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         国际标准化组织                                     国际认可论坛

日期：2011年4月21日
认可评审实践组（AAPG）指南：
评审认证机构基于ISO9001的管理体系

（ISO/IEC 17021第10章的选项1）
本文为认可机构（ABs）评审认证机构(CBs)基于ISO / IEC 17021第10章选项1所建立的管理体系提供指南，以帮助提高评审的有效性。
1.引言
ISO/IEC 17021 第10.1 条要求“认证机构除了满足第5 章至第9 章的要求外，还应按照下列要求之一建立管理体系：
a）与ISO9001一致的管理体系要求（见10.2，选项1），或
b）通用的管理体系要求（见10.3，选项2）。”

请注意：是由认证机构本身决定选择哪种方式实施管理体系。此外还要注意的是，ISO/IEC 17021没有表述推荐选择哪一种方式或要优先考虑哪一种方式。认可机构在接受认证机构的评审申请之前或之后不应该强制认证机构采用某个选项。
事实上，认证机构可以选择a）或b）两者之一的方式建立管理体系，这种选择将会影响到认可机构对认证机构需要采取的评审方法。认可机构对认证机构所选择的方式的评审要事先做好准备。
注：本文不打算对选项2提供指南。

2. 认可机构的评审方式
作为认可准则的一部分，认可机构应要求认证机构表明它根据ISO/IEC 17021第10章选择了哪一种方式。
尽管由于不同的选择，在适用要求等方面存在差异，认可机构提供的评审组应有能力对照适用的要求作出评审。如果认可机构评审组对相关的标准（采用选项1时包括ISO 9001）没有足够的知识，那么将不太可能有能力执行评审。
对于选择了选项1的认证机构，除了ISO / IEC17021第5章 ~ 第9章的要求外，还适用第10.2条的要求。
特别是“认证机构应按照ISO 9001的要求，建立并保持一个管理体系。该管理体系要有能力支撑和证明符合ISO / IEC17021第10.2.2条至10.2.4条的扩充要求。”（编译者注：ISO/IEC17021:2011已将ISO/IEC17021:2006中的第10.2.5条删除）
ISO 9001的要求作为认可准则的一部分，认可机构的评审组要熟悉ISO 9001的要求并有能力对采用选项1的认证机构实施评审。
当一个认证机构声明它已经选择了选项1的时候，它不应该期望认可机构按照ISO 9001的要求进行充分的评审，因为这不是必须的。认可机构对采用选项1的认证机构的评审从来都不是为了由认可机构对认证机构进行ISO 9001认证。
另一方面，只针对第5章至第9章的评审并不意味着能完全满足ISO / IEC 17021的要求。有些方面依据ISO 9001的部分要求进行评审将同样是必要的。
例如，在第5章至第9章中，并没有要求认证机构进行内部审核或采取纠正或预防措施，但认证机构无论从两个选项中选择了哪一种方式，都必须进行这样的活动。
在选项1的情况下，认可机构将需要依据ISO9001的要求对相关认证机构的符合性进行严格的评审。
此外，在评审管理体系与ISO 9001要求的符合性时，认可机构必须考虑到在选项1中ISO 9001的一些要求被“增强”这样的事实。

采用选项1的认证机构在建立和实施管理体系中需要充分了解 “过程方法”方面的知识，因为这是ISO9001的基础。认可机构的评审员为了胜任对选项1的评审也需要熟悉“过程方法“，并考虑到为了评审应当采用这种方法。
（HXQC 宋治民编译，仅供参考）
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Accreditation Auditing Practices Group Guidance on:

auditing certification body (cb) management systems

based on ISO 9001

(option 1, clause 10 of ISO/IEC 17021)

This paper provides guidance for Accreditation Bodies (ABs) on assessing the management systems of Certification Bodies (CBs) who choose option 1 of clause 10 of ISO/IEC 17021, in order to help improve the effectiveness of such assessments.

1. Introduction

Clause 10.1 of ISO/IEC 17021 requires that “In addition to meeting the requirements of Clauses 5 to 9, the certification body (CB) shall implement a management system in accordance with either:

a) management system requirements in accordance with ISO 9001 (see 10.2, option 1), or

b) general management system requirements (see 10.3, option 2)”.

Note that it is a CB itself that decides which option to choose in implementing its management system. Also note that the standard does not state which option is recommended or given priority. The AB should not force the CB to adopt a specific option before or after receiving its application for accreditation.

The fact that a CB can choose between a type a) or type b) management system means that such a choice will have an impact on the assessment approach that the AB will need to take. The AB has to be prepared to assess whichever option is adopted by a CB.

Note: this paper is not intended to provide guidance on option 2

2. The assessment approach of the AB

As part of its accreditation criteria, the AB should require the CB to make clear which option it has chosen under clause 10.

Irrespective of the differences in applicable requirements due to the different options, the AB should be able to provide an assessment team that is competent to make an assessment against the applicable requirements. If the AB assessment team does not have sufficient knowledge of the relevant standards (including ISO 9001 in the case of option 1), then it is unlikely that a competent assessment will be performed.

For a CB choosing option 1, the requirements of 10.2 apply in addition to clauses 5 to 9 of ISO/IEC 17021.

Specifically “the certification body shall establish and maintain a management system, in accordance with the requirements of ISO 9001, that is capable of supporting and demonstrating the consistent achievement of the requirements of ISO/IEC 17021, amplified by 10.2.2 to 10.2.5”.

This means that the AB's assessment team is expected to be familiar with, and competent to audit, the requirements of ISO 9001 as part of its accreditation criteria for a CB adopting option 1.

While a CB may declare that it has chosen to go for option 1, it should not expect to be fully audited against ISO 9001 for an AB assessment as this is not required. An AB's assessment of a CB adopting option 1 is never intended for the certification of the CB against ISO 9001 by the AB.

On the other hand, assessing against only clauses 5 to 9 will not mean that the requirements of ISO/IEC 17021 are fully met. There are areas where partial assessment against ISO 9001 will also be necessary.

For example, in clauses 5 to 9, there are no requirements for a CB to perform internal audits or to implement corrective or preventive actions, but the CB is required to perform such activities, regardless of which of the two options it chooses.

In the case of option 1, the AB will need to assess the related CB’s compliance strictly against the requirements of ISO 9001.

Moreover, in assessing compliance with the management system requirements of ISO 9001, the AB must take into account the fact that some requirements of ISO 9001 are “amplified” in option 1.

A CB adopting option 1 is required to be sufficiently knowledgeable of the "process approach" in establishing and implementing its management system, as this is fundamental to ISO 9001. The AB's assessors will also need to be familiar with the "process approach" in order to perform an option 1 assessment competently, and account should be taken of this in the approach that is adopted for the assessment.
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