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Key issues of the proposed EU Key issues of the proposed EU 
Regulation for CABsRegulation for CABs

•• Jacques McMillanJacques McMillan
•• Head of UnitHead of Unit

•• DG Enterprise and IndustryDG Enterprise and Industry
•• Regulatory approach to free movement Regulatory approach to free movement 

of goodsof goods

Key issues of the proposed EU Key issues of the proposed EU 
Regulation for CABsRegulation for CABs

PROBLEMSPROBLEMS

•• +/+/-- 1800 1800 NotifiedNotified Bodies (Bodies (NBsNBs))
•• Notification Notification proceduresprocedures & & criteriacriteria

–– NeedNeed of more of more equalequal levellevel playingplaying fieldfield for for CABsCABs and and 
manufacturersmanufacturers

–– NeedNeed of of greatergreater transparencytransparency
•• RoleRole of of accreditationaccreditation

–– No No legallegal basis and basis and commoncommon rulesrules atat CommunityCommunity levellevel
–– UnevenUneven use for notification of use for notification of CABsCABs in in MemberMember StatesStates

•• IncoherenceIncoherence definitionsdefinitions & & conformityconformity assessmentassessment
•• Relationship CE marking/othersRelationship CE marking/others
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PROPOSED SOLUTIONPROPOSED SOLUTION
•• ClearClear overalloverall policypolicy
•• 2 2 legislativelegislative instruments instruments coveringcovering bothboth

New and New and OldOld ApproachApproach

Key issues of the proposed EU Key issues of the proposed EU 
Regulation for CABsRegulation for CABs

REGULATION
directly and immediately applicable

DECISION (sui generis)
to be used for revision of sectoral 

legislation + drafting of new 
legislation 

Key issues of the proposed EU Key issues of the proposed EU 
Regulation for CABsRegulation for CABs

REGULATIONREGULATION
(COM 2007 (COM 2007 –– 37)37)

•• AccreditationAccreditation
•• MarketMarket surveillance surveillance 

-- internalinternal
-- thirdthird country country productsproducts

•• CommunityCommunity financingfinancing for for 
intercomparisonsintercomparisons
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ACCREDITATION
•• Framework and Framework and principlesprinciples for for itsits operationoperation: : 

Public authority activity
1 national accreditation body (NAB) per Member State
Prevention of competition between NABs and between 
NABs and accredited CABs
Set of requirements for NABs
Peer evaluation 
Cooperation between national accreditation bodies = > 
EA (European co-operation for accreditation)

•• RulesRules applicable to applicable to mandatorymandatory && voluntaryvoluntary areaarea

Key issues of the proposed EU Key issues of the proposed EU 
Regulation for CABsRegulation for CABs

ACCREDITATION BODIES shall:

Be completely independent from commercial 
motivations; 
Be authoritative and impartial bodies;
NOT be involved in conformity assessment activities
for which they accredit other bodies;
Demonstrate a high level of competence via 
participation in the EA peer evaluation system. 
SME issue and conformity assessment
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DECISION DECISION 
(COM 2007 (COM 2007 –– 53)53)

•• LegislativeLegislative frameworkframework
•• DefinitionsDefinitions & obligations for & obligations for economiceconomic

operatorsoperators
•• Notification (Notification (criteriacriteria & & processprocess & & accredaccred.).)
•• ConformityConformity assessment assessment proceduresprocedures
•• markingmarking
•• SafeguardSafeguard mechanismsmechanisms (& (& marketmarket surveillance)surveillance)

Key issues of the proposed EU Regulation Key issues of the proposed EU Regulation 
for CABsfor CABs

COMMUNITY FRAMEWORK FOR NBs
Strengthening of the requirements for notifying authorities

No conflict of interest, objectivity, impartiality 
Competent personnel at its disposal

Strengthening of the requirements for notified bodies
Always third-party bodies – independence, impartiality
Competent personnel for conformity assessment activities
Access to necessary equipment and facilities
Subsidiaries and sub-contractors to meet the same requirements as 
NBs
Information obligations
Participation in Groups of NBs
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Notification
Accreditation = preferred way of demonstrating 

competence of CABs
Need of documentary evidence to demonstrate 
competence if accreditation not used 
Procedure – electronic notification and online 
database of NBs

Accredited in-house bodies 
Separate and identifiable part of an undertaking
Services only for the undertaking of which it forms a 
part 

TIMETABLETIMETABLE

•• Adoption Commission:Adoption Commission:
–– 14 14 FebruaryFebruary 20072007

•• Adoption Council/EP? (end 2008?)Adoption Council/EP? (end 2008?)
•• ImplementingImplementing measuresmeasures
•• ReviewReview of sectoral of sectoral legislationlegislation

Key issues of the proposed EU Key issues of the proposed EU 
Regulation for CABsRegulation for CABs


