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For all information on
BEL AC and its accredited bodies:

BELAC Secretariat
Tel: 32.2.277.54.34

Fax: 32.2.277.54.41
e-mail: BEL AC@economie.fgov.be

Web site:
www.belac.fgov.be
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Chapter 1. General

1.1. PURPOSE OF THE BELAC MANAGEMENT MANUAL AND
REFERENCE TO STANDARDS

The aim of this management manual is:
- to define the goals and policies of BELAC;
- to describe the fundamentals for its operation;
- to document the objectives and essential elemérnts management system.

The operation and the management system of BELA@gacribed in this manual, are based
on the European and national legal provisions dtggraccreditation, the requirements of the
international standard EN ISO/IEC 17011:2017 ane televant EA /ILAC/IAF/FALB
guidelines.

This manual, along with the procedures and insouosttherein mentioned, forms the basis
for the participation of BELAC in multilateral agmment with analogous accreditation bodies
in and outside the EU.

The management manual is meant as
- a promotion and information tool which, as suchyrba distributed to third
parties without restriction.
- a practical tool for the use of BELAC organs to wha global and coherent
vision of it policy and means is proposed.

Associated documents:

 Document 6-001 presents a comprehensive list ofideats belonging to the BELAC
management system documentation.

 Document 6-003 presents a correspondence tableebetwhe provisions of the
management manual and of the underlying proceduitsthe requirements of the EC
Regulation 765/2008, those of the EN ISO/IEC 17RQ17 standard and the
EA/ILAC/IAF/FALB guidelines.

1.2. RECIPIENTS

With follow-up of revisions:

Members of the National Council for Accreditation
Members of the Coordination Commission
Members of the Accreditation Board
Accreditation Secretariat

Without follow-up of revisions:

Any external request
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Chapter 2. The Belgian accreditation structure

2.1. THE ROLE OF ACCREDITATION

The current economic structures are subject toremyc evolution stirred by liberalisation
and internationalisation of trade. Technical basrigased on local regulations and standards
are eliminated through harmonisation and tradeeageaits, in order to allow for competition.

The concept of conformity assessment is increagirggerred to as a central tool when free
circulation of goods and services is to be achieartl harmonised.

In such a framework it is essential to boost caeniite of the economic actors with regard to
reports and certificates issued by laboratoriespestion bodies and certification bodies, so
that these may be regarded as technical passporspiroduct or service.

Accreditation allows accredited conformity assessmmdies that seek for a reliable and
third-party recognition of their technical competerio promote their know-how.

Accreditation does not only aim at facilitating amercial exchanges and export but should
also be seen as an instrument for public authsyithose role in the economic process is
evolving.

The legal provisions, especially that coming frdra European Commission, emphasise the
role of "self-regulation” (or deregulation) in teaxdhrough anticipating measures before
bringing goods on the market.

These measures provide for the intervention ofifipalty appointed bodies (notified bodies)
whose technical ability is recognised by an offi@athority and which act on its behalf for
the control of goods before they are brought tontiaeket.

Post-market control, with a view to protect the fard of the population and the integrity of
the environment, remains indeed the responsililitthe public authorities. In this area as
well, in order to be consistent with measures a@-piarket control, the accreditation of
bodies involved in the attestation of conformity tlee pre-eminent instrument for the
authorities in charge of control.

The role of accreditation was confirmed and evemlesized through the publication, in
August 2008, of the Decision 768/2008 ECand of Regulations 764/2008 EC modified
by the Regulation EU 2019/515” and 765/2008 EC™ amended by the Regulations EU
EU /2019/1024™)

* DECISION No 768/2008/EC OF THE EUROPEAN PARLIAMNT AND OF THE COUNCIL of 9 July 2008 on
a common framework for the marketing of productsl eepealing Council Decision 93/465/EEC

(**) REGULATION (EC) No 764/2008 OF THE EUROPEAN RAIAMENT AND OF THE COUNCIL of 9 July
2008 laying down procedures relating to the apfpiboeof certain national technical rules to produetwfully
marketed in another Member State and repealingsicNo 3052/95/EC

(***) REGULATION (EC) No 765/2008 OF THE EUROPEARARLIAMENT AND OF THE COUNCIL of 9 July
2008 setting out the requirements for accreditagioch market surveillance relating to the marketihgroducts
and repealing Regulation (EEC) No 339/93

(***)  REGULATION (EU) 2019/515 of the European Hament and of the Council of 19 March 2019 onrigual
recognition of goods lawfully marketed in anotheeriwber State and repealing Regulation (EC) No 7®820

() REGULATION (EU) 2019/1020 of the Europeand?liament and of the Council of 20 June 2019 onketar
surveillance and compliance of products and amendirective 2004/42/EC and Regulations (EC) No 2668
and (EU) No 305/2011

Confidence in calibration or test reports, inspmttertificates or certification of a product, a
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process or a person will be increased when thesandlents are issued by bodies whose
impartiality and technical competence prove to clynwaith objective and internationally
recognised standards.

2.2. THE DEVELOPMENT OF ACCREDITATION IN BELGIUM

In 1990, Belgian trade and industry have turnetheogovernment so that an accreditation
structure would be made available; the structure exgected to offer all the guarantees of an
independent and indisputable body, relying on &ifipdegal basis and covering all aspects
of conformity assessment.

It is in response to this expectation that, atitfiggative of the Ministry of Economy and in
cooperation with the different regulatory authesstiat the national, regional and community
level, a structure for accreditation supported égidlation was created. This structure has
been the subject of several modifications in otdexccommodate the needs of the final users
of accreditation and the evolution of the Europeantext.

From 1992 to 2006, 3 distinct accreditation bodiage been respectively responsible for the
accreditation of calibration laboratories (BKO)stirg laboratories and inspection bodies
(BELTEST) and certification bodies (BELCERT). Thpolicies and operation were however
very similar.

In order to offer a better service to the concerpadies and to provide a better answer to
their expectations, an evolution towards a singlgeditation body was felt necessary and in
2006, BKO; BELTEST and BELCERT merged into a singtely for the accreditation of
conformity assessment bodies calRflL AC.

2.3. THE BELAC GENERAL POLICY

2.3.1. BELAC: amission

"To contribute to create the conditions for a comitpee, sustainable and balanced
market for goods and services in Belgium, by priogéccreditation as a tool for the
recognition of competence of conformity assessniemties for products and
services”

BELAC has been formally appointed as the sole Belgiccreditation body in compliance
with Regulation EC 765/2008 . BELAC operates urttierauspices of the Belgian State and
the Minister of Economy has final responsibility the management and supervision.

The requirements of Regulation EC 765/2008 form Haesis for the operation. The
management of BELAC shall therefore be complianpanticular with the requirements of
the EN ISO/IEC 17011 standard and the associateddmsed standards relevant for the
accreditation of conformity assessment bodies.

2.3.2. BELAC: avison

« To develop and maintain accreditation as a tool in all interested technological sectors, with
specific attention for supporting innovation.
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For BELAC, the level of performance is the deg@@hich the accreditation structure fulfils
the expectations of all concerned parties and iticpgar the regulatory authorities, the
accredited conformity assessment bodies and tbhstomers.

BELAC therefore aims to deliver high level expegt\sces in order to build up credibility
and to foster confidence in the accredited orgasiand the conformity attests they issue.

The conformity assessment market in Belgium isenathstricted considering the size of the
country but covers a broad and diversified rangeadivities, considering the level of
economical development and the expectations ofB#lgian society. In such conditions,
maintaining the level of performance of the acdadttin body is a constant challenge, that
BELAC is committed to address.

2.3.3. BELAC: thevaluesthat support its policies

The following elements are regarded as key isstids®edBELAC policies:

. The independence and impartiality of the accreitabody and the transparency of
the management and of the decision-making process

The BELAC structure as well as its ways of funcingnis fixed by legal stipulations that

provide for its autonomy for decision. In partiauyla

- the participation of all interested parties in tiesign and approval of policies and general
procedures is ensured;

- the responsibility for accreditation decisionsysaocollege of experts in matters related to
conformity assessment.

. The development and continuous update of compettralkelevels of operation of the
accreditation processes and in particular the tachh expertise with regard to
conformity assessment matters

The BELAC structure organises and encourages egelsaof information with the national
regulatory authorities, the international relevarganisations, the economical and industrial
partners, the scientific community and the accesditbodies themselves. These
communication channels are tools that need to lgased and maintained in the most
effective way.

Assessors are the most important instrument ofystem. They have to provide evidence of
the level of competence of the accredited bodiestheir performance conditions to a large
extent the value of an accreditation and its acoeg by the market. A strict follow-up of
performance and further training on a regular bastsof utmost importance

. A customer driven operation

BELAC takes into account the interest of all parte®ncerned with conformity assessment
matters and strives for a continuous improvmeritsovel of service.

. A functioning based on an efficient and continug@siolving management system

The management system will follow and adapt itselfhe expectations of the users and to
the requirements of international standards theaplicable to accreditation bodies.

BELAC 1-01 Rev 10-2019- 12/49



BELAC rests on the following tools to define thevdrg forces of its management system
and to achieve and maintain the requested levetdbrmance :

- arisk-based approach and the implementation oborea to eliminate or minimize them;
- the input of the assessors, of the accredited badid of the stakeholders;

- the results of internal audits, treatment of conmpéaand other information;

- the annual management review.

. A service designed to follow and anticipate thedseef the accredited bodies and of
their customers

The BELAC structure allows for cooperation with thgsociations of accredited bodies as
well as with the different regulatory authoritiesdaeconomical actors. BELAC therefore
strives to contribute to the discussions on the odlconformity assessment when activities
are being developed in new technological areas.

. The participation of BELAC in mutual recognitionragments between accreditation
bodies

The legal provisions for accreditation in Belgiuntlude the recognition of the benefits of
the multilateral agreements between accreditatamtids in which BELAC is required to take
part. Moreover, BELAC commits itself to promote thecognition of the conformity
assessment certificates issued by accreditatioe®aignatories to such agreements.

BELAC is member and participates actively in théwities of EA (European Co-operation

for Accreditation), as the body appointed to ensheecoordination of accreditation activities
in Europe in compliance with article 14 of The E@dgRlation 765/2008, as well as n the
activities of ILAC (International Laboratory Accriéation Co-operation), IAF (International

Accreditation Forum) and FALB ( Forum of Accreditat and Licensing Bodies).

Information on the BELAC status as signatory to Bfe MLA, ILAC MRA, IAF MLA and
FALB recognitions are published can be retrievednfthe BELAC webpage.

BELAC commits itself to respect the specific reguients related to its obligations as signatory of
the international multilateral agreements and atersithis as an essential element for its operation

. The promotion of accreditation and of serviceswdekd by the accredited bodies

“tested/inspected/certified once — accepted evesngh

BELAC 1-01 Rev 10-2019- 13/49



Chapter 3. Legal basis and organisation of accreditation
in Belgium

3.1. THELEGAL BASIS

Main associated documents:

BELAC 0-03 Code of Economic Law (especially buttromited to book VIII —
title 2),

BELAC 0-02 Royal Decree creating the national acdr&tion Council

BELAC 0-05 Royal Decree creating BELAC

BELAC 0-08 Cooperation agreement between the Federal State,Rlemish
Region, the Walloon Region and the Brussels CapiRegion with
respect to the implementation of the EMAS scheme

Accreditation in Belgium is organised on the badithe following legal provisions:

* the Code of Economic Law, especially but not limiteo book VIII — title 2, on
accreditation of conformity assessment bodies

The legal provisions on accreditation

- create a general structure for accreditation offaomty assessment bodies in
compliance with the provisions of the EC Regulati@b/2008 and see in particular
for the setting up of a unique non for profit gaveental accreditation body;

- require compliance with the relevant European atefmational standards;

- attribute to the FPS Economy the final responsgybilior the administrative
management of the accreditation structure;

- set up a National Council for Accreditation withpresentation of all concerned
parties as an advisory body to the Minister of Exoy; the Council is responsible for
the supervision of the functioning of accreditation

» the Royal Decree of January 24, 1991, setting ed\tional Council for Accreditation
(see also under point 3.2.2):

+ the Royal Decree of January 31, 2006, modifiedhieyRoyal Decree of February 7, 2014,
setting up the accreditation body BELAC:

The Royal Decree includes provisions with regard to

- requirements to be complied with by conformity asseent bodies that apply for
accreditation;

- requirements for the functioning of BELAC (manageine accreditation process —
financing )

- the obligation for BELAC to take part in mutual ogmition agreements between
accreditation bodies, and the consequences foB#igian State, with respect to
acceptance of documents issued by conformity asssgsbodies with reference to
accreditation granted by bodies equivalent with BEL

The legal basis includes also several complemeiRRapal and Ministerial Decrees.
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Since its creation, the Belgian accreditation dtmec intends to reflect the visions and
expectations of all interested parties with regaréccreditation. It operates according to a
model of consensus that also strictly satisfiesnibrenative and legal requirements.

» Cooperation agreement between the Federal StageFldmish Region, the Walloon
Region and the Brussels Capital Region with resgettie implementation of the EMAS
Scheme (Regulation (EC) No 1221/2009 of the Eunogealiament and of the Council
of 25 November 2009 on the voluntary participatimnorganisations in a Community
eco-management and audit scheme (EMAS), repeakgglRtion (EC) No 761/2001 and
Commission Decisions 2001/681/EC and 2006/193/EC ).

This agreement includes delegation for the aca#dit and supervision of the Belgian
environmental verifiers to BELAC, the Belgian nait#b accreditation body notified by the
Belgian State in compliance with article 4 of th€ Regulation 765/2008 setting out the
requirements for accreditation. As a consequendd, A& is required to be member of
FALB Forum of Accreditation and Licensing Bodies).

The legal basis also includes complementary raydlrainisterial decrees.

Since its creation, the Belgian accreditation stmec has been aiming to reflect the views and
expectations of all parties with interest in actiatn matters. It is a model based on consensus,
operating on strict normative and legal grounds.

3.2. THE ORGANISATION OF THE BELGIAN ACCREDITATION
STRUCTURE

3.2.1. General organisation

The Belgian accreditation structure is placed uniderfinal responsibility of the Minister of
Economy.

It includes

* an_administrative support provided by the FPS Eognand more particularly the general
Direction Quality and Safety, that cares for thecessary material aspects for the
operation of accreditation (personnel, premises, ififrastructure, finances and
accounting);

» the National Council for Accreditation as a dis¢ossforum for all concerned parties;
while not formally belonging to the Belgian Accridion Body BELAC, the Council acts
through the remittance of advices to the MinisteEconomy (see also under 3.2.2)

» the BELAC accreditation body itself (see also undeapter 4) that includes different
organs ( the BELAC Co-ordination Commission, thebof Appeals, the Accreditation
Board and the BELAC secretariat).
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3.2.2. The National Accreditation Council

Main associated documents:

BELAC 0-02 Royal Decree creating the national aeditation Council
Ministerial Decrees appointing the members of theuhcil

CNR 1 Rules of order

CNR 1 INFO List of the members of the Council

The Council's task is:

- to co-ordinate the coherent and transparent apjglicaf the principles and
procedures concerning accreditation;

- to evaluate the annual report of activities of ttagional accreditation body
and to bring advice to the Minister; the Counciteasponsible, on behalf of the
Belgian State, of the monitoring of the operatidrihe national accreditation
according to article 9 point 2 of the EC Regulatf@b/2008

- to ensure the collection, distribution and pubhsghof information related to
activities in this area;

- to ensure that all interested parties are involvethe activities concerning
accreditation;

- to provide advice dealing with all aspects regagdincreditation.

The Council operates through the delivery of advite the Minister of Economy. A

statement issued by the Council is mandatory ire aassignificant amendment of legal
provisions with relation to the operation of thecraditation body set up according to the
Code of economic law.

The Council is composed of about 50 members whotlaerepresentatives of federal,
regional and community authorities, of industry,tfde unions, of consumers and of the
accredited bodies.

In this composition, care is taken to ensure tloagmoup of interest dominates.

The representatives are presented by the releuimbrities and appointed by the Minister of
Economy.

The holding of meetings is described in the rulesrder.
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Chapter 4. General organisation

4.1. EUNCTIONAL ORGANIGRAM

The Royal Decree governing BELAC attributes to tenister of Economy the final
responsibility for the management of BELAC, but\pdes for a functional delegation of
responsibilities and decision-making competenceutn various management bodies, i.e.:

- a Coordination Commission (see also under 4.3eBpansible for the definition of
general management policies and procedures anthéofollow-up of appeals and
complaints through the Board of Appeals (see aigteu4.3.3);

- an Accreditation Board (see also under 4.3.2),amsiple mainly for the follow-up of
individual accreditation files.

- a permanent secretariat, which is part of the Qualnd Safety General Direction,
Division “Quality and Innovation ” - (see also umd&1), in charge of the general
management of BELAC and in particular:

- the daily operation of BELAC and of the accredaatfiles;

- the relations with the Board, the Co-ordination @assion and the Board of
Appeals;

- external relations with all concerned parties.

BELAC
' |
BELAC Secretariat Co-ordination Accreditation
Commission Board
Assessors/Experts Board of Appeals
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4.2. ROLE, RESPONSIBILITIESAND OPERATION OF THE BELAC
ORGANS

42.1. The Co-ordination Commission

Main associated documents:

BELAC 0-05 Royal Decree creating BELAC

BELAC 0-07 Ministerial Decree appointing the memiseof the
Co-ordination Commission

BELAC 3-08 Rules of order of the Co-ordination Camssion

BELAC 6-015 List of the members of the Co-ordinaii Commission

The Co-ordination Commission is responsibl for general management of BELAC. Its
composition provides opportunity for an effectimealvement of all interested parties.

The Coordination Commission is particularly resplolesfor:

- maintaining the impartiality of BELAC activities;

- developing, approving and ensuring a transparedtcamsistent implementation of
the general BELAC policies as well as the pringp@d provisions for its operation;

- approving the accreditation programs to be includdtie scope of BELAC activities;

- approving the guidelines for the implementation tbe general criteria for
accreditation ;

- supervising the financial aspects as well as thalahility in human and material
resources;

- ratifying the participation of BELAC in internatiahmultilateral agreements or any
other co-operation contracts;

- setting up an Accreditation Board with decision petence on accreditation;

- evaluating the BELAC activities on a yearly basml aapproving the management
review.

The BELAC Coordination Commission is composed giresentatives from all involved

authorities, industry, consumers and trade uniass,well as accredited bodies. This
composition aims to provide for a balanced repreegimm of all parties having interest in

conformity assessment and accreditation.

The members are appointed based on their competeiticerespect to accreditation and
conformity assessment. They are appointed by theniskér for Economy upon
recommendation by the parties involved.

With a view to achieve full transparency and eéfiwy of the working of the Commission, as
well as consistency with the other organs withie twhole accreditation structure, the
Chairman of the National Council and of the Acctatitbn Board are also appointed as
members of the Commission.
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The meetings are hold according to the rules oéionahich specify the voting procedure.

42.2. TheBoard of Appeals

Main associated documents:

BELAC 0-05 Royal Decree creating BELAC
BELAC 3-04 Handling of dysfunctions

A Board of Appeal is established by the Coordimati@ommission with the task of

investigating and giving advice on:

- appeals regarding the decisions of the AccrediiaBmard on a whole or partial
denial, suspension or withdrawal of an accreditatio

- complaints expressed by an accredited body, aatgylauthority or any interested
person on the implementation of the accreditatimcgdures or the reference to the
status of accredited body or the functioning ofiaaredited body.

The composition of the Board of Appeal aims to jmey depending on the file subject to
examination, a technically grounded and imparteadision.

The Board is composed of

- a Chairman belonging to the FPS Economy, with gpragpiate knowledge of legal
matters;

- the Chairman of the Coordination Commission and émivers appointed by the
Chairman;

- two assessors who are not involved in the case fouestigated.

The Board can call for experts

Provisions for lodging appeals and complaints, alf as investigating the individual cases
are specified in the legal provisions and in theutoents of the BELAC management system.

The decisions of the Board of Appeal are notifiedtihe interested parties and to the

Coordination Commission and the Accreditation Bdardmplementation, within the limits
of their respective responsibilities.
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4.2.3. TheAccreditation Board

Main associated documents:

BELAC 0-05 Royal Decree creating BELAC

BELAC 3-09 Rules of order of the Accreditation Bah
BELAC 6-016 List of the members of the AccreditatiBoard
BELAC 6-316 Competence of the BELAC Board’s member

The Board is the executive organ of the accreditabody. The Board is responsible for
decision-making in the accreditation procedure ampervises the follow-up of accredited
bodies.

The Board is composed of representatives of thellagyy authorities that rely on
accreditation within the remits of a specific légi®on.

Industry, consumers and trade unions may appoepsesentatives in the capacity of
observers. Accredited bodies are not representéiteifiBoard in order to avoid impartiality
risks.

Ensuring reliability and confidence in accreditatidecisions (which implies ensuring the
competence of the Board’s members) is an essetdialent of the BELAC policy. With this

aim, the members are appointed based on the folipwriteria: impartiality, personal

experience in the operation of conformity assessmedies, knowledge of accreditation
requirements and technical competence with redpespecific accreditation programs. The
competence sectors of each member of the Boardoatenented and regularly updated.

The meetings are hold according to documented rafesrder that specify the voting
procedure.

Depending on the type of decision, the Board opserat
- during plenary meetings or through corresponderaresdtation where all
members are involved,
- based on the advice of at least one of the Boar®mbers appointed as
reviewer and delegation of decision to the Boa@hsir.

The members are bound to documented rules of camtfality on matters related to the
accreditation processes.
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4.2.4. Permanent secretariat

Mains associated documents:

BELAC 0-05 Royal Decree creating BELAC
BELAC 5-07 Organisation and operation of the BELAS&Ecretariat - Tasks
and responsibilities of the members

The permanent secretariat function is in chargiefdaily management of the accreditation
body in compliance with the aims, policies and vigkprocedures of BELAC.

The BELAC permanent secretariat is administrativelaced under the Quality and

Innovation division of the Quality and Safety Gaalddirection of the FPS Economy which is

responsible for material aspects (personnel, pesnisffice and IT means) As a service of
the Quality and Safety Administration, the seciataand its staff are bounded to the rules
here linked

For more information on the position of the BELA€Cretariat within the FPS Economy :
seewww.economie.fgov.bé&/propos du SPF Economie/ Structure / Organigramimaé

The role and responsibilities of the secretariat dgscribed in the various legal provisions

and include mainly:

- the management of the individual accreditation sase

- the management of assessors and experts;

- the follow-up of the working of the BELAC organsdathe implementation of the
decisions;

- the management of the external relations at theomedt and international levels
including the supervision of the participations mnutual recognitions between
accreditation bodies;

- the follow-up of the national and international kNmns in accreditation and the
development of accreditation activities in new eecbf economy and technology;

- the implementation of the management system inetudhe development and
implementation of the business plan with respetihéodevelopment of the system.

The staff of the secretariat is appointed by th& BHeonomy and is authorised to perform
other activities with no direct link with accreditan provided they are compatible with their
obligations within BELAC.

The Direction is responsible for the general suigem of the accreditation activities and for
the proper functioning of the secretariat, as vasllfor the relations between BELAC and
third parties, at the national and internationgaéls.
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The following organigram describes the internalctinre of the secretariat:

[ BELAC Direction ]

[ Quality ]__[ General administration ]
[ Training and assessors ]_

Cell 1: Accreditation of Cell 2: Accreditation Cell 3: Accreditation of
laboratories, of inspection bodieg | certification bodies, environmen
Proficiency Testing Providers and Referan verifiers and validation/verificatic
Materials Producers bodies

Function descriptions are available for the maimctions with description of the profile for
the function and of the main tasks and responsésli

BELAC organises initial and continued training bketsecretariat staff. For each member

staff, an individual file is regularly updated aimdludes amongst others their specific tasks
and responsibilities.

4.3. INDEPENDENCE AND IMPARTIALITY

Main associated documents:

BELAC 1-02 BELAC general policy and means for thenplementation of the
ISO/IEC 17011:2017 requirements on the identificati and management of risks related
to its operation.

BELAC is organised such as to ensure the indepexedand impartiality of its operation at
all levels of management and decision. A detailealyssis of the risks that may endanger its
independence and impartiality has been performéddm@echanisms have been set up in order
to eliminate or control them. The results are apgdoat the highest level of management and
are systematically reconsidered as part of the gemant review.

The following measures ensure that the risks ims$eof independence and impartiality are
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under control:

 BELAC is an accreditation body ruled by the puldigthority but has an independent
position with regard to its relations with accreditbodies and their clients.
However, considering that BELAC is placed underrésponsibility of the Belgian State and has
no specific legal identity, all entities of the Bign administration are formally to be considered
as related bodies especially if they perform canfor assessment activities.
The independence of the accreditation process negpect to the related administrative
bodies that perform conformity assessment act&ite ensured through a functional
separation.
No administrative entity outside BELAC belongingthe General Administration Quality
and Safety is entitled to take part in the decigieaking process with respect to the
accreditation procedure.

» A particular aspect of the legislation governinglBE is the cooperative character of the
provisions for the implementation of the accredbiatprocedure, in which all interested
parties are involved:

- the federal, regional and community authorities;

- industry;

- trade unions;

- consumers

- accredited bodies.

This cooperative approach is demonstrated by stijouls such as:

- the different BELAC organs are evenly composedepiresentatives from the
interested parties;

- the participation of the regulatory authorities féie implementation of
accreditation in regulated sectors is provided for.

Through the participation of all interested partigghout any one of these parties being
dominant, transparency as well as independenaesisred.

» BELAC policies and procedures exclude any form istidmination and the services of
BELAC are open to any applicant, provided the aggpit formally accepts to comply with
all accreditation requirements as fixed by the lléganework of BELAC.

» BELAC does not offer any type of conformity assesstractivity that can be the subject
of an accreditation. An effective separation opmssibilities with respect to the services
of the FPS Economy that provide conformity assegsmetivities is in place.

» Except for general information concerning the aditagion requirements and the
procedures of BELAC, BELAC is prohibited from gigitonsultancy or offering services
liable to compromise the objectivity of the decisjarocess.
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4.4. EINANCIAL MANAGEMENT

Main associated documents:

BELAC 0-03 Code of Economic Law

BELAC 0-05 Royal Decree creating BELAC

BELAC 7-01 BELAC: general information and practidgrovisions.
4.4.1. Basis

The financial management of BELAC is arranged @nlihsis of

- legal stipulations: administrative management @teciat staff salaries, office space,
material...) and promotion of the Belgian accreditastructure are provided for by
the FPS Economy;

- the regulations creating the Belgian accreditastmucture which provide for the
payment of assessment costs by the accreditedshodie

4.4.2. Funding with regard to the accreditation procedure

Each application for an accreditation is subjedh payment of a non-refundable fee fixed
by the legal stipulations.

4.4.2.2 Assessment costs

The services of the assessors are charged at ay hate fixed by the legal stipulations plus
travelling costs.

The services of the assessors include documemwethe assessment visit and writing of the
report.

4.4.2.3 Annual fee

Every accredited body is required to pay an anfelper accredited type of conformity
assessment activity.

The fee is payable from the calendar year follovtlm of obtaining the accreditation.

4.4.3. The Accreditation Fund

The management of the income and expenses arisamgy the implementation of the
accreditation procedure is arranged via the Actaédn Fund.
The type of possible income and expenses are redandegal stipulations.

Fees charged to the accredited bodies are thestasgarce of income, while payment by the
Fund to the assessors and salary costs of some BEearetariat staff represent the largest
expenditure.
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The administrative rules of the Accounting Servioethe FPS Economy apply to the
expenditures.

A member of the Accreditation Service is appoingsl « ordinary accounter » and is
responsible for income.

A member of the Accounting Division of the Admimedion for general Affairs of FPS
Economy is appointed as « extraordinary accoungard»is responsible for expenditures.

The secretariat is responsible for the controheffinancial aspects and reports once a year to
the Co-ordination Commission. A final supervisieneixerted by the High Financial Court
(Cour des Comptes / Rekenhof)
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Chapter 5. SCOPE OF ACTIVITIES AND
ACCREDITATION REQUIREMENTS

Main associated documents:

BELAC 0-06 Ministerial Decree fixing the list of azeditation criteria
BELAC 1-03 Activities of BELAC: description and dgria for selection

BELAC is not entitled to perform other activitiekan the accreditation of conformity
assessments bodies in compliance with the requivenaé EN ISO/IEC 17011.

BELAC does not subcontract any of its accreditatativities except in case of (partial)

assessment to be performed outside Belgium ( sderumnl.3) but BELAC is allowed to
perform joint assessments with other accreditaiimaies as part of international agreements.

5.1. ACCREDITATION PROGRAMS

5.1.1. Scope of activities

BELAC may cover all potential fields of conformigssessment activities and all technical
domains, in both the regulated and non-regulatetbse

However, accreditation can only be granted on #séshof accreditation requirements that are
defined in normative documents accepted at thenatmnal level and that aim to provide
confidence in the bodies that comply with theseumregnents. The Minister of Economy,
following advice of the national Council for Accitation and Certification, publishes the list
of the normative documents that fix the accreditatequirements.

In practice, the activities of BELAC cover the aittes of the following types of bodies:
- the calibration laboratories;

- the testing laboratories;

- the medical laboratories including the activitié$oint of Care Testing

- the inspection bodies;

- the certification bodies for management systems;

- the certification bodies for products;

- the certification bodies for personnel;

- the proficiency testing organizers;

- the producers of reference materials;

- the greenhouse gases validation and verificatiaheso

- the environmental verifiers according to the EC latjon CE n° 1221/2009 (EMAS III).

The technical sectors that can be covered by areditation are defined according to
documented criteria.

5.1.2. Extension of the BEL AC scope

The extension of the scope of activities of BELAC & new accreditation field (i.e. an
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accreditation standard not yet operated by BELA@)) anly be proposed based on a risk-
analysis documented in a feasibility study prepdmgdhe BELAC secretariat; the interest
expressed by the concerned sector, the expectaifotie stakeholders, the position of the
regulatory authorities when relevant, the situaibthe international level, the availability of
assessors and the need to develop specific docsmeintstructions are considered.

The extension is subject to a positive advice ef Mational Accreditation Council and the
endorsement by the Minister of Economy and pubboaas Ministerial Decree.

A similar approach is used in case of extensiorihef scope of activities of BELAC to
significantly new technical activities or schemathim an already active accreditation field;
the feasibility study is only submitted for endorsmnt by the Co-ordination Commission .

5.1.3. International activities (Cross Frontier Policy)

Main associated documents:

BELAC 1-04: Procedures and provisions for the aeditation of multi-site
conformity assessment bodies

BELAC 1-05: Procedures and provisions for cross fiteer accreditation and
cooperation with accreditation bodies members of HBAC and IAF

BELAC

- offers its services by priority to companies essdeld on the Belgian territory;

- does not engage in any marketing of its servicésiadelthe Belgian territory;

- operates in compliance with the international psmns and obligations that are
binding for the accreditation bodies signatoriethtomutual recognition agreements.

BELAC may exceptionally accept applications forraditation originating from

- European countries in case the national accredlitdtody is in a development phase
or is not signatory to the EA, ILAC or IAF multikxtal agreements or declares it has
not the possibility to handle the case

- non-European countries, provided the applicatioan be considered as an action
within the framework of the international co-opévatactivities of the Belgian State,.

Activities performed outside Belgium by BELAC acdited bodies and managed through the
main operation office or critical sites establisredatoad will be covered by the BELAC
accreditation only in case these activities hawantibe subject of a specific evaluation.

With this respect, BELAC implements the rules dedict the international level that fix the

respective obligations of the accreditation bodiest are signatories of the multilateral
agreements, especially in the case of multi-siteeatitation.

5.1.3.3 Activities of BELAC as a subcontractor
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On request of a foreign accreditation body signatorthe multilateral agreements, BELAC
can act as a subcontractor to perform all or pattte@assessment of a conformity assessment
body accredited abroad and operating Belgium.

5.2. THE ACCREDITATION REQUIREMENTS

Main associated documents:

BELAC 0-06: Ministerial Decree fixing the list ofthe accreditation
requirements

BELAC 1-03: BELAC activities: description and selgan criteria
Documents of the series 2 for the implementation thfe accreditation
standards

Documents of the series 2-405-xxx for the accretida of specific
conformity assessment activities

5.2.1. Referencesto standards

Conformity assessment bodies are evaluated andeditat with reference to the
international accreditation standards as approvédmthe framework of the EU Regulation
765/2008.

5.2.2. Complementary and guidance documents

Depending on the type and technical sector for dbeformity assessment activity, the
requirements of an accreditation standard may tebd complemented with :

- Guidelines issued at the international level (EAAC, IAF, FALB) : based on the
classification by EA, ILAC, IAF or FALB some of tee guidelines may have a
mandatory character and are considered as complarpeaquirements.

- Requirements applicable to a specific conformitgeasment activity and made
mandatory by a regulating authority or by a scheawener, provided these
complementary requirements comply with the genBEALAC policy as expressed in
document BELAC 1-03.

The Coordination Commission may further clarify @pecify the accreditation requirements.
Consultation with all interested parties is theerul

One will note in particular the complementary regoients with respect to traceability
(BELAC 2-003) , participation in proficiency tesgirfor calibration, testing and medical
laboratories (BELAC 2-106) as well as the documefitthe series BELAC 2-405 with the
specific requirement for the accreditation accagdimnational or international legislation.

All complementary and guidance documents are mabdkgally available, in particular to the
bodies concerned and to members of the evaluaams.
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Chapter 6. Human resources

6.1. GENERAL POLICY

BELAC commits itself to ensure that all personnevalved in the management of the
accreditation body and the operation of the actaédn processes maintains a level of
competence, knowledge and skills appropriate foe fanction and the associated
responsabilities. For each relevant function ansefiaon the associated risks, BELAC has
documented :

- a detailed description of the function;

- the applicable deontological rules in particulathwespect to confidentiality and

impartiality;

- the knowledge requirements;

- the provisions for initial and continued training;

- the provisions for the supervision of the levetofmpetence.

With personnel associated with BELAC activitiesrisant:
- the staff of the BELAC permanent secretariat (\seger 4.2.4);
- the assessors and experts ( see under 6.2);
- the persons with decision-making capacity and inigadar the members of the Co-
ordination Commission ( see under 4.2.1) and ofAbereditation Board (see under
4.2.3).

6.2. ASSESSORS AND EXPERTS

Main associated documents:
BELAC 3-05: Provisions for the co-operation withEBB. AC assessors and experts

For carrying out the evaluations BELAC calls upoteenal assessors who are staff of the
BELAC permanent secretariat or to external asssssprexperts belonging to public or
private bodies or having independent consultandivides . BELAC can also call upon
recognized assessors from accreditation bodiesatsigas to the EA, ILAC or IAF
multilateral agreements.

Each assessor or expert is appointed by the BELAGCetariat for the duration of the
assessment ans is required to sign a formal acesptiocument by which he/she
- accepts to respect
- the limits of the assignment entrusted to him/her;
- the working instructions of BELAC,;
- the confidentiality of any document or informatialating to the evaluation;
- declares his/her ability to act freely and impdistia
- accepts the financial conditions proposed by BELAC.

The risks in terms of impartiality due to the psdmnal activity of each assessor or expert
(especially in case of recourse to consultantspaatuated on an individual basis.
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Any person will be recognised and maintained aEbAC assessor if he/she

has the necessary professional experience to catgn evaluation of the compliance
of a specific type of conformity assessment bodywie accreditation requirements;
has received the specific training in their roleaasessor (lead or technical) run by
BELAC or an equivalent body, including participation at least two evaluation
assignments;

is considered to be competent as an assessor wadfi@ially been registered on the
lists of lead and/or technical assessors;

complies with the deontological rules and ongoigning requirements as specified
by BELAC;

undergoes regular performance evaluation duringsassents on the field.

The requirements on education and professionalrexe as well as deontological rules are
applicable to experts too.
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Chapter 7. The accreditation process

7.1. GENERAL PRINCIPLES
Main associated documents:

BELAC 0-05 Royal Decree creating BELAC

BELAC 3-11 The accreditation procedure: general gwision for
implementation

BELAC 3-12 The accreditation procedure: specificopisions

BELAC 2-002 Certificat d’accréditation et domairgdapplication d’'une

accréditation: Lignes directrices générales pdar
formulation et I'évaluation

* An accreditation can only be granted after an assest performed by one or more
assessors or experts and aiming to establish tinéorooity with the accreditation
requirements for the related sector; the assessm#uatles the organisational aspects and
the technical competence. The risks related tatmeplexitiy of the activities subject to
accreditation and the characteristics of the apptis organization are taken into account
to fix the composition of the assessment team tndluration.

» The Accreditation Board is responsible for all dems on accreditation. Depending on
the type of decision, the Board operates
- during plenary meetings or through correspondencesutation where all
members are involved;
- based on the positive advice of at least one oBtberd’s members appointed as
reviewer and delegation of decision to the Boafdfgir (so-called “simplified
decision-making process”).

« BELAC accreditations are granted per type of camity assessment body for an
accreditation schedule that details the conceroetbemity assessment activities . Each
accreditation has a maximum validity of 3 yearsase of initial accreditation and 5 years
starting from the 2d accreditation cycle.

. Accreditation may only be maintained when the oiggtion
- keeps complying with the accreditation requiremearid respects the surveillance
programme;
- fulfils its financial obligations towards BELAC;
- requests the Board for renewal of the accreditagibleast nine months before the
expiry of its validity ;
- has met the specific obligations indicated to tthattime of the accreditation.

In case one or more of the above-mentioned comditiare no longer met, the
Accreditation Board may decide on sanctions agaimstaccredited body ( see under
point 7.4.3)

BELAC differentiates between the following typesassessments ( see under 7.2 and 7.3 for
details) :

the initial assessment ( following a pre-assessiheaguired);

the surveillance assessment

the renewal assessment;

the assessment for extension of the accreditatioedaile.
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Any assessment process involves successive stepsleed under points 7.2 and 7.3.

7.2. Theinitial assessment

7.2.1. Theadministrative step

. Information of the applicant

Upon request to the secretariat, any organisatishimg to apply for accreditation receives:

the relevant information on the BELAC system, tleeraditation process and accreditation
requirements, the financial aspects and the wagctess to the documentation through the
BELAC homepage and in particular, a standard agptio form.

. Submitting the application

All accreditation applications shall be submittedthe BELAC secretariat by using the
standard form and shall be accompanied by the dentsisted in the application form, as
well as evidence of payment of the application fees

All information is handled confidentially.
In case the applicant does not provide the reqdekieumentation and cannot give any
justification or provides false informatiomn @mnceals information, BELAC rejects the

application

* Application review

The secretariat is responsible for the review ef d@ipplication. This review aims to check
whether BELAC has the necessary competence andrees to handle the application . If it
is not the case, the applicant is informed witrdrlty.

. Composition of the assessment team, duration ciseessment and quotation
The assessors are appointed by the secretarigiefaturation of the assessment.

The assessors and experts are appointed takingnsideration the type and specificities of
the application and according to their impartialtyd competence; the specific competence
requirements defined in regulatory or normativea@edocuments are taken into account.

If the application relates in total or in part tneoor more regulated sectors, the competent
authority(ies) is(are) informed of the compositminthe assessment team and is(are) invited
to attend the assessment as observer.

A member of the Accreditation Board or of the s&miat may be appointed as coordinator to
accompany the assessment team in order to faeiltfa¢ communication between the
concerned parties.
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The duration of the assessment is fixed in ordealtow for a proper evaluation of the
functioning of the body and of its technical apilito perform the activities for which
accreditation has been applied; it covers the pagjpom, on-site evaluation and reporting
phases..

A quotation is prepared taking into account theppeed composition of the assessment team
and duration of the assessment.

The quotation covers only the assessment actiaggdanned on the basis of the information
available in the application form; it may need ® domplemented in case this information
was incorrect or not comprehensive enough or ire dasther investigation is deemed

necessary.

. Notification to the applicant
The quotation is submitted to the application,dpproval.

The applicant may object one or more of the proposgsessors or experts based on a
reasoned opinion presented to the secretariatayt only be submitted twice and within the
framework of the examined application.

. Notification to the assessment team

A formal assignment is sent to the assessment teEmather with the documents necessary
for the preparation of the assessment; the mendrersequired to confirm the absence of
conflict of interest and the accept or refuse tteppsed assignment.

. The assessment plan

The assessment program is drafted in advance ofigiteon place, in cooperation between
the team and the file manager and communicatetie¢dbbdy under evaluation. The plan
mentions the relevant accreditation requirements the distribution of tasks for all team
members.

The initial assessment includes a comprehensiviewefor elements) of the organisation of

the conformity assessment body and its technicahpetence. In all cases, the initial

assessment includes witnessing of actual activiteréormed by the conformity assessment
body.

7.2.2. The assessment visit

A preparatory meeting between members of the etialudeam may take place before the
assessment visit.

The assessment visit consists of

- an introductory meeting, to recall the context,uiegments and procedure for the
accreditation;

- an analysis of the management system documentamohan evaluation of the
implementation of the documented provisions, inclgdvitnessing of activities , in
order to evaluate compliance with the accreditatexjuirements;

- the identification and categorisation of any nonfoomity;
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- a final meeting during which the assessment teafornts the applicant of its
findings. Non conformities are categorised in fiumctof their degree of seriousness;
minimum conditions for clearance, including timiraye fixed for each category of
nonconformity.

7.2.3. Theevaluation report

The lead assessor is responsible for drafting itted €valuation report that needs to reflect
the views and observations of all members of tlenteTo this respect, the report shall
include, besides administrative information relgtia the applicant:

- a summary of the evaluation of all points outlinedhe accreditation requirements;
are considered both organisational aspects anditethssues related to the scope of
application;

- details of non conformities together with the cotige actions taken by the applicant
and the extent to which this is adequate;

- a description of the technical activity for whictcaeditation is to be considered.

Specific templates for the assessment report f@cakeditation programs are available.

The report is for use

- by the secretariat; a file manager having the $igsmmmpetence for the evaluation of
the report but has not been involved in the acta@dh process is appointed as
internal reviewer;

- by the Board as a basis for its decision; 2 membgtke Board ( with at least one
having the specific competence for the evaluatibthe report ) not involved in the
accreditation process are appointed as externwevs;

- by the applicant to get knowledge with the elememriswhich the accreditation
decision is based and to allow them to submit amgroents;

- by members of the evaluation team in the eventfaftaer visit.

7.2.4. Thedecision-making process and granting of accreditation

The Accreditation Board’s decision is made on gtbwf the assessment report, the
recommendations of the reviewers and the complemennformation provided by the
applicant, if relevant .

Granting accreditation is subject to a positiveisiea from the Accreditation Board, stating
the conformity assessment body’s compliance wighatbcreditation requirements. Decisions
are made during plenary sessions or by corresperamt all members are involved.

If, after examination of the assessment reportBihard decides to recommend the granting
of the accreditation, the secretariat formalises #tcreditation recommendation which
includes a draft of the certificate including a clgstion of the scope of the accreditation; the
format is defined per accreditation program ancedéelng on the technical sector.

The Board’s Chair (or the Vice-Chair in case ofatz®) confirms the decision by signing the
accreditation documents.

If the Board decides against accreditation, theilCinéorms the applicant who may then
decide to drop the application, to continue it (uhich case further evaluation will be
necessary), or to lodge an appeal.
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The accreditation is granted for a maximum perib8 gears, except if the Board decides for
a shorter period. The accreditation covers only dbtvities descried in the accreditation
schedule.

7.2.5. The assessment program and the supervision of the accredited body

After the initial assessment, the program forghpervision of the accredited body is defined
for the coming accreditation cycle; it includeswailtance assessments and ends up with a
renewal assessment.

The assessment program is designed as to ensweresentative sampling of the list of
accredited activities; the normative, regulatorycontractual requirements relevant for each
type of conformity assessment activity are takea account.

7.3. The specific aspects of the various assessment visits

The general provisions for the organisation of sseasment visit as described in case of an
initial assessment are applicable.

7.3.1. Pre-assessment

. Objectives

The applicant may request for the performance (onlye) of a pre-assessment before going
to the initial assessment.

The objective of a pre-assessment is to determhmether, by means of a limited evaluation
of compliance with the accreditation requirementghbin terms of documentation and
effective implementation, the applicant is in aipos to undergo an initial assessment with a
reasonable chance of success. Performing a pessasent may in no case lead to
consultancy.

. Implementation
The pre-assessment involves the examination of rdentation and an assessment visit,
limited to the main offices, with a team, consigtursually only of the coordinator and a lead

assessor; a report is prepared.

The report has only an indicative value. The ajpypiids invited to take the comments into
account but is not required to report on actiorfefeegoing to the initial assessment.

7.3.2. Initial assessment

See under 7.2
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7.3.3. Extension assessment

. Objectives

The accreditation certificate covers only the atiéig as described in the accreditation scope.
Accredited bodies are allowed to widen the actaéidn scope to activities close to those
already covered by the accreditation, on conditlmat specific requirements are complied
with (accreditation with flexible scope) .

For all other types of extension of the accredtascope, a formal application is necessary
and an evaluation appropriate to the nature ottmeerned extension will be organised.

The accredited body can apply for an extensiorcops at any moment during the validity
period of the certfcate.

Granting an extension of the accreditation scopesdwt result in any modification of the
validity date of the certificate neither in the weilance program but the description of the
accreditation scope is updated.

. Implementation

The extension assessment involves an examinatiomlochimentation and, each time
necessary, an assessment visit at the main offindsat places where the activities are
performed. Depending on the specific nature ofdk&nsion request, the assessment team
will consist of a coordinator, a lead assessor @andhe or more technical assessors or
experts.

A request for extension may be submitted at an tdaring the period of validity of the
certificate.

The so-called “simplified decision-making processused except when the application for
extension relates to a substantial modificatiothefnature of the accredited activities, which
means there is an impact on the competence ofdtredited body, or if the results of the
extension assessment leads to question the pagdibiiaintain the accreditaton.

7.3.4. Surveillance assessment

. Objectives

Surveillance refers to all activities carried oyt BELAC at any time between the initial
assessment and the reassessment or between twessaents, with the aim of ensuring that
accredited organisations comply on a day-to-dajshaish the accreditation requirements.

. Implementation

Surveillance involves assessments undertaken atvals specified by the Accreditation
Board , with evaluation at the main offices of terredited body and at the places where
activities are performed:

- during the first cycle of accreditation (limited ® years), surveillance visits are
normally organised on a yearly basis.
- starting with the second accreditation cycle (vdtiration of 5 years in principle) 3
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surveillance visits are organised between 2 resassents. The maximum period of
time between 2 surveillance visits is 24 months.

- a deviation from the above-mentionned principlepassible if duly motivated and
documented in order to accommodate specific s@natof an accredited body.

Surveillance

- can be complemented by enquiries, questionnaieggiests for documents or other
requests for information;

- may require complementary visits not foreseen éenstandard programme.

Surveillance is generally less thorough than tlitealrassessment or the reassessment, but the
evaluation must nevertheless cover both elementhefmanagement system and of the
technical activities.

All elements of the management system shall beuatedl at least once within an
accreditation cycle.

Sample evaluation of the activities covered byabereditation shall encompass all fields of
technical competence concerned within an accréafitatcle .

The so-called “simplified decision-making procegstée under 7.1) is used except if the
results of the assessment may lead to questiopaebility to maintain the accreditation.

7.3.5. Re-assessment

. Objectives

Re-assessment refers to the re-evaluation carriedbg BELAC at the end of each
accreditation cycle. The aim is to check whetheaesredited body continues to comply with
the accreditation requirements in all the actigitevered by the certificate.

Based on the results of a re-assessment , a degilildoe made to re-issue the accreditation
after 3 years in case of first accreditation cyald after 5 years for the following cycles.

. Implementation

Re-assessment involves an examination of docunemtsnd an evaluation at the
organisation’s main offices and at places wherwities are performed.

The program of a re-assessment is similar to drali@ssessment but the information gained
through the previous assessments is taken intaiatco

The content of the re-assessment plan is fixeddoasehe following guidelines:
- all elements of the management system need todiaated;
- the selection of technical activities to be evaddatakes into account the content of
the surveillance assessments during the precegltig.c
Reassessment results in the issuance of a neviazetiand the updating of the scope.

The decision to renew or not the accreditatiorakeh by the Accreditation Board during a
plenary meeting or by means of a correspondendegvathere all members are involved.
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7.4. Modifying the status of an accredited body
7.4.1. Cancellation

An accredited body may, at any time, definitivedncel its accreditation, for either all or part
of its accreditation scope.

The decision to cancel

- doesn't affect the surveillance programme, nora$fehe period of validity of the
certificate in the event of a partial cancellation;

- doesn't relieve the accredited organisation ofottser obligations towards BELAC
incurred during the accreditation period.

- is formalised by a removal from the list of acctediorganisations, in case of total
cancellationin case of parial cancellation or adaip of the accreditation scope .

A request for temporarily cancellation takes thenfaf a voluntary suspension (see under
7.4.3.2)

7.4.2. Transfer of an accreditation

The Accreditation Board, after having either exasdirthe relevant documents or instructed
further evaluation, may accept the transfer of @reditation, particularly in case of transfer
of activities to another legal entity or where thas been a change in the legal identity of an
accredited body. A transfer with maintenance ofabereditation number is authorized only
when there is evidence of continuity in the managenpolicy, functioning of the body and
accredited activities.

7.4.3. Sanctions in case accreditation requirements are no longer met: warning,
suspension, withdr awal

Main associated documents:

BELAC 0-05 Royal Decree creating BELAC
BELAC 3-11 The accreditation procedure: general gwision for
implementation

When the accreditation requirements are no long#ly fnet , the Accreditation Board
decides on a sanction proportionate to the criticaf the situation.

The sanction consists of one of the following opsiowarning, total or partial suspension,
total or partial withdrawal.

A warning can include conditions such as a requeestinsmit complementary information or
to accept a complementary assessment.

Suspension means that a temporary ban preventsghgisation from referring, within all or
part of its accreditation scope, to its status ms&ecredited organisation and from issuing
reports or certificates covered by the accreditatio
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It applies to those cases where exceptional cirtarmess temporarily prevent the body from
complying with the accreditation requirements, Whiere a return to normal circumstances
can be expected. As a rule, the maximum perio@ suspension should not exceed 6
months.

Suspension

- temporarily interrupts the surveillance programms the period of validity of the
certificate is not affected;

- doesn't relieve the accredited organisation ofoifser obligations towards BELAC
incurred during the accreditation period;

- will be referred to in the list of accredited orgaations, on the BELAC web site and
on the accreditation scope of the accredited body.

The request for suspension can be introduced bydkg itself; it is then examined by the
Accreditation Board which may consider that thec#pe conditions for a suspension have
not been met; in this case the Board may recomradnthl or partial withdrawal.

A suspension can also be decided by the Board,iteeihich case the body is reminded of
the possibility to lodge an appeal.

Any lifting of a suspension will be subject to ampeopriate evaluation under the
responsibility of the Accreditation Board.

7.4.3.3 Withdrawal
The withdrawal of accreditation is decided by thecreditation Board
- in cases of serious or repeated non compliance wWith accreditation
conditions; the withdrawal may be total or partidien it concerns a part of
the accredited organisation’s technical competence.
- in case of evidence of fraudulous behaviour orasecthe body deliberately
provides false information or conceals information.

A total withdrawal implies:

- a breaking of the co-operation agreement betweebhABEand the accredited
organisation;

- the return to BELAC of the accreditation certifieat

- the removal from the list of accredited bodies #r@lBELAC web site;

- in case of a certification body, the obligation gmvide information on certified
suppliers that are affected by the withdrawal.
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Chapter 8. The BELAC Management system

8.1. GENERAL GUIDELINES

The activities of BELAC are covered by a managensgatem which takes into account all
requirements laid down by legal stipulations ané finternational standards for the
management of accreditation bodies.

The management system aims at achieving, maingpimind improving the level of
performance of BELAC as accreditation body.

The implementation of the management system iscbasend controlled through:

- the recourse to an appropriate quality documemtatio

- the registration and archiving of documents specth the implementation of
accreditation procedures and to the general marageoh BELAC,;

- the follow-up of internal non-conformities as wali complains and appeals, disputes
or observations ;

- the identification of opportunities for improvementrelation with the identification
of potential risks;

- the implementation of documented provisions throtighinternal audit

- the follow-up of complains and appeals, disputes afservations including
implementation of corrective actions and reviewhdir efficiency;

- the performance of a management review.

The quality manager is in charge of the follow-up amplementation of the management
system.

8.2. MANAGEMENT SYSTEM DOCUMENTATION

Main associated documents:

BELAC 3-01 Management of the BELAC quality documtation
BELAC 6-001 List of the documents pertaining toglmanagement system

8.2.1. Structure of quality documentation

8.2.1.1 Elements
The policies and the management system of BELACdaeumented in a management
manual which refers to documents detailing the llegad regulatory grounds, the
requirements and procedure for accreditation, dtagethe means pursued by BELAC to
ensure the level of its services.

The following measures are in force in order toueaghe effective implementation of the

documented provisions:

- the distribution of documents under controlled megito all persons concerned with a
specific activity; the distribution includes the migers of the BELAC organs and of
the secretariat, the accredited or applicant bodhesassessors and experts.
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- the organisation, each time relevant and per typeterest group, of training sessions
aiming to provide information on the documents;

- the development of standards forms or letters artora standardised implementation
of the accreditation procedure, each time relevant.

The management manual is limited to a presentatiahe general policies and objectives

pursued by BELAC and an outline of its organisatidnaims to be

- a promotion and information tool which, as suchyrba distributed to third parties
without restriction;

- a practical tool for use by the BELAC organs, dffgra global and coherent vision of
the policies being implemented.

8.2.1.3 Associated documents

The documents relating to the maagement manualiaiaed into various series depending

on their content:

- legal documents and references to standards;

- documents detailing the accreditation requiremantsthe procedures directly linked
to the rights and obligations of bodies that hatleee been accredited or have applied
for accreditation.

- procedural documents directly applicable to BELA@ ,awhere appropriate, to its
assessors, with relation to the management of tweditation body and the
implementation of accreditation procedures.

- instructions detailing provisions for the implematidan of procedures by the
secretariat, assessors and third parties.

Except when otherwise explicitly stated, provisionentioned in these documents have a
mandatory character.

- lists, databases and standard forms resulting fhenimplementation of procedures.

- information documents drawn up by BELAC as parthef promotion of the system
and guideline documents issued by external orghoisa both national and
international.

8.2.2. Document Control

Documented provisions are in force for the contfolhe management documentation; they
cover in particular the rules for presentation,paration and approval, distribution and
archiving.
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8.3. REGISTRATIONS

Main associated documents:
BELAC 3-13 Management of BELAC registrations

8.3.1. Nature of registrations

The documents dealing with the implementation efahcreditation procedure are considered

to be registered documents and are not includegleasents of the quality documentation.

Examples of such registered documents include

- individual files of bodies applying for accreditai

- individual files of the assessors/experts, membefrsthe BELAC permanent
secretariat and members of the decion-making coteesit files;

- documents relating to the meetings of the BELACaogg

- monitoring activities as part of the managementesys

8.3.2. Control of registered documents

Specific instructions are in force for the contadl registered documents; they cover in
particular the requirements with respect to distidn, confidentiality and archiving.

8.4. HANDLING OF DYSFUNCTIONS

Main associated documents:
BELAC 3-04 Handling of dysfunctions

It is the policy of BELAC to pay due attention teetanalysis of all kind of dysfunctions in its
operation , as an essential element with a vieanswer customer needs and to improve the
efficiency of the management system.

With the word dysfunction is meant, depending anrthture and the potential consequences
of the facts:

- formal complaints and appeals ;
- disputes with accredited bodies, assessors or ab#re system:

these concern mainly conflicts with regard to casésed without request for formal
handling by the Board of Appeal.

- observations :
these are mainly punctual errors and defects indperation identified by the
secretariat itself or raised orally or in writing Ithird parties or members of the
BELAC organs.

Formal complaints and appeals are handled by tleedBaf Appeals.
Disputes and observations are handled by the sei@atet

In case the analysis of a dysfunction reveals aauoriormity in the operation of BELAC,
corrections and corrective actions are identifiadeal on a root-cause and extent analysis.
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The quality manager is responsible for coordinatiamd follow-up of all types of
dysfunctions.

8.5. |DENTIFICATION OF RISKSAND OPPORTUNITIES FOR
IMPROVEMENT

Main associated documents:

BELAC 1-02 BELAC general policy and means for thenplementation of the
ISO/IEC 17011:2017 requirements on the identificati and management of risks related
to its operation.

As a basis to design and develop its operationadgsses, BELAC identifies the different
risks that may negatively affect its level of penfiance. Measures are set in place in order to
eliminate or minimize these risks and to strivedontinuous improvement.

BELAC has documented and regularly updates understipervision of the Co-ordination
Commission a list of potentials risks related tioet¢ments of the operation of BELAC; the
level of impact and probability of occurrence otleaisk as well as the measures aiming to
control it are documented.

The risk-based approach is implemented in partiouith respect to the following issues:

- the obligation for BELAC to act in an impartial andn-discriminatory manner in all
of its activities;

- the management of human, material and financiauregs;

- the development of new accreditation programs;

- the obligation to maintain an appropriate level c@mpetence for all functions
involved in the accreditation process;

- the obligation to ensure that all accredited at#igsi are evaluated during an
accreditation cycle.

Situations not being at risk but showing opportfar improvement are taken into account.

8.6. INTERNAL AUDIT

Main associated documents:

BELAC 3-03 Internal audit

At least once a year (possibly in the form of sssose partial evaluations), BELAC

undergoes an internal audit of all its activitierder

- to ascertain that all elements of its managemerstesy are systematically
implemented and kept adapted to the evolution ®fieds ;

- to check the adequacy of the provisions of the meameent system with relation to the
BELAC aims and in particular the compliance to thquirements of international
standards and relevant guidelines.
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Complementary to the regular evaluations, it maynftime to time be necessary to undertake

a total or partial evaluation, for example:

- in the case where a serious or repeated non camspliaas been detected during the
regular checks of management activities;

- following a complaint or appeal that casts doubttmadequacy or efficiency of the
management system provisions;

- during the 6 months following a significant modéton in either the management
system, the accreditation requirements or the dieten procedure.

The practical provisions for the internal audit doeumented.

8.7. MANAGEMENT REVIEW

87.1. Aims

Once a year the management of BELAC undertakesiawedf the management system in

order to check if its operation

- enables the quality objectives to be achieved;

- guarantees compliance with the requirements ofrnatenal standards for the
management of accreditation bodies;

- needs to be modified in line with new developmeénthe context of its operation.

8.7.2. Implementation

The quality manager is responsible to prepare ¢heew of the system which includes as
input elements, in compliance with the requiremaitslause 9.8 of the standard ISO/IEC
17011:2017:

a) evolution of activities ( nature and volume) aslvasl of human, material and
financial means;

b) results of internal and external audits;

c) participation in international activities;

d) safeguarding impartiality;

e) feedback from interested parties;

f) new areas of accreditation;

g) trends in nonconformities;

h) status of corrective actions;

i) the status of actions to address risks and opptidsin

j) follow-up actions from earlier management reviews;

k) fulfilment of objectives;

[) changes that could affect the management system;

m) analysis of complaints and appeals.

The output elements of the management review ifyethie actions related to

a) improvement of the management system and its pseses

b) improvement of services and accreditation proces®nformity with the relevant
standards and expectations of interested parties;

c) need for resources;
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d) defining or redefining policies, goals and objeesiv

8.7.3. Responsibilities

The management review of BELAC is under the resipditg of the Direction of BELAC.
The report is presented to the Coordination Comiomnistor approval and then submitted to
the National Council; the Council may bring advioghe Minister of Economy as part of the
supervision of the BELAC operation by the Belgidat§.
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Chapter 9. Cooperation between BELAC and the
accredited bodies

9.1. RECIPROCAL RIGHTSAND DUTIESBETWEEN BELAC AND
ACCREDITED ORGANISM S

Main associated documents

BELAC 3-06 Guidelines for the co-operation betweBELAC and the accredited
bodies

Granting an accreditation creates a cooperatioatiogiship between BELAC and the
accredited organisms; this involves for both partieutual rights and duties as described
hereafter.

Towards BELAC is the accredited body committed to:

- comply on a continuous basis with the accreditatemuirements;

- offer to BELAC the necessary cooperation with relgarthe assessment activities;

- keep BELAC informed of all information regarding itrganisation likely to affect the
accreditation granted;

- avoid to make any statement relevant to its actatoin which may reasonably be
considered as misleading;

- not use its accreditation in such a manner asihg IBELAC into disrepute.

Towards the accredited bodies is BELAC committed to

- handle with strict confidentiality all informatiomnd documents related to an
accreditation case;

- perform the accreditation procedure in accordaodhd relevant legal and regulatory
provisions as well as the quality system procedures

- provide them with the necessary elements relatedhér accreditation statute
(certificate, symbol);

- to examine all observations, complaints or appealsed by an accredited body;

- to publish on a regular basis a directory of adteedobodies;

- to keep accredited bodies informed of revisionsao€reditation requirements or
procedures;

- to give them the opportunity to participate to #utivities of the BELAC organs;

- to promote the use of services of accredited osgasi both nationally and
internationally.
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9.2. REFERENCE TO ACCREDITATION

9.2.1. Referencetothe BEL AC accreditation

Main associated documents:

BELAC 2-001 Rules with respect to the referenceatxreditation and use of
the BELAC symbol.

. Aims

BELAC recommends accredited bodies to refer torthecreditation status on calibration,
testing and inspection reports and on certificatesy issue, as well as on documents with a
more general character.

By that means, accredited bodies may provide ecil¢nat their technical competence has
been third-party evaluated and recognised compl@ainternational requirements.

Only those documents bearing reference to the ditation status provide evidence of
compliance to accreditation requirements; they eajpy wide acceptance nationally and
internationally through a network of formal mutuetcognition agreements amongst
accreditation bodies.

. Conditions for use of reference to accreditation

Reference to accreditation may take the form of BiELAC symbol or an appropriate
sentence.

The accredited body needs to comply with the speiStructions issued by BELAC that
aim to prevent any confusion with respect to atiéigibeing covered or not by accreditation.

In particular, all reference to accreditation netdprovide, the identification number of the
accreditation granted, and the relevant accreditattandard(s).

In case of misuse, the Accreditation Bureau istledtito take the necessary measures, either
on an internal basis (warning, limitation/withdrdwa the right of use of the symbol,
proposal of withdrawal of the accreditation) or,emhnecessary, by bringing the case to the
Court.

. Rules for use of the BELAC symbol

The symbol of BELAC has been officially registeredth the BENELUX Office of
Trademarks, including their graphical charactassstits use is therefore protected.

Specific rules and conditions for the use of thmlsgl are in place and need be complied
with.
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BELAC encourages users of accredited services tdiarethat their orders have been placed
by bodies whose technical competence has beenphitg evaluated and complies with
international requirements.

Are concerned: companies holding certification hyaacredited certification body, clients of
accredited laboratories and inspection bodies.

Specific rules are in force in order to prevent ayye of abuse. Accredited bodies are
responsible to keep their clients informed.

9.2.2. Reference to the status of BELAC as signatory of the EA, ILAC and IAF
multilater al agreements

BELAC is allowed, in all communication with thirdagies, to make reference to its status of
signatory to the mutual recognitions of EA, ILACdalA\F.

The BELAC stationary paper as well as all accreiditacertificates issued by BELAC
include the following statement in conjunction witle BELAC symbol: “ Signatory to EA,
ILAC and IAF Multilateral Agreements”

BELAC accredited bodies are allowed, in conjunctith the reference to their BELAC
accreditation and on a voluntary basis, to refethi®s BELAC status of signatory of the
multilateral agreements of EA, ILAC and IAF . €&$ffic rules are in force in order to
prevent any type of abuse.

9.3. DIRECTORY OF ACCREDITED BODIES

Main associated documents:
BELAC 6-021: List of BELAC accredited bodies

BELAC keeps updated a directory of accredited bodhiowing under each entry:
- the field of accreditation, through mention o thccreditation standard;

- the number of the certificate;

- the name and address of the body and the nameaftact person;

- a brief description, in the form of keywords,tbé accreditation schedule.

The lists are made available to the public viaBE&AC website (www.BELAC.fgov.be)

The website offers the possibility, by means ofseaystem,

- to access the detailed accreditation schedules ;

- to identify accredited bodies able to provide acfpe service under accreditation
regime.
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Chapter 10. Cooperation between BELAC and the
requlatory authorities

Main associated documents:

BELAC 3-07: Policy and provisions for the coopéian between BELAC and the
regulatory authorities.

Since the start of its activities, BELAC has coesatl the cooperation with the different
parties involved in the accreditation frameworlkaasessential achievement for its operation.
In this respect, the cooperation with the regulatauthorities (also called competent
authorities) plays a prominent role and should @irfulfil the expectations of both parties.

With the provisions of the Decision EC 768/2008 ahdhe Regulations EC 764/2008 and
765/2008) the European Commission and the Counaile hreinforced the role of
accreditation as a tool of choice to facilitate fiee circulation of goods and services and to
implement an efficient market regulation ; the segbnfirm the importance of cooperation
between the national accreditation bodies and #étiemal regulatory authorities.

It is aimed, through an efficient cooperation, s@re that the regulatory authorities gain a
better understanding of the functioning of BELACdanf its level of performance ;
confidence in the services provided by the acceedibdies will therefore become a fact. It is
also necessary to provide evidence that the speeifjuirements of the regulated sectors are
well understood and taken into account by the altiaion process.

Moreover, BELAC is required to cover a broad ranfeonformity assessment activities,
including complex regulated matters in constantlgl@ng technical sectors. Having access
to expertise is a must and BELAC should not undeerthe expertise available by the
regulatory authorities.

The main routes for cooperation include the pobsilfor the different regulatory authorities
- to take an active part in the management of BELWGugh their representation in the
different management committees (National Accreidita Council, Coordination
Commission, Accreditation Board, technical workgrsu....);
- to take part as observer in the BELAC assessments;
- to act as BELAC assessor or expert when the geserapetence requirements are
complied with.
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