| SO | EC Gui de 65
Conmpl i ance Audit Checklist / Wbrking Docunent

4. Certification Body
4.1 CGeneral Provisions
4.1.1

Do the applicant's procedures support nondi scrim nation?
Qui dance: Look for nondiscrimnation statenent or artificial barriers to
certification.

Are procedures used to inpede access by applicants other than as provided under Guide
657

4.1.2
Are services available to all applicants whose activities fall within the decl ared
scope of operation?

Are there any apparent undue financial or other considerations?

I s access to services conditional upon the size of the supplier or nenbership in any
associ ation or group?

I's certification conditional upon the nunber of certificates already issued?
4.1.3

Are evaluation criteria as outlined in specified standards?

Qui dance: Note referenced standards.

If applicable, are explanatory docunments fornulated by rel evant and inparti al
conmi ttees or persons possessing the necessary technical conpetence?

If applicable, are explanatory docunents published by the certification body?
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4.1. 4
Are requirenents, evaluation and decisions regarding certification confined to
matters specifically related to the scope of the certification being considered?

4.2 Organization
4.2. a

Does the structure of the organization allow it to nmake inpartial eval uations and
certification decisions?

4.2.b

I's the organization responsible for nmaking decisions relating to granting,
mai nt ai ni ng, extendi ng, suspending and w thdrawi ng of certification?

4.2.c.1

Is there a nmanagenent conmittee, group or person identified as responsible for the
performance of testing, inspection, evaluation and certification as defined in Guide
657

Qui dance: Hard elenent. See nanagenent responsibilities.

4.2.c.2

I's there a managenent comittee identified as responsible for fornulation of policy
matters relating to the operation of the certification body?

Qui dance: Hard elenent. See managenent responsibilities.

4.2.¢c.3

I's there a managenent conmittee identified as responsible for decisions on
certification?

Qui dance: Hard elenent. See managenent responsibilities.

4.2.c. 4

I's there a managenent comittee identified as responsible for supervision of policy
i mpl enent ati on?

Qui dance: Hard elenent. See managenent responsibilities.

4.2.¢c.5

I's there a managenent conmittee identified as responsible for supervision of the
fi nances of the body?

Qui dance: Hard elenent. See nmanagenment responsibilities.
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4.2.c. 6

I's there a managenent conmmittee identified as responsible for delegation of authority
to commttees or individuals as required to undertake defined activities onits
behal f ?

Qui dance: Hard elenent. See nanagenent responsibilities.

4.2.c.7 Is there a nanagenent conmttee identified as responsible for defining the
techni cal basis for granting certification?
Qui dance: Hard elenent. See managenent responsibilities.

4.2.d

Does the applicant have docunents that denonstrate it is a legal entity?

Qui dance: Hard elenent. Ask to see article of incorporation, business |icenses,
etc.

4.2. e
Is there a docunented structure that safeguards inpartiality?
Gui dance: Hard elenent. See organi zation chart or other structure docunent.

Does the structure of the body enable the participation of all parties significantly
concerned in the devel opnent of policies and principles regarding the content and
function of the certification systen®

4.2.f

Is the decision on certification different than that person who conducted the
eval uati on?

Qui dance: See separation of responsibilities and identify as separate entities.

4.2.9
Does the applicant have rights and responsibilities relevant to its certification
activities?

4.2.h

Does the applicant have arrangenents to cover its liabilities arising fromits
operations and/or certification activities?

Quidance: Hard item See liability insurance policy or statenent of self-insurance.
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4.2.i

Does the applicant have the financial stability and resources required for the
operation of a certification systen?

Qui dance: Ask to see financial statenents/balance sheets and discuss financi al
| ogi stics.

4.2,

Does the applicant enploy a sufficient nunber of qualified people for performng the
vol une, type, and range of work performed?

Qui dance: Hard item Check personnel rosters and dossiers.

4.2,k

Does the applicant have a quality systemgiving confidence in its ability to operate
a certification systen?

Qui dance: Hard item Review quality nanual

4.2.1

Does the applicant have policies and procedures that distinguish between product
certification and other activities the applicant perfornms?

Gui dance: Hard item Review organizational chart or other document show ng
segregation of activities.

4.2.m

Is the organi zation free fromconmmercial, financial or other pressures that nmay
i nfluence the results of its certification process?

CGui dance: Note conflicting activities or apparent conflicts of interest.

4.2.n

Does the applicant have formal rules and policies for the appoi ntnent and operation
of commttees involved with the certification process?

Quidance: Hard item See rules for appointing comittee. Rules nust support

bal ance of interests.

Are conmittees free fromcomercial, financial, or other pressures that m ght
i nfl uence deci sions?
Qui dance:
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4.2.0

Does the applicant ensure that activities of related bodies do not affect the
confidentiality, objectivity, and inpartiality of its certifications?

Gui dance: Check for conflicts of interest or potential sources of bias.

4.2.0.1
Does the applicant supply or design products of the type it certifies?

4.2.0.2

Does the applicant give advice or provide consultancy services to the applicant as to
nmet hods of dealing which are barriers to certification?

Qui dance: Ask about consulting service policies or see non-consultancy policy.

4.2.0.3

Does the applicant provide any ot her products or services that could conpronise the
confidentiality, objectivity or inpartiality of its certification process or
deci si ons?

Qui dance: Check for conflicts of interest or potential sources of bias.

4.2.p

Does the applicant have policies and procedures for the resolution of conplaints,
appeal s and di sputes received fromsuppliers or other parties about the handling of
certification or any other related natters?

Qui dance: Hard item See appeals procedures. Review history of appeals and
conplaints and verify effective resolution

4.3 Qperations

Does the certification body take all steps necessary to eval uate conformance with the
rel evant product certification systen?

Qui dance: (Observe performance or records of performng tests referenced in program
testi ng nanual

Does the certification body specify relevant standards or parts thereof that formthe
basis for the applicable certification systen?
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When appropriate, does the applicant observe the requirenents for the suitability and
conpet ence of bodies or persons carrying out testing, inspection and
certification/registration as specified in |1SO guides 25, 39 and 62?

4.4 Subcontracting

Are arrangenents for subcontracting properly docunented in agreenents?

Qui dance: Hard item See agreenents or contracts. Ensure all required i ssues are
addressed and deci sion authority is retained.

4.4 a

Does applicant take full responsibility for subcontracted work?

Gui dance: Hard item See agreenents or contracts. Ensure all required issues are
addressed and deci sion authority is retained.

4.4.b
Does applicant ensure subcontracted body is conpetent and conplies with the
requi renents of the guide?

4.4.c
Is there a signed agreenent consenting to the subcontracting of services?

4.5 Quality System
4.5.1

Is the quality policy docunented?
Qui dance: Hard item See quality policy statenent.

Is the policy for quality understood at all |evel s?
Qui dance: Interview personnel to determne |evel of understanding.
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4.5.2
Is systemeffective and appropriate to the type, range, and vol ume of work?

Is there a designated person with direct access to the highest executive with the
desi gnated authority for (a) and (b) bel ow?
Qui dance: Hard item ldentify quality system nanager

4.5.2.a
Are all relevant elenments of the guide established, naintained and inpl enmented?

4.5.2. b
Is performance of the quality systemreported to managenent to be incorporated into
the quality systen?

4.5.3
Is there a quality manual ?
Qui dance: Review quality manual for all elenents.

4.5.3.a
Is there a quality policy statenent?
Qui dance: Hard item

4.5.3.b

Is there a brief description of the legal status and ownership, including nanes of
persons who own and control it?

Gui dance: Hard item

4.5.3.¢
Are nanmes, qualifications, and ternms of reference of senior executives and ot her
personnel |isted?

Qui dance: Hard item
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4.5.3.d
I's there an organi zational chart showing Iines of authority up to senior executive?
Gui dance: Hard item

4.5.3. e
Is there a description of the applicant's organization?
Qui dance: Hard item

4.5.3.f
Are there docunented policies and procedures for managenent revi ews?
Gui dance: Hard item

4.5.3.¢
Are there procedures for docunent control and other adm nistrative procedures?
Gui dance: Hard item

4.5.3.h

Are all operational and functional duties and services that pertain to quality
docunent ed?

Qui dance: Hard itens.

4.5 3.1

Are there procedures for the recruitnent, selection and training of certification
body personnel ?

Qui dance: Hard item

Are there procedures for nonitoring their performance?
Gui dance: Hard item

4.5.3.]
Is there a list of approved subcontractors?
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Is there a witten procedure for assessing, recording, and nonitoring their

conmpet ence?

Qui dance: Check quality system of subcontracted conpanies that may be referenced in
t he manual

4.5.3.k
Are there procedures for handling nonconformties?

Are there procedures for assuring effectiveness of correctivel/preventive actions?
Qui dance: This pertains to internal quality, not of the certified suppliers.

4.5.3.1

Are there procedures for evaluating products and inplementing the certification
process?

Quidance: Hard item Review certification procedures.

Are there witten criteria for issue, retention and wi thdrawal of certification
docunent s?
Qui dance: Hard item

Are there procedures for controlling use of certification docunments.
Qui dance: Review control of all docunments and the use of certificates in marketing.

4.5.3. m
Are there policies for dealing with appeals, conplaints and di sputes?
Gui dance: Hard item

4.5.3.n

Are there procedures for conducting internal audits based on the provisions of |SO
10011- 17

Qui dance: Copy of 1SO 10011 not required, but procedures for internal audits should
be conparable in nature to | SO 10011

4.6 Conditions and procedures for granting, maintaining, extending, suspending and
wi t hdrawi ng certification?
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4.6.1
Are conditions for granting, nmaintaining and extending certification specified?
Qui dance: Hard item Review program approval criteria

4.6.2.a
Are there procedures for granting, maintaining, wthdraw ng, and suspendi ng
certification?

4.6.2.b
Are there procedures for extending or reducing the scope of the certification?

4.6.2.¢c

Are there procedures to reevaluate the programin the event of significant changes in
program content, organizational structure, or nanagenent?

Gui deance: Hard item Check procedures for reeval uation.

4.7 Internal audits and managenent reviews
Are there plans to conduct internal audits?
Gui deance: Check internal audit procedures and schedul e.

4.7.1.a
Are personnel responsible for areas informed of the results of the internal audits?

4.7.1.b
I's corrective action taken in a timely manner?

4.7.1.c
Are the results of internal audits docunent ed?
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4.7.2
Are there procedures for the applicant's managenent to review the results of the
quality systemat intervals that are short enough to ensure continuing suitability?

Are there records of nanagenent revi ews?
Qui deance: Hard item Review reports or mnutes of neetings.

4.8 Docunent ati on

4.8.1. a
Is there information about the authority under which the applicant operates?

4.8.1.b

Is there a docunented statenment of its certification system rules, and procedures
for granting, nmaintaining, extending, suspending and withdrawi ng certification?
Qui deance: Hard itens.

4.8.1.c

Is there informati on about the evaluation process related to each certification
syst enf

Qui deance: Hard item

4.8.1.d
Is there a description of the neans of financial support?
Qui deance: Hard item

4.8.1. e

Is there a description of the rights and duties of applicants regarding the use of
the body's |l ogo and ways to referring to certified status?

Gui deance: Hard item
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Are requirenents, restrictions and linitations clearly defined?
Qui deance: Hard item

4.8.1.f
Is there informati on about procedures for handling conplaints, appeals, and di sputes?
Qui deance: Hard item

4.8.1.¢
Is there a directory of certified products and their suppliers?
Qui deance: Hard itens.

4.8.2

Are there procedures to control all data and docunents that relate to certification
functions?

Qui deance: Hard item

Are the procedures revi ewed and approved by appropriately authorized and conpet ent
per sonnel ?
Qui deance: Hard item

Is there a list of docunments and their appropriate version?
Qui deance: Hard item

I's the distribution of docunments controlled to ensure that the appropriate
docunentation is made available to personnel of the certification body?

4.9 Records
4.9.1

Does the record systemneet its particular needs and conply with existing
regul ati ons?
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Do records denpnstrate the certification activities have been fulfilled?

Are records naintained for at |least one full certification cycle or as required by
[ aw?

4.9.2
Are there policies and procedures for retaining records in conpliance with
contractual, legal, or other obligations?

Qui deance: Hard item Review procedures.

Is there a witten policy and procedures concerning access to these docunents?
Qui deance: Hard item

4.10 Confidentiality

4.10.1
Are there adequate arrangenments to safeguard confidentiality of the infornmation
obtained in the course of its certification activities?

4.10.2

Are there policies requiring consent of the supplier to obtain perm ssion prior to
rel easing information regarding a particular product or supplier?

Qui deance: Does not call for a particular docunent, but must sonehow denonstrate the
policy exists.

5 Certification body personne
5.1 Cenera

5.1.1

Are personnel of the certification body conpetent for technical judgenents, fram ng
policies and inplenenting then®

Qui deance: Soft item Review general backgrounds of key decision nmakers?
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5.1.2
Are there clearly docunented instructions available to the personnel describing their
duties and responsibilities?

Are these instructions maintained up to date?

5.2 Qualification criteria

5.2.1
Does the certification body define a minimumrelevant criterion for the conpetence of
t he personnel ?

5.2.2.a

Does the certification body require its personnel to sign an agreenent in which they
agree to conply with the rules of the certification body regarding confidentiality
and conflicts of interests?

5.2.2.b

Does the certification body require its personnel to sign an agreenent in which they
decl are any prior and/or present association with a supplier or designer of products
for any evaluation or certification to which they are to be assi gned?

5.2.3
Is informati on on each nmenber of the certification staff nmintained?

Are records of training and experience naintai ned regarding?

5.2.3. a
Nanme and address-
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5.2.3.b
Organi zation affiliation and position hel d-

5.2.3.¢
Educational qualification and professional status-

5.2.3.d
Experience and training in each field of the certification body's conpetence-

5.2.3.e
Dat e of npbst recent updating of records-

5.2.3.f
Per f or mance apprai sal -

6 Changes in the certification requirenents

Does t he body give due notice when maki ng changes in its requirenents?
Qui deance: Soft item Check avail able historical docunents.

Does the body take into account the views expressed by interested parties before
deciding on the precise formand effective date of changes?
Qui deance: Soft item

Does the body ensure each supplier nakes appropriate change?
Qui deance: Soft item
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7 Appeal s, conplaints, and disputes

7.1
Are appeal s, conplaints and disputes brought before the certification body by
suppliers or other parties subject to the procedures of the certification body?

7.2.a
Are there records of all appeals, conplaints and di sputes and renedi al actions?

7.2.b
Are there records of subsequent action?

7.2.cC
Is the action taken and its effectiveness docunented?

8 Application

8.1 Information on the procedure

Does the body provide detailed information relating to and descriptions of the
eval uation and certification procedures?

8.1.2.a
Does the body require a supplier conply with all relevant provisions of the
certification progran®

8.1.2.b
Does the body require that a supplier make all necessary arrangenments for the conduct
of the eval uation?

8.1.2.c
Does the body require that the supplier make clains regarding certification only
within the scope of the certified progranf
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8.1.2.d
Does the body require that the supplier not use its product certification in such a
manner as to bring the body into disrepute or nmake m sl eadi ng statenents?

8.1.2.¢e

Does the body require that the supplier, upon suspension or cancellation of
certification, discontinue its use of any advertising matter that contains any
reference thereto and returns any certification docunents as required by the
certification body?

8.1.2.f
Does the body require that the supplier use certification only to indicate that
products are certified as in conformty with specified standards?

8.1.2.¢g
Does t he body endeavor to ensure no certificate is used in a m sl eadi ng manner?

8.1.2.h
In referring to products, does the body require that the supplier conply with the
requi renents of the certifying body?

8.1.3

I's information on specific systens or types of systens operated by the applicant
provided to the supplier when the they are related to the applicant's scope of the
certification?

Qui deance: This itemnmay relate to services provided by the body that relate to the
scope of the supplier's system

8.1.4
I s additional procedure provided when requested by the applicant?
Qui deance: Soft item

I SO Guide 65 Assessment Checklist — Working Document — Page 17 of 22



8.2 The application

Is there an official formsigned by the duly authorized agent of the applicant?
Qui deance: Hard item Check application

8.2.1.a
Does the application cover the scope of the certification?

8.2.1.b

Does the application include a statenent that the applicant agrees to conply with the
requi renents for certification and supply any informati on needed for an eval uation of
products to be certified?

8.2.2.a
On the application, does the applicant provide the corporate entity, nane, address,
and | egal status?

8.2.2.b
On the application, does the applicant provide a definition of the products to be
certified and the standards to which the products will be certified?

9 Preparation for eval uation

9.1 a

Bef ore proceeding with eval uations, does the certification body conduct an
eval uation, and maintain records, of a review of the application to ensure the
requi renents are clearly defined, docunmented, and understood?

9.1.b

Bef ore proceeding with eval uations, does the certification body conduct an

eval uation, and nmaintain records, of a review of the application to ensure any
di fference in understandi ng between the certification body and the applicant are
resol ved?
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9.1.c

Bef ore proceeding with eval uations, does the certification body conduct an

eval uation, and maintain records, of a review of the application to ensure the
certification body has the capability to performthe certification service with
respect to the scope of the certification sought and if applicable, the location of
the applicant's operations and any special requirenents that nust be net?

Guidance: Similar to contract review procedures in | SO 9000.

9.2
Does the certification body prepare a plan for its evaluation activities to allow for
t he necessary arrangenents to be nade?

9.3
Does the certification body assign appropriately qualified personnel for the specific
eval uation?

Does the body ensure that the personnel assigned have not been involved with the
design, supply, installation or naintenance of such products in a nmanner and within a
time period which would conflict with inpartiality?

9.4
Are certification personnel provided with appropriate working docunents?

10 Eval uation
Does the certification body eval uate products -

- agai nst the standards?

- covered in the scope?

- defined in its application?

- against all certification criteria specified in the rules of the schene?
CGui deance: Soft point. (Cbserve evaluations as conpared to above issues.
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11 Eval uation report
Does the certification body have reporting procedures?

11.a
Does the report provide certification body with findings as to conformty with al
requi renents of certifications?

11.b
Do procedures ensure that the outcone of the evaluation is pronptly brought to the
applicants notice by the certification body?

Do the procedures ensure that the report identify any nonconformty that will have to
be discharged in order to conply with the certification requirenents?

Do the procedures ensure that the reports clearly state the extent of further
eval uation or testing required?

12 Decision on certification

12.1
Are decisions nmade by the certification body based on informati on gathered during the
eval uati on process and ot her rel evant infornation?

12.2
Does the certification body del egate authority for granting, maintaining, extending,
suspendi ng, or withdrawing certification to an outside person or body?

12.3. a
Does the certification body provide each supplier with an official certificate or
letter signed by an officer who is assigned such responsibility?
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Does the formal certification instrunment include -

- the nanme and address of the supplier?

12.3.b. 1
The scope of the certification, including products certified by type and range,

12.3.b.2
t he product standards or other normative docunents,

12.3.b.3
and the applicable certification systen?

12.3.¢c
Does the certificate state the effective dates and termof the certification?

12.4
Does the certification body have procedures for determ ning approval of anmendnents?

13 Surveill ance

13.1
Does the certification body have witten surveillance procedures?
Qui deance: Hard item

13.2
Does the certification body require the supplier to informit of changes cited in
4.6.2.¢?

Does the certification body require w thhol ding of products produced under the
changed procedures pending review by the certification body?
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13.3
Does the certification body docunent its surveillance report?
Qui deance: Hard item See surveillance reports.

13.4

Does the certification body, in the event of authorized ongoi ng approval,
periodically evaluate the nmarked products to confirmthat they continue to conformto
t he standards?

14 Use of licenses, certificates, and marks of conformty

14.1

Does the certification body exercise proper control over ownership, use and display
of licenses, certificates and nmarks of conformity?

Qui deance: Soft item

14. 2
Qui deance avail able from|1SQO | EC Gui de 23

14.3
Are incorrect reference or misleading renmarks related to the certification system
dealt with by suitable action?

15. Conplaints to suppliers
Does the certification body require suppliers to -

15. a

- keep a record of conplaints to the supplier relating to a products conpliance
with requirenents of the relevant standard and nmake those records available to the
certification body upon request?

15.b

- take appropriate action with respect to such conplaints and any defici encies
found in products or services that affect conpliance with the requirenents for
certification?

15.¢c
- docunent actions taken?
Qui deance: Hard item
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