods and procedures and criteria of judgment for quality assurance competence inspections and for product consistency inspection. The methods and procedures for quality assurance competence inspections may be established in reference to the requirements of ISO19011-2002. The methods and procedures for product consistency inspections shall define the contents to be inspected, selection of samples, steps and methods of inspection, criteria of judgment and so on. The inspectors may use the instruments, equipment and personnel of the inspected factory to conduct necessary tests to the samples in order to make professional judgment over the product consistencies. However, the inspectors themselves shall have the knowledge and competence required for such professional judgment. 
7.1.3 The inspection body shall document the non-standard inspection methods used in product consistency inspections and criteria for conformity judgment shall be included in such inspection methods. 
7.1.5 The inspection body can only subcontract the factory inspection services of certification bodies within the scope designated by the Certification and Accreditation Administration of the People’s Republic of China (CNCA).

7.1.7 The inspection body shall establish uniform and explicit requirements on the format, contents and retention period of the inspection records. Photographs as part of the inspection records are acceptable, yet consent shall be obtained from the inspected party. The inspection records shall be delivered to the inspection body for storage after the inspections are finished.

7.1.9 The inspection body shall develop work instructions on safe implementation of the inspections for particular fields and provide guidance for the inspectors to implement the factory inspections to prevent the inspectors from safety accidents during the factory inspections.
7.2 Handling inspection items and samples
7.3 Inspection records
7.3.1 The following types of information may be required at least for correct evaluation on the implementation effectiveness of an inspection activity:

—Factory inspection order (or client’s request);
—Factory inspection plan;
—Onsite inspection records;
—Nonconformity report and demonstrative materials on plans for corrective actions and / or implementation of corrective actions;
· Factory inspection reports, including factory quality assurance competence inspections and product consistency inspections. 
7.4 Inspection reports and inspection certificates
7.4.1 The inspection body shall consider establishing separate report formats for quality assurance competence inspection and for product consistency inspection. One combined report may be produced when the quality assurance competence inspection and the product consistency inspection are conducted simultaneously.

7.4.2 g) The inspection body might not be able to include all the information required for understanding and interpreting the inspection results inside the inspection report when such report is issued. In this case, separate inspection records may be preserved provided that such records are traceable to the corresponding inspection reports.   

The inspection records shall be detailed enough to enable another inspector to confidently obtain the same inspection conclusion based on these records. 

7.5 Complaints and appeals
7.5.1 The inspection body shall establish a documented appeal procedure.
8 Management system requirements
8.1 Options
8.1.1 The inspection body shall establish and effectively implement a documented quality system and the quantity and level of details of the documents shall suit the type, scope, workload of services and personnel situation of the inspection body.

8.2 Management system documents (option A)
8.2.1 The inspection body shall ensure that all the relevant personnel, including the part-time staff and technical experts, are informed of and understand the contents of the latest effective documents that might affect the implementation, results or reports of the inspections.

8.6 Internal audit (option A)
8.6.2 The witness inspections required in Clause 6.1.5 in this document shall be regarded as a part of the internal quality audit.

8.7 Corrective action (option A)
8.7.1 All nonconformities shall be corrected, but not each of them requires a corrective action.
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