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ISO/CASCO - Policy - Committee on
Conformity Assessment

O Study means of assessing the conformity of products, processes,
services and management systems to appropriate standards or other
technical specifications.

U Prepare international guides and International Standards relating

to the practice of testing, inspection and certification of products,
processes and services, and to the assessment of management systems,
testing laboratories, inspection bodies, certification bodies,
accreditation bodies and their operation and acceptance.

O Promote mutual recognition and acceptance of national and
regional conformity assessment systems, and the appropriate use of

International Standards for testing, inspection, certification, assessment
and related purposes.
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ISO/CASCO - Policy - Committee on
Conformity Assessment

 Follow the ISO Directives to develop and revise the
ISO/IEC guides and International Standards

Period to revise documents average 5 years
Participating countries: 73

Observing countries: 34

ISO/CASCO Structure

Secretariat

Chairman’s Policy and Coordination Group
Strategic Alliance and Regulatory Group
Technical Interface
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ISO/CASCO - Policy - Committee on
Conformity Assessment

Active CASCO working groups

1 CASCO has several working groups which are responsible
for developing the ISO/IEC standards and guides relating to
conformity assessment. These working groups are composed
of experts nominated by member bodies. The experts very
often do not belong to the member body but represent an
expertise required by the working group. Several working
groups are addressing specific aspects of conformity
assessment to ensure that CASCO's output remains relevant
to and useful for the market: Current CASCO has 6 WG
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13 years’ experience

JISO/IEC Guide 65 in use in wide range of sectors
1 2nd generation of IAF guidance

J Most areas requiring clarification have been dealt
with

J Next edition of Guide 65 (= ISO/IEC 17065) to
correct the known deficiencies
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Where guidance is needed
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ISO/CASCO WG 29
Revision of ISO/IEC Guide 65 — Product Certification

Resolution 7/2006 — CASCO Plenary
(Buenos Aires, Nov. 2006)

CASCO

notes the majority support expressed by the CASCO
members to revise ISO/IEC Guide 65:1996 reported in CASCO
32/2006; and

aqgrees to revise Guide 65 and instructs the Secretariat to call
for Working Group nominations from the members; and

decides that the first task of the WG is to draft a proposal for
the scope and structure of the future standard ISO/IEC 17065,
taking into account the functional approach described in
ISO/IEC 17000. The proposal will be circulated for comment
and approval to the CASCO members.
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Revision of ISO/IEC Guide 65

ad WG 29
d Membership

Convenor: Mario Wittner nominated by IRAM — Argentine
(2007)

Members from the following countries:

-Argentine, Australia, Austria, Brazil, Canada, Colombia,
China, Denmark, France, Germany, Indonesia, Israel, Japan,
Italy, Malaysia, Netherlands, South Africa, Spain, Sweden,
Switzerland, Thailand, UK, USA

Liaisons
- IEC, IFIA, IAF, ILAC, OIML, IFOAM
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Revision of ISO/IEC Guide 65

First Meeting WG -29: April 27t, 2007
Attendance: 46 representatives

Obijective: To develop a proposal for scope and structure for the
future ISO/IEC 17065

Decisions:

1 Agreement on the proposal to be circulated to the CASCO
members for approval and comments

[ Create Drafting Group to consider the comments and begin
discussion on the principles and contents of the future ISO/IEC
17065

ANSI
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Revision of ISO/IEC Guide 65

On the basis of the comments received during the
CASCO consultation process on the need of
revision of ISO/IEC Guide 65, some issues,
among all of them, are particularly important to
take into consideration during the revision process
by the WG -29

1. Scope: To include besides “usual” products;
2. Food Products and related: GMP, GAP, etc.

3. Services and Process and Production Methods
(PPMSs)
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Revision of ISO/IEC Guide 65

Structure:

a) Alignment with ISO/IEC 17021 (When possible);

b) Alignment with the Functional approach (ISO/IEC
17000) and

c) Product standards to be applied
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Functional Approach
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Conformity Assessment Systems

Selection Function:

J Samples

 Parts

 Specified Requirements
J Methods

d Plans

- Information
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Conformity Assessment Systems
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Conformity Assessment Systems

Determination Function:
= Testing
= Inspection
= Auditing
= Assessment

= Other (e.g., Design Review, Witnessing)
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Conformity Assessment Systems

NEED TO DEMONSTRATE FULFILMENT OF SPECIFIED REQUIREMENTS
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Conformity Assessment Systems

Review & Attestation Function:
Review — of choices and results in the process
Decision — is this an effective demonstration?

— Is fulfillment of specified requirements
demonstrated?

Attestation — issue a statement that an effective
demonstration that specified requirements have
been fulfilled has been completed
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Revision of ISO/IEC Guide 65
Second Meeting WG -29: April 8" and 9t , 2008

Attendance: 48 representatives

Objective: To review the comments submitted by the WG 29
members to the 15t draft of the future ISO/IEC 17065

1 Draft 2 will be revised by Drafting Group
- Planning timetable

 Development of two Annex one related to Services and the
other one Process certification

ANSI
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WG -29 Drafting Group

[ Numbers of Meeting — 4

— Drafting Group General responsible for the drafting of the entire
document, composed of the following.

. Mario Wittner - Argentine
=  Hinrich Schaub — Germany
. lan Claire - UK

= Jacques Beslin - France

= Pierrede Ruvo - IEC CB

= Keith Mowry - USA

= Reinaldo Figueiredo - USA
=  Graham Drake - Australia
. Steve Keeling - Australia
=  Thomas Facklam -IAF

= Alan Squirrell - ILAC

=  Marco Oliveira — Brazil

=  Mr. Pedro Loste - Spain

=  CASCO Secretary
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ISO/IEC WD 17065 Conformity
Assessment — Requirements for
certification bodies certifying products
(including services) and Process
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ISO/IEC WD 17065 Conformity Assessment — Requirements for
certification bodies certifying products (including services) and
Process

] 1.0 Scope

1.1 This international standards contains principles and
requirements for the competence, consistency and impartiality
of the certification bodies evaluating and certifying products
(including services) and process. CB operating to this
International standard need not offer all types of product
(including services) and process certification.

1.2 Certification of products (including services), and process
IS a third party conformity assessment activity (see clause 5.5
ISO/IEC 17000: 2004). Bodies performing this activity are
therefore third party conformity assessment bodies, name in
this standard “certification body/bodies”.
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ISO/IEC WD 17065 Conformity Assessment — Requirements for
certification bodies certifying products (including services) and

Process

1 2.0 Normative references

1 3.0 Terms of definitions

Client, Consultancy, Evaluation, Product, Process,
Service, Certification requirement, Product
requirement, Certification Decision, Certification
System, Certification Scheme, Organization Control,

Justification

ANSI
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ISO/IEC WD 17065 Conformity Assessment — Requirements for
certification bodies certifying products (including services) and
Process

1 4.0 Principles (Are not requirements)

These principles are the basis for the subsequent
performance and descriptive requirements in this international
standard. This international standards does not give specific
requirements for all situations that can occur. These principles
should be applied as guidance for the decisions that may
need to be made for unanticipated situations. Principles are
not requirements.

The overall aim of certification is to give confidence to all
Interest parties that a product fulfils specific requirements.

ANSI
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ISO/IEC WD 17065 Conformity Assessment — Requirements for
certification bodies certifying products (including services) and
Process

1 4.0 Principles (Are not requirements)
1 4.1 General

4.2 Impartiality

Obijectivity, independence, neutrality, fairness, open-
mindedness, even-handedness, detachment, balance,
freedom from conflict of mterests freedom from bias, lack of
prejudice.

4.3 Competence

1 4.4 Confidentiality and openness

J 4.5 Responsiveness to complaints and appeals

1 4.6 Responsibility

ANSI
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ISO/IEC WD 17065 Conformity Assessment — Requirements for

certification bodies certifying products (including services) and
Process

5.0 General Requirements

1 5.1 Legal and contractual matters

1 5.1.1 Legal responsibility

 5.1.2 Certification agreement

1 5.1.3 Responsibility for certification decisions

The certification body shall grant authority to make a
certification decision only to:

- An individual (s) within its contractual or employment control
- A group (e.g. committee) with its organizational control

- Personnel (employed or contracted) in an organization within
Its majority ownership control or organizational control

ANSI
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ISO/IEC WD 17065 Conformity Assessment — Requirements for
certification bodies certifying products (including services) and
Process

5.2 Management of impartiality

--- Has more requirements than ISO/IEC Guide 65
5.3 Liability and financing

1 5.4 Non-discriminatory conditions

15.5 Use of license, certificate and marks of
conformity

1 6.0 Structural requirements
1 6.1 Organizational structure and top management

ANSI
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ISO/IEC WD 17065 Conformity Assessment — Requirements for
certification bodies certifying products (including services) and
Process

6.2 Mechanism for safeguarding impartiality

6.2.1 The CB shall safeguard the impartiality of its activities
and shall provide a mechanism through which significantly
Interested parties can provide input on:

a) The policies and principles relating to the impartiality of its
certification activities,

b) Counteracting any tendency on the part of a certification body
to allow commercial or other considerations to prevent the
consistent impartiality provision of certification activities,

c) Matters affecting impartiality and confidence in certification,
iIncluding openness and public perception

ANSI
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ISO/IEC WD 17065 Conformity Assessment — Requirements for
certification bodies certifying products (including services) and
Process

J 6.2.2 The terms of reference, duties authorities and
responsibilities of the mechanism shall be formally
documented to ensure

a) Representation of a balance of interests such that
no single interest predominates (internal or external
personnel of the certification body are considered to
be a single interest, and shall not predominate)

b) Access to all the information necessary

- Although every interest cannot be represented in
the mechanism, a certification body shall identify
and invite the key interest

ANSI
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ISO/IEC WD 17065 Conformity Assessment — Requirements for
certification bodies certifying products (including services) and
Process

1 7.0 Resources requirements

--- Has more requirements than ISO/IEC Guide 65
7.1 Certification body personnel

General and gualification criteria

- 7.2 Contract with the personnel

Internal personnel and use of external individual
7.3 Qualifications and training

7.4 Internal evaluation resources

7.5 Outsourcing

ANSI
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ISO/IEC WD 17065 Conformity Assessment — Requirements for
certification bodies certifying products (including services) and
Process

1 8.0 Information requirements
18.1 Publicly available information
1 8.2 Certification documentation
1 8.3 Directory

1 8.4 Confidentiality

1 8.5 Information exchange between a certification
body and its clients

Information on the certification activity and
requirements and Notice of changes by a CB

ANSI
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ISO/IEC WD 17065 Conformity Assessment — Requirements for
certification bodies certifying products (including services) and
Process

1 9.0 Process requirements (For operating of a
certification scheme)

19.1 The ensuing clauses in this section are organized
In the following general areas:

- General requirements
- Application review
- Evaluation

- Report of evaluation and correction of
nonconformities

- Review

ANSI
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ISO/IEC WD 17065 Conformity Assessment — Requirements for
certification bodies certifying products (including services) and
Process

1 9.1 The ensuing clauses in this section are organized in the
following general areas: (Continued)

- Certification decision

- Certification documentation

- Survelllance (if required by the certification scheme)
- Has more requirements than ISO/IEC Guide 65

- When continuing use of the certification mark is authorized for
placement on the product (or its packaging) of a type which
has been certified, surveillance shall be established and shall
Include periodic surveillance activities of marked products to
assure ongoing legitimacy of the demonstration of fulfillment of
certification requirements.

ANSI
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ISO/IEC WD 17065 Conformity Assessment — Requirements for
certification bodies certifying products (including services) and
Process

1 9.1 The ensuing clauses in this section are organized in the
following general areas: (Continued)

- Changes affecting certification

- Termination, reduction, suspension or withdrawal of
certification

---Has more requirements than ISO/IEC Guide 65
- Records

----The CB shall retain records to demonstrate that all the
certification process requirements (in ISO/IEC 17065 and those
of the certification scheme) have been effectively fulfilled

ANSI
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ISO/IEC WD 17065 Conformity Assessment — Requirements for
certification bodies certifying products (including services) and
Process

110 Management system requirements for certification
bodies

10.1 General

The CB shall establish and maintain a management
system that is capable of achieving the consistent
fulfillment of the requirements of this international
Standard in accordance with either Option A or B

ANSI
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ISO/IEC WD 17065 Conformity Assessment — Requirements for
certification bodies certifying products (including services) and
Process

- Option A — As minimum the management system of the body
shall address the following:

- Management system documentation (e.g. manual, policies,
definition of responsibilities)

- Control of documents
- Control of records

- Management review
- Internal audit

- Corrective action

- Preventive Action

- Appeals

- Complaint

ANSI
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ISO/IEC WD 17065 Conformity Assessment — Requirements for
certification bodies certifying products (including services) and
Process

1 Option B

A body that has establish and maintains a
management system, in accordance with the
requirements of 1ISO 9001, and that is capable of
supporting and demonstrating the consistent
fulfillment of the requirements of this international
Standards fulfills at least the management system of
this standard.
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ISO/IEC WD 17065 Conformity Assessment — Requirements for
certification bodies certifying products (including services) and
Process

d  Annex A (Informative)

Correlation of Section 9 Clauses with the Function Approach
to Conformity Assessment as Described in the ISO/IEC
17000

- Selection
- Determination
- Review & Attestation
d  Annex B (Informative)
Guidelines for product certification schemes
- Relationship of product certification schemes and systems
- Features of a product certification scheme

ANSI
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ISO/IEC 17065 TIMELINES

d Optimistic Schedule
1. First working group draft completed April 2009

d 2. Working draft distributed to WG- 29 members
for 6 weeks
— WG -29 Meeting to review the comments

— CASCO compile comments July 2009

3. First Committee (CD 1) — Draft document
completed November 2009
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ISO/IEC 17065 TIMELINES

4. DIS out for comments (5 months) November
2009

— May 2010 ISO compile comments July 2010
5. FDIS October 2010
6. Final ISO/IEC 17065 standard — July 2011
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ISO/IEC WD 17065 Conformity Assessment — Requirements for
certification bodies certifying products (including services) and
Process

J How to submit comments to WG 29

1. Contact the ISO member body in your country
2. ldentify the ISO/CASCO Mirror Committee

3. Obtain the copy of the ISO/IEC WD 17065

4. Submit comments
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Mr. Reinaldo B. Figueiredo

Program Director, Product Certification Accreditation
American National Standards Institute

1819 L Street, NW, Washington D.C. 20036
7. (202) 331 3611
=: (202) 2939287

=7 (rfigueir@ansi.orq)
WWW.ansi.org

American National Standards Institute
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