Selected Mandatory Requirements in ISO 17021:2006

There are 249 instances of the word, “shall,” in ISO 17021:2006. Listed below are a few excerpts from the document with some of the mandatory requirements I believe we need to take into account if we are going to continue to couple our document to 17021. See my additional comments (using the comment feature of Word).
5.1.1 Legal responsibility

The certification body shall be a legal entity, or a defined part of a legal entity, such that it can be held legally responsible for all its certification activities. A governmental certification body is deemed to be a legal entity on the basis of its governmental status.

5.1.2 Certification agreement

The certification body shall have a legally enforceable agreement for the provision of certification activities to its client. In addition, where there are multiple offices of a certification body or multiple sites of a client, the certification body shall ensure there is a legally enforceable agreement between the certification body granting certification and issuing a certificate, and all the sites covered by the scope of the certification
.
5.2.6 The certification body and any part of the same legal entity shall not offer or provide internal audits to its certified clients. The certification body shall not certify a management system on which it provided internal audits within two years following the end of the internal audits. This also applies to that part of government identified as the certification body.

5.2.7 The certification body shall not certify a management system on which a client has received

management system consultancy or internal audits, where the relationship between the consultancy organization and the certification body poses an unacceptable threat to the  impartiality of the certification body.

5.2.10 To ensure that there is no conflict of interests, personnel who have provided management system consultancy, including those acting in a managerial capacity, shall not be used by the certification body to take part in an audit or other certification activities if they have been involved in management system consultancy towards the client in question within two years following the end of the consultancy.

5.3.1 The certification body shall be able to demonstrate that it has evaluated the risks arising from its certification activities and that it has adequate arrangements (e.g. insurance or reserves) to cover liabilities arising from its operations in each of its fields of activities and the geographic areas in which it operates
.

7.2.5 The certification body shall have a process to achieve and demonstrate effective auditing, including the use of auditors and audit team leaders possessing generic auditing skills and knowledge
, as well as skills and knowledge appropriate for auditing in specific technical areas. This process shall be defined in documented requirements drawn up in accordance with the relevant guidance provided in ISO 19011.
7.2.11 The documented monitoring procedures for auditors shall include a combination of on-site observation
, review of audit reports and feedback from clients or from the market and shall be defined in documented requirements drawn up in accordance with the relevant guidance provided in ISO 19011. This monitoring shall be designed in such a way as to minimize disturbance to the normal processes of certification, especially from the client's viewpoint.
8.1.1 The certification body shall maintain and make publicly accessible, or provide upon request,

information describing its audit processes and certification processes for granting, maintaining, extending, renewing, reducing, suspending or withdrawing certification, and about the certification activities, types of management systems and geographical areas in which it operates.
8.4.4 The certification body shall exercise proper control of ownership and shall take action to deal with incorrect references to certification status or misleading use of certification documents, marks or audit reports.

NOTE Such action could include requests for correction and corrective action, suspension, withdrawal of certification, publication of the transgression and, if necessary, legal action.
9.1.1 The audit programme shall include a two-stage initial audit, surveillance audits in the first and second years, and a recertification audit in the third year prior to expiration of certification. The three-year certification cycle begins with the certification or recertification decision
. The determination of the audit programme and any subsequent adjustments shall consider the size of the client organization, the scope and complexity of its management system, products and processes as well as demonstrated level of management system effectiveness and the results of any previous audits. Where a certification body is taking account of certification or other audits already granted to the client, it shall collect sufficient, verifiable information to justify and record any adjustments to the audit programme.
9.1.2 The certification body shall ensure that an audit plan is established for each audit to provide the basis for agreement regarding the conduct and scheduling of the audit activities. This audit plan shall be based on documented requirements of the certification body, drawn up in accordance with the relevant guidance provided in ISO 19011.
9.1.14 The certification body shall ensure that the persons or committees that make the certification or recertification decisions are different from those who carried out the audits
.
9.2.1 Application

The certification body shall require an authorized representative of the applicant organization to provide the necessary information to enable it to establish the following:

a) the desired scope of the certification;

b) the general features of the applicant organization, including its name and the address(es) of its physical location(s), significant aspects of its process and operations, and any relevant legal obligations;

c) general information, relevant for the field of certification applied for, concerning the applicant organization, such as its activities, human and technical resources, functions and relationship in a larger corporation, if any;

d) information concerning all outsourced processes used by the organization that will affect conformity to requirements
;
e) the standards or other requirements for which the applicant organization is seeking certification; 

f) information concerning the use of consultancy relating to the management system.
9.2.3.2 Stage 2 audit

The purpose of the stage 2 audit is to evaluate the implementation, including effectiveness, of the client's management system. The stage 2 audit shall take place at the site(s) of the client
. It shall include at least the following:

a) information and evidence about conformity to all requirements of the applicable management system standard or other normative document;

b) performance monitoring, measuring, reporting and reviewing against key performance objectives and targets (consistent with the expectations in the applicable management system standard or other normative document);

c) the client's management system and performance as regards legal compliance;

d) operational control of the client's processes;

e) internal auditing and management review;
f) management responsibility for the client's policies;

g) links between the normative requirements, policy, performance objectives and targets (consistent with the expectations in the applicable management system standard or other normative document), any applicable legal requirements, responsibilities, competence of personnel, operations, procedures, performance data and internal audit findings and conclusions.

9.3.2.1 Surveillance audits are on-site audits
, but are not necessarily full system audits, and shall be planned together with the other surveillance activities so that the certification body can maintain confidence that the certified management system continues to fulfil requirements between recertification audits. The surveillance audit programme shall include, at least

a) internal audits and management review,

b) a review of actions taken on nonconformities identified during the previous audit,

c) treatment of complaints,

d) effectiveness of the management system with regard to achieving the certified client's objectives,

e) progress of planned activities aimed at continual improvement,

f) continuing operational control,

g) review of any changes, and

h) use of marks and/or any other reference to certification.

9.3.2.2 Surveillance audits shall be conducted at least once a year
. The date of the first surveillance audit following initial certification shall not be more than 12 months from the last day of the stage 2 audit.
9.4.2.1 The recertification audit shall include an on-site audit that addresses the following:

a) the effectiveness of the management system in its entirety in the light of internal and external changes and its continued relevance and applicability to the scope of certification;

b) demonstrated commitment to maintain the effectiveness and improvement of the management system in order to enhance overall performance;

c) whether the operation of the certified management system contributes to the achievement of the organization's policy and objectives.
9.4.2.2 When, during a recertification audit, instances of nonconformity or lack of evidence of conformity are identified, the certification body shall define time limits for correction and corrective actions to be implemented prior to the expiration of certification
.
9.5.2 Short-notice audits

It may be necessary for the certification body to conduct audits of certified clients at short notice to investigate complaints (see 9.8), or in response to changes (see 8.6.3), or as follow up on suspended clients (see 9.6). In such cases

a) the certification body shall describe and make known in advance to the certified clients (e.g. in documents as described in 8.6.1) the conditions under which these short notice visits are to be conducted, and

b) the certification body shall exercise additional care in the assignment of the audit team because of the lack of opportunity for the client to object to audit team members.
9.6.2 The certification body shall suspend certification in cases when, for example,

⎯the client's certified management system has persistently or seriously failed to meet certification

requirements, including requirements for the effectiveness of the management system,

⎯the certified client does not allow surveillance or recertification audits to be conducted at the required frequencies
, or

⎯the certified client has voluntarily requested a suspension.
9.6.3 Under suspension, the client's management system certification is temporarily invalid. The certification body shall have enforceable arrangements with its clients to ensure that in case of suspension the client refrains from further promotion of its certification
. The certification body shall make the suspended status of the certification publicly accessible (see 8.1.3) and shall take any other measures it deems appropriate.
9.6.4 Failure to resolve the issues that have resulted in the suspension in a time established by the certification body shall result in withdrawal or reduction of the scope of certification.

NOTE In most cases the suspension would not exceed 6 months.
9.6.7 Upon request by any party, the certification body shall correctly state the status of certification of a client's management system as being suspended, withdrawn or reduced.
9.7.3 The certification body shall be responsible for all decisions at all levels of the appeals-handling process. The certification body shall ensure that the persons engaged in the appeals-handling process are different from those who carried out the audits and made the certification decisions
.
9.7.7 The decision to be communicated to the appellant shall be made by, or reviewed and approved by, individual(s) not previously involved in the subject of the appeal
.
9.9.4 The certification body shall have a documented policy and documented procedures on the retention of records. Records shall be retained for the duration of the current cycle plus one full certification cycle.
10.1 Options

The certification body shall establish and maintain a management system that is capable of supporting and demonstrating the consistent achievement of the requirements of this International Standard. In addition to meeting the requirements of Clauses 5 to 9, the certification body shall implement a management system in accordance with either

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

b) general management system requirements (see 10.3).
10.3.6.1 The certification body shall establish procedures for internal audits to verify that it fulfils the requirements of this International Standard
 and that the management system is effectively implemented and maintained.

NOTE ISO 19011 provides guidelines for conducting internal audits.

10.3.6.4 The certification body shall ensure that

a) internal audits are conducted by qualified personnel knowledgeable in certification, auditing and the requirements of this International Standard,
b) auditors do not audit their own work,

c) personnel responsible for the area audited are informed of the outcome of the audit,

d) any actions resulting from internal audits are taken in a timely and appropriate manner, and

e) any opportunities for improvement are identified.

�We are going to need some good legal representation to ensure the agreements are enforceable for multi-site audits.


�The requirements concerning conflict of interest combined with the other requirements that people not perform multiple roles on a single certification process means that we will have to have a fairly large “initial audit committee.


�Do we have anyone in mind who is formally trained as an auditor to serve in this capacity?


�Some portion of the “initial audit committee” will have to do on-site observation of auditors.


�Schedule of audits.


�Again, will need to ensure that the “initial audit committee” is large enough to fulfill requirements such as these.


�Cloud computing?


�Requirement for on-site audit.


�On-site requirement.


�Scheduling of audits


�Scheduling of audits.


�Scheduling of audits.


�Have to monitor client’s claims concerning certification.


�Need for a large initial auditing committee


�Need for a large initial auditing committee


�Requirement for internal audits of the certification body





