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Summary of Open Day Questions
Theme 1
National Accreditation Body
1.1
Monitoring of UK NAB

Q1
As a CB based only in the UK (but operating globally) we will be compelled to obtain our accreditation services only from UKAS and will no longer be able to seek alternative services from, for example, the Dutch body.  With UKAS in this new "restrictive monopoly" / public authority position, without being formally made a NDPB, and given recent concerns about UKAS's (1) fee levels, and (2) quality of service, what assurances can HMG offer that (a) UKAS will be kept under scrutiny by HMG to make sure it is serving the interests of UK businesses, (b) suitable service level arrangements will be imposed on UKAS, and (c) that these arrangements will be completely transparent?

Q2
Given the regulations will cover NAB activity as it relates primarily to certification bodies, client feedback, performance and results of monitoring should all be reported separately and publicly and not combined with other reports on NAB activity.

Q3
In discharge of its responsibility for regular monitoring of the NAB, does Government intend to establish (a) KPIs for the transparent measurement of the NAB’s performance? (b) A sanctions regime in support of its responsibility to take corrective actions, as may be necessary, against the NAB? (c) An independent appeals process to consider appeals from NAB stakeholders?

Q4
Does only having one NAB mean a single pricing structure which is the same for corporate and SME’s? 

Q5
What are the cost implications to test labs?

Q6
How does Government intend to monitor the “not for profit” status of the NAB?  For example, will strict limits be set for the level of NAB reserves to ensure that surplus revenue is used either to fund NAB development activities and/or to reduce the NAB’s fees & charges?

Q7
Who will audit UKAS?

Q8
Where do we go if we are unhappy with them?
1.2
Appeals Process

Q9
... my initial concern is that the UKAS appeals process ultimately rests on the decision of the UKAS Director. Legal process beyond this is acknowledged but the process itself cannot be regarded as independent as currently structured. I feel this is a serious failing given the unique position afforded to UKAS by this legislation.

1.3
Freedom of Information Act
Q10
As a NAB will operate as a public authority will the Freedom of Information Act be amended in the Schedule of the Act to include UKAS?

1.4
Right of choice

Q11
The right of choice?

Q12
The right of choice — the move towards a single accreditation body for each country is a concern because it will remove the right of choice on where conformity assessment bodies can go for accreditation. In addition, there is potential for abuse of the new monopolies that national accreditation bodies will hold and a danger that the market could become subject to the whim of local interpretations of international standards.
Q13
How will resistance to acceptance be overcome within the EU
Theme 2

International
2.1
Monitoring of EA

Q13
What arrangements will HMG and the Commission be making to monitor the activities of EA in the context of the Regulation, and to ensure that the levels of scrutiny applied by EA on national ABs across the EU, by national EU member states on their ABs, and by the national ABs themselves on their client certification bodies, laboratories and inspection bodies are (a) equivalent across the EU, and (b) of sufficiently high level to prevent EU-wide accreditation being brought into disrepute?

Q14
Equivalence of accreditation across all EU countries?

Q15
Non- European accreditation — it is unclear whether a non-EU CB will be able to issue an EU accredited certificate if the CB has no separate legal entity in an EU State (for example Japanese CB certifying British company), and whether an EU CB can issue an EU Client with a non-EU accredited certificate when that CB is also accredited outside EU (for example British CB with American accreditation).

Q16
Restriction of global operation — at a time when business has moved towards working across a collaborative global arena, there is a concern that, if interpreted to the letter, this new country-by-country approach will create artificial barriers and could restrict ability to operate internationally. This lack of commercial flexibility would clearly be a backwards step and therefore detrimental to the market.

2.2
Cross Border Accreditation
Q17
How will this affect CBs who work globally? 

Q18
How Certification Bodies who hold multiple accreditations will be impacted?

Q19
Can International Certification Bodies hold and use more than the local accreditation in a country?

Q20
Whatever the principle, by preventing a UK established body from gaining accreditation directly from another EEA body, there will be stakeholder reaction that will impact on the business of UK CAB’s within other EEA countries.

Q21
Clarity on multi national businesses with multiple legal entities

Q22
When is the clarification of Annex B, cl 7.1 expected? (cross frontier)

Q23
Clarify how multi national certification bodies with multiple legal entities will have to comply

Q24
If CB is established in country X and wants to deliver accredited products in Country Y where it does not have an office will it need to be accredited by the AB from country Y?

Q25
How will CABs be obliged to achieve accreditation with their local NAB?

Q26
How will certification bodies be obliged to achieve accreditation with their local National Accreditation Bodies.

Q27
How does this regulation make accreditation across Europe more consistent when all the Country offices of large CBs are accredited by different bodies?
Q28
If the local body does not have the full range activities how is the CAB to deal with this? 

Q29
Technical conformity across borders 

Q30
The customer perspective — it is clear that customers value the global reach and consistency of assessment our members currently provide and would not welcome separation into autonomous legal entities to satisfy the new regulation. Multi-site clients frequently request the provision of one accredited certificate to cover the whole of their local and international activities — will that still be legal in the EU? That would seem consistent with the spirit of the stated objective of the regulation: “to ensure that, within the European Union, one accreditation certificate is sufficient for the whole territory of the Union” but clarity is needed.

Q31
The issue of multinational businesses with multiple legal entities — a key concern is whether members will be able to continue to provide international clients with their current local accredited certificates or will they only be permitted to hold accreditation in their own country in the EU.

Our understanding is that the regulation will mean a Conformity Assessment Body (CAB) will be at liberty to seek accreditation from the National Accreditation Body (NAB) in the country of its principal office. But in order to provide local certification in other EU states, it will need to have a separate legal entity in each, holding single-country accreditation for an autonomous business via each relevant NAB. If that is the case, this new approach is likely to have a radical and potentially detrimental strategic impact on competitive effectiveness and organisational structure because of the potential need to decentralise operations. It would create a huge administrative burden through the sheer resource, time and expense demanded by this requirement.

This could be seen as discriminatory towards large international organisations providing high quality services and therefore distort competition, as small national companies acting only in their local market will have cost benefits.

There is apparent contradiction in the regulation and clearer guidance is needed as soon as possible because of the tight timescale towards implementation in January 2010. This timescale is also problematic given that existing contracts typically commit CABs to deliver accredited certification services for a three-year cycle — as the regulation may change the type of accreditation members are able to offer, how can that be accommodated in the proposed timescale of just over one year?

Q32
Equivalence of accreditation — although in theory the quality of accreditation in each EU country will be equivalent and consistent, in reality there is not necessarily mutual recognition in the marketplace due to clear differences in size and level of experience of organisations. Reassurance is needed that safeguards, such as transparent peer evaluations, are in place to ensure that accreditation is of equal and consistent quality across the EU. Member state governments may accept the principle of equivalence of accreditation but they are not, in the main, clients and the market does not work like this in reality.
2.3
International infrastructure

Q33
What this means for EA and IAF? Do they need to exist now?

Q34
Who are the “stakeholders” referred to in Article 10(2) of Reg (EC) No 765/2008?

Q35
How does Government interpret the right of NAB stakeholders to participate in the system for supervision of peer evaluation?  Will stakeholders have access to the evaluation reports bearing in mind that the NAB will enjoy public authority status?

Q36
What is the risk that overseas NABs will refuse to accept UKAS accreditation? (Annex A – cl 2.5)

Q37
Cl 2.10 of Annex A allows an NAB to refuse an AB from outside the EEA. How does this fit with the IAF MLA on cross frontier?

Q38
Recognition of ABs or even NABs outside of "Fortress Europe"

Q39
How will these laws improve the quality of accreditation across the EU?
Theme 3

UK POLICY
.1
Non-accredited conformity assessment
Q39
… re the activities of consultants who offer combined consulting and accreditation services, and are not registered with UKAS. He sent me a copy of your letter on the above referenced regulation. I work on the "shop floor" where this is concerned and am currently helping a small company which has been a victim of one of these organisations. Major sections of the ISO9000:2000 (2008 now) group of documents have simply been ignored. The company has been audited against a so-called quality manual provided by the same organisation, and against which they have been "accredited". I attach an article I wrote which was published in the West of England Aerospace Forum Newsletter on this subject (see Page 11), and some background information on my own credentials.

Q40
What is being done to prevent agencies which are not on the UKAS approved list from claiming accredited status as assessors in the UK?
Q41
Will certification of accreditation bodies be mandated across the EU and uncertified bodies be made unlawful?

3.2
Accreditation – mandatory/non-harmonised standards
Q41
Is it likely that UKAS accreditation will become mandatory for all aspects of regulation in the future?
Q42
The use of the term “accreditation” with reference to EC Directives activities effectively makes it mandatory (via stakeholder perception) to be formally accredited (even though this is not the case)
Q43
What will be the position of existing competent authorities that currently provide auditing of Notified Bodies, eg Medicines and Healthcare products Regulatory Agency, Maritime & Coastguard  Agency, Vehicle Certification Agency etc?
Q44
Can you please advise if the proposed legal framework for the provision of accreditation services across Europe will also apply to accreditation of healthcare organisations?

Q45
Do the new regulations mean that all companies offer ‘’third party’ Lifting & Pressure inspections will have to be UKAS Accredited by statute to trade?
Q46
How will this regime apply to accreditation to standards which are not harmonised European Standards such as ISO 15189?
Q47
I would like to hear about the role of professional bodies in accreditation and regulation.
Q48
Can the NAB i.e. UKAS bid against conformity assessment bodies to provide or manage an accreditation service for a third party, against non harmonised standards?
Q49
Will this regulation affect an organisation’s ability to offer accreditation to non harmonised standards?

Theme 4

General

Q50
Are there appropriate competent authority guidelines specifying the appropriate criteria for accreditation of CABs?

Q51
Why can’t a company assess and apply accreditation to another company to a quality standard like EN 17020 apart from UKAS if they have the necessary expertise and experience?

Q52
What evidence is there to justify the statement that competition could lead to the commercialisation of accreditation - para 2.7?

Q53
On what basis does DIUS consider there are clear benefits in having a single NAB?

Q54
What controls will be in place to ensure a common interpretation of accreditation requirements (eg ISO 17021)?

Q55
Validity of UKAS ‘in-house’ documents (LAB30 etc)

Q56
Moving forward: the need for consultation and partnership — the element of the regulation specifically concerning accreditation was added with little or no consultation with organisations such as the IIOC, which acts as a voice for a significant share of the market. Concern has been expressed that the UK has adopted a negotiating position which fundamentally changed the basis of the documentation provided for the original consultation. We would therefore welcome reassurance regarding the opportunities we may expect in the future to be able influence its interpretation across the market.
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