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Report
IAAC — PTB - Peer Evaluator Workshop

Introduction

In 2005, it was planned to demonstrate the results of PTB long-term monitored accre-
ditation bodies to experienced peer evaluators, using simulations in an IAAC-
recognized accreditation body, to give a demonstration about the limits of the existing
peer evaluation procedures. It was announced to IAAC as an exchange of experien-
ce about:

1. Accreditation in the context of a National MSTQ (Metrology — Standardisation
— Testing — Quality Assurance) System and the limitations of MSTQ in
developing countries (for example in traceability)

2. The 30 Milestones (30 MS) Program as a Roadmap to international
recognition. (This program is a long-term project planning and monitoring
software tool of PTB, established in more than 25 countries to support the
international recognition via ILAC — IAF MRA. It analyses periodically 30
necessary components of the ISO 17011 implementation with a ten-graded
scale and monitors the impact of project activities with different key indicators
and relations.

3. Peer evaluation tools for National Accreditation Bodies as ISO 17011 and KPI
and their implementation in the 30 Milestones Program. Weak points detected
during peer evaluations in accreditation bodies of developing countries, where
30 MS Program was used to monitor implementation:

- political influences

- financial stability

- work overload

- conflicts of interests

- corruption and bribery

- access to expertise

- evaluation of consultancy results

- structure — process — outcome deficiencies
- corrective and preventive actions

4. Scenarios, based on real cases:
How to detect and how to deal with following situations:
- top management depends on political party
- poor salaries of staff in environments of susceptible to corruption
- conflicting tasks of main shareholder
- insufficient availability of expertise in the country
- a lot of evaluated results (quality documentation, assessment reports, etc)
are based on dominant influence of foreign consultants
- exponential growth of applications (volume and scope) vs. existing capacity
of staff in AB
- unexpected economical crisis in countries
- main technical experts lost to private sector
- political pressure to grant “VIP”"-accreditations via “fast track” or other
preferential treatment
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5. Presentation of tools, discussion of solutions and consequences for the peer
evaluation training

In 2008 the modified IAAC-PTB workshop at the National Accreditation Body ECA of
Costa Rica defined following objectives of the exchange of experiences:
1. Evaluation of detected Nonconformities with their sources,
2. Development and evaluation of adequate Corrective Actions
3. Estimation of the limits of peer evaluation methods and procedures
4. Presentation of PTB developed tools for long-term monitoring of accreditation
bodies,
5. Discussion of the findings and consequences for the improvement of the peer
evaluation training

A complete set of an IAAC Application package for the peer evaluation with all
documents in Spanish was prepared by the staff of ECA Costa Rica:

- Acreditacion de Laboratorios de Calibracion

- Acreditacion de Organismos de Inspeccion

- Acreditacion de Certificacion de Sistemas de Gestion de Calidad (QMS)

- Acreditacion de Certificacion de Sistemas de Gestion Ambiental (EMS)

- Acreditacion de Certificacion de Producto (Producto)
with application form and 29 attached documents including the self-assessment
report of Key Performance Indicators. All the documents were given on 23" January
2008 on a CD to IAAC Secretary.

For the participants following rules and hints were given:

IMPORTANT:

The review of documents should be finished till 13th February 2008. For clarifications
contact the ECA quality manager Catalina Barquero Ulloa. The on-site peer
evaluation takes 8 hours and includes only some parts of a total peer evaluation
procedure:

» Only one accreditation case of each field (calibration, inspection, system and
product certification), first accreditation procedure and surveillance visits

* Only the responsible case manager, but interviews with the head of AB and quality
manager

* Only the involved ECA assessors and technical experts (no interviews)

* Only the related committees and decision-makers (no interviews)

* Not any witnessing of assessments

The peer evaluation team should be concentrated to the major and critical
nonconformities and quality relevant observations.

The workshop started on 13" February 2008 with 4 experienced peer evaluators of
Brazil, Ecuador and Mexico under the supervision of Fabian Hernandez, chairman of
IAAC- MRA Committee. Moderator was Manfred Kindler, freelanced expert on
accreditation of PTB.

The workshop started with an overview about the background and the history of peer
evaluation.
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History and Background

1974 PTB founded the first accreditation body of Germany: DKD Deutscher
Kalibrierdienst. In 2007 DKD was separated from PTB as an independent body. At
this time, a lot of PTB Technical Assistance Projects started. Today DKD has
accredited 396 calibration laboratories including 25 labs in 15 foreign countries.

1975 DKD is the founding member of WECC Western European Calibration
Cooperation. For the mutual recognition first Peer Evaluation activities were started.

1991 DKD is founding member of DAR German Accreditation Council.

1994 WECC merged together with the WELAC (western European Laboratory
Accreditation Cooperation) to EAL (European Accreditation of Laboratories) which
was later merged together with EAC to EA (European cooperation of Accreditation)

1994 The Governmental accreditation body BAM-Accreditation System was
transferred to the private body DAP (Deutsches Akkreditierungssystem Prifwesen —
German Accreditation System for Testing), which has accredited till today 1059
testing labs, 23 medical labs, 108 inspection bodies and 100 certification bodies in
more than 20 countries. DAP was peer evaluated in 1995/1996 by EAL, EAC, EA
and NIST.

1995 Start of PHARE Project of European Union: The Peer Evaluation of the MSTQ
System (Metrology — Standardisation — Testing — Quality Assurance) for 12 Easter
European Countries. In the field of accreditation requirements were listed as 30
Milestones. 5 years of peer monitoring of the development and progress of
accreditation bodies followed based on 30 Milestones reports of experienced peers in
accreditation.

1997 Analysis of all Peer Evaluation reports of EA were done by DAR / DAP
(Mittmann / Kindler)

1998 First drafts of Key Performance Indicators were developed, based on the
evaluation results of the EA reports

2001 The first Peer Evaluator Training was arranged in Pretoria with Key
Performance Indicators included.

2003 The Review of the New Approach (COM(2003) 240 final) of EU stated:

" The use of accreditation in this context is an important step towards greater
comparability in the assessment and surveillance of notifies bodies, in particular due
to the co-ordinating function of the Multi-Lateral Agreement (MLA) established by the
European co-operation for Accreditation (EA). However, the MLA has not solved
all problems”

2005 The first common ILAC / IAF Guidance A3: Key Performance Indicators (KPIs)
was published.

2006 The EA General Assembly at Riga established a new project “Enhancing
European Accreditation“ with 5 Subprojects and 3 Project Teams, especially
subproject # 5 “Enhancing the peer evaluation process*

2006 The IAF General Assembly at Cancun established the new IAF Task Force ,Re-
engineering of Accreditation* with Lorenzo Thione, Chairman of EA as convener.
The final report was presented on Oct 2007 at ILAC/IAF GA Open Forum Sydney.
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2007 The new revision ILAC / IAF A3: KPIs was issued.

2007 At the ILAC General Assembly at Sydney new drafts about ,Effective tools for
evaluating accreditation bodies* were presented.

2007 EA General Assembly Nicosia presented the first results:

- Best Practice Guide (Mandatory Area)

- Revision of MLA Procedure EA -2/02

- DANAK, UKAS, SIT will be peer evaluated by risk-based approach (pilot process)

2008 The PTB — IAAC Workshop ,Peer Evaluation“ for awareness building and
exchange of experience is organised at ECA Costa Rica.

Program

Improvement of Peer Evaluation Procedures — Exchange of Experience

Wednesday, | 09.00 — Welcome
13th Feb 13.00 Introduction to the workshop
News from EA and ILAC about Peer Evaluation
14.00 - Opening meeting (Simulation)
18.00 ECA Onsite evaluation Part |
Thldrsday, 09.00 - ECA Onsite evaluation Part I
t
147 Feb 13.00 Final meeting (Simulation)
14.00 - Report writing and classification of findings
18.00 Presentation of the report
Fri(aay, 09.00 - Evaluation of the results
t
157 Feb 13.00 Exchange of experiences
14.00 - Exchange of experiences
17.00 Recommendations for improvement

Participants:

Fatima Leone Martins INMETRO flmartins@inmetro.gov.br

Blanca Viera MICIP bviera@micip.gov.ec

Victor Angeles EMA coordpea@ema.org.mx

Mario Llerefias maller@gdcconsultores.com.mx

Fabian Hernandez EMA fhernandez@ema.org.mx as IAAC-Observer
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Peer Evaluation Procedure

After the opening meeting, the participants started the “classical” peer evaluation
procedure by using the application package of ECA. Review of documents, analysis
of records and interviews of the accreditation body staff were done for a reduced
scope during the next 8 hours.

At least the findings were discussed and described on a peer evaluation report and
presented to ECA staff at the final meeting on the second workshop day.

For detailed information see the confidential peer evaluation report about ECA Costa
Rica.

The participants demonstrated a high performance in peer evaluation mainly based
on intensive training and long-term experiences in these activities.

Evaluation of the findings

After the official peer evaluation procedure additional evaluations of the findings
against several parameters were done using special PTB-tools:

Documentation and Implementation of ISO 17011 requirements
Classification of Nonconformities from Type 1to 9

Definition of Severity: minor, major or critical

Detection of NC-Sources: outcome, process or structure

Analysis of connected deficiencies

Discussion of appropriate corrective actions

Statistical evaluation of all nonconformities

NogakwhNE
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Classification of Findings:

Example:
A obsolete English version of the accreditation procedure is published on the
Webpage of Accreditation Body

Statement 1.
It is a nonconformity on the outcome level, because a written document is not correct.

Question: What about the severity, the consequences of this NC?

Statement 2:

Minor: if NC does not influence the process result. In this case, the Spanish version
of the accreditation procedure is up-to-date.

CRITICAL: if the English version is used by foreign applicants in English speaking
countries. In this case, all applicants will get the wrong information.

Major: if NC is not minor nor critical, there is a potential probability that the NC will
defect the procedure.

Question: Does exist a correct version of accreditation procedure in English in
the quality manual?

Statement 3: (see 3x3 Matrix last page!)

If yes, than we have the case +D -1 (positive = correct documentation, but negative =
incorrect implementation), this is a NC of Type 3

If no, because no English version exists, it is a NC of Type 2 (0 D = missing

documentation and —I = incorrect implementation)
If the obsolete version is part of the quality manual, than it is a NC of Type 1 (-D =
incorrect documentation and —I = incorrect implementation)

Question: Does exist a procedure in the quality system to update regularly the
webpage content?

Statement 4:

If no, itis a NC on process level.

If yes, is the procedure understandable, complete and practical? Is the update period
adequate? etc.

In this case, only a correction of the webpage as a corrective action would not be
accepted, necessary is a corrective action on process level.

Question: What about the responsible person? Does he / she exists? With
appropriate language skills? With necessary tools to modify webpages? With
sufficient time resources?

Statement 5:

If no, it is a NC on structure level.

If yes, why the responsible person has not yet changed the English version?

In this case, corrective actions on outcome an process levels would not be accepted.
The responsible person has to assure the appropriate performance to this task.
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Questions:
Process: What about the written procedures about Webpage-Updating activities?
What about the implementation, the reality, how many updates were done?
Input: What about the original text of the procedure? (is it correct in the Spanish
version? Is it correct in the English translation? Is it the uptodate version?)
Resources: What about the responsible person? Qualification, experience,
necessary tools, time resources, etc?

Feedback: What about the supervision? Why the NC was not detected by the
responsible person? By the quality manager, by the head of department, by the
internal auditor, by the top management (management review), by other external
auditors, by clients? Does exist any feedback about the English version?

FEEDBACK

OUTPUT |

Additional questions:

Were other nonconformities of the similar type detected? Was the same person
responsible? Was it detected / detectable by internal audits? Does it happened only
one time or several times (random error or systematic error)? Is this NC connected to
other NC and/or observations?

Summary:

A potential result at the end of the investigation by interviewing the staff could be:

The institution has severe structural problems, because

= the quality manager is overloaded with work,

= the internal auditor is only qualified about ISO 9001,

= the top management is not aware about the work load and adjacent lack of
resources,

= the English language skills are insufficient for foreign accreditations

= the responsible person for the webpage has not enough knowledge about
handling the webserver and related software

= information about this problems by clients were ignored in the past.
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The “classical” peer evaluation has no priorities in assessment topics: all require-
ments of ISO 17011 and all parameter of Key Performance Indicators will be
evaluated completely.

The risk-based approach, which was established in 2007 by European cooperation
for Accreditation (EA) in a pilot study, analyses only critical points by deep investi-
gation.

Pre-condition of using this method is the knowledge of all critical points of accredita-
tion bodies. The PTB analysis and project monitoring tools of the 30 Milestones are
not oriented directly to ISO 17011 and KPI, because the root of this approach is
based in 1993 and the scope covers not only the requirements for accreditation
bodies.

The 30 Milestones evaluate and monitor for example the National Policy, including
National coordination with all ministries, financial stability for 5 years based on a
business plan, the stakeholder infrastructure of all relevant associations in quality
management, industry, trade, research and development, consumer protection,
metrology and standardization.

All activities were described by a Structure-Process-Outcome-Analyse (SPO), which
defines activities, involved persons and produced outcomes. A ten-level scaled rating
Is based on a catalogue of criteria for each milestone, where the most important
factor is sustainability of the “construction”.

A lot of specialized key parameters monitor continuously the characteristics of the
project progress, the results are visualized by dashboard diagrams.

Based on the implementation of 30 Milestones program in more than 25 countries
and 4 regions since the year 2000, nearly all critical points of accreditation bodies
were identified and analysed by regular visits onsite (2 —4 times per year for one
week).

In the following, basic tools of risk analysis by reducing risk with “error-filtering
methods” (as document review, on-site assessments, technical and accreditation
committees etc) and by using a simplified 3x3 risk matrix will be introduced.

At least the Key Performance Indicators and the standard ISO 17011 were analysed
against inherent risk factors for accreditation bodies.

The list contents also information about the used PTB tools in project management
and experiences in practice about observed worst cases.

Finally a statistical tool for fast evaluation of peer evaluation reports is presented.
Based on comparisons of more than a dozen 30 milestones programs and pre peer
and peer evaluation reports, some findings about typical problems and recommen-
dations for improvement of peer evaluation techniques were given.
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Tools of Risk Analysis

The risk-based assessment approach was introduced by some basic tools of risk
analysis, demonstrated by a systematic SPO-analysis (Structure — Process-
Outcome) of the simplified initial accreditation procedure.

SPO-Analysis: First Accreditation Procedure

P Participation / Support STRUCTURE Responsible Persons / Groups
E Execution / Decision
& PROCESS A Public B C Case | D Technical |E Assessor| F Pool of |G Technical [H Decision OUTCOME
ACti\f'ity Relati C I Manager Expert Team Experts | Committee |Committee| Visjble Results
: Brochures, Guides,
1 Information E P P P P Seminars
: Quality Manual,
2 Preparation E P P Quality Policies
L Application Package,
3 Application P E Check record
Notes, Records, Pre-
1 Pre-Assessment P P E P P P Assessment Report
5 | Review of Docs P P E P P Assess';:::;‘IRe"'m
: CA Reportto Part |,
6 | CA Documentation P E Check record
7 | Onsite Assessment P P E P P Assess:;'::‘"Rep'm
: CA Report to Part I,
8 | CAlImplementation P E P Check record
9 R 1t Evaluati p p E Minutes, Evaluation
EEE VR Report, Recommend.
10 Decisi Findi p p p p p E Minutes, Decision,
ecision Finding Centificate
. . . . 100 i
Risk Assessment of Accreditation Bodies Risk Assessment
90
Structure Best case Case NAB Worst case 80
A Public Relation 5 100% 2 40% 0 0% 70
B | Quality System 5 100% 3 60% 1 20% 60
C | Case Officer 5 100% 2 40% 1 20% 5
D | Technical Expert 5 100% 1 20% 0 0%
10
E Assessor Team 5 100% 3 60% 0 0%
30
F Fool of Experts 5 100% 2 40% 0 0% Best case
G | Technical Committee 5 100% 1 20% 0 0% AT erstease
H | Decision Committee 5 100% 3 60% 0 0% L Case HAB
|
1 2 3 4 5 6 7 8 L] 10
Nonconformities ‘ 25 ‘ X CABs ‘ 4 | = | 100
Process Best case Case NAB Worst case B C D E F G H Sum
1 Pre-Information 5% 95 2% 98 0% 100 1 1 1 7
2 | Pre-visit 25% 71 9% 89 2% 98 2 1 5 3 1 13
3 | Checkof Application | 25% 53 8% 82 2% 96 3 1 3 5 1 10
4 | Pre-Audit 25% 10 8% 75 2% 94 4 1 3 5 1 10
5 Check of Documents 25% 30 12% 66 1% 92 5 1 2 5 2 1 1
6 Corrective Actions 25% 23 12% 58 1% 9 -] 1 2 5 2 1 1
7 Onsite-Audit 50% 11 24% 14 3% 89 7 1 2 5 3 1 12
8 Corrective Actions 50% 6 23% 34 2% 87 8 1 2 5 3 2 13
9 TC-Examination 50% 3 17% 28 2% 85 9 1 1 5 5 12
10 | DC-Evaluation 50% 1 21% 22 2% 84 10 1 1 5 5 12
Reduction of Nonconformities 98,6% TT7,7% 16,0% Sum ] m 71 13 a0 19 15 5 1

Based on experience-based values a weighting matrix of influences of structure elements to
process components the reduction of risks in worst, normal and best case was demonstrated.
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A case study (conflicts of interests of a director who heads accreditatio

n and

certification services at the same time) was analysed by a risk matrix (see ISO 1441).

LIKELIHOOD

Risk Matrix

Conflict of Interests:
Director is head of
accreditation body and
certification body.

3 CRITICAL
(nearly always)

Case 3: 1 x 3 =13 Points
Committee decides about
accreditation, Director has
no vote in conflicting
situations.

Case 1: 3 x 3 =9 Points
Director decides always
alone about
accreditation.

2 Major
(sometimes)

Case 4: 1% 2=2 Points
Committee decides about
accreditation, Director is
not involved in decision
making.

Case 2:2 x 3 =6 Points
Committee decides
about accreditation,
Director has only one
vote.

1 Minor
(nearly never)

Case 5:1x 1=1 Point
Committee decides about
accreditation/certification,
Director is not involved in
certification/accreditation
activities.

) 2 Major

1 Minor :

SEVERITY (norelevant  (PoilE SRR
effect) P g

defected)

Severity and Likelihood of risk factors based on poor fulfillment (worst case in

practice) of 11 ILAC-IAF Key Performance Indicators were analysed.

Risk Analysis Key Performance Indicators (Examples)

Evaluation by PTE

parties. access to client parties, market

KPI Key Performance Indicator PTB Tools Worst Case in practice | Severity
The AB has established effective ways to communicate with Interviews with Barriers of communication, no
1 arganisations and institutes which will provide the necessary interested and peer-to-peer relation, access to 2
expertise invalved parties politicals instead of technicians
- . . . . .
The AB should have .. a policy how to extend into new areas or into !ntemews with Mo pro-active view, no design
2 . S interested and procedures, poor access to 2
technical fields of accreditation ) ) o
invalved parties expertise in new areas
| .
The competence of the AB is essentially based on its staff, Competence Ma S“fﬁc'em accegs.to external
3 . ., - profiles and expertise, poor training resources, 2
assessors, experts and committees. (training and manitoring) L ) LS
Manitoring systern no systematic maonitoring
h Competence Lack of wark experience,
4 The assessment tearn must have sufficient competence. profiles and "cerification approach” instead of 3
Monitoring system (CAB competence evaluation
" The market place and MLA members must have full confidence that |Interviews with Longterm high corruption without
5 accreditation is granted on the basis of full impartiality of the AB, its interested and any progress, poor economical 3
committees, assessors, experts and decision making bodies invalved parties power, insufficient salaries
‘Decision-making depends on the AB's judgement regarding the NCs NC Classification | Decider depends totally on opinion
6 and CAs. Adeguate separation of the assessment from the decision- Good Decision of single assessors / experts, no 3
making process. Practice competence in decider group
“Internal audits and management reviews give good indication about Unprofessional management
- ; . : . Pre Peer ! .
7 the capability of an AB to identify elements for improvement, in : review, poor structure analysis, no 3
. . . Evaluation by PTE A -
which way it develops and how it does learn. pro-active view, poor strategies
" Successul participation in PTs and ILCs demonstrate the ability of . Poor carmpetence to evaluate PT
. ) Statistical -
8 a laboratory to produce credible results. AB's competence to Evaluation results. No or bad PTs available, 3
properly analyse PT results. no CA for poar results
‘Calihration, traceability and use of RMs are fundamental means for Only farmal traceability, no
L ; . ) Pre Peer
9 acheiving consistency in testing and measurement results, for ; competence of NI, RM and 3
A . ! - Evaluation by FTE S . .
proper function of technical equipment and for validation calibration services too expensive
Y Surveillance and reassessment activities must provide confidence Pre Pear Depth of surveillance insufficient,
10  that accredited CABs continue to provide reliable results over their - no trendanalysis, market reactions 2
I B . Evaluation by PTE P
full scope of accreditation and continue to operate an effective QMS. and capacity limits not evaluated
7 Abs have the opportunity to provide supplementary service that Pre Peer Poor customer-focused services,
11 benefits the AR, its clients, its stakeholders and other interested no resources available, poor 3
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Risk Analysis ISO 17011 Examples 4 Accreditation body

. . . Likeli-
Clause ISO 17011 Text PTB Tools | WorstCase in practice | Severity| | ° ° | RISK
271 The structure and operation of an AB shall be such as give Interviews with Missing anticorruption actions in 2 2

confidence in its accreditations interested parties  high corrupted countries

137 The AB shall have authority and shall be responsible for its Responsibility for decisions not

4
o SPO Analysi ) 2 3
decisions ... nalyss transparent in governmental ABs -
175 The AB shall identify the top management ... d) decisions on Good Decision Decider is a person / board 2 2 4
- accreditation Practice outside of AB guality system
4,26 The AB shall have access to necessary experise for advising. .. !ntemews Wlth. Mo ACCess to 'mpma”? parties, no 3 2
interested parties  technical competence in TCs
427 |The AB shall . identify the parties participating (in committees) | T oriews with /Important rapresantatives are 2 2 4
interested parties | missing in committees
The AB shall document its entire structure, showing lines of . The head of AB decides about
428 authaority and responsibility SPO Analysis everything, no delegation of tasks 2 2 4
431 The AB shall be organized and operated so as to safeguard the Interviews with Corrupted staff caused by poor 3 2
o objectivity and impartiality of its activities interested parties | salaries / economy / mentality
137 The AB shall have ... implemented a structure to provide opportunity | Interviews with Interested parties have no effective 2 2 4
o for effective involvernent by interested parties. interested parties  representation, no motivation
437 The AB shall ensure a balanced representation of interested parties | Interviews with In practice governmental 2 3 6
o with no single party predominating interested parties  dominance by hidden relations
The ABs policies and procedures shall be non-discriminatory and | Statistical Hidden political, religious,
433 o ! S : } CAR 3 2 6
shall be administered in a non-discriminatory way. Evaluation financial, gender discrimination
434 All AB personnel and committees... shall be free from any undue ... | Statistical hultiple pressure by financial, 2 3 6
o pressures that could compromise impartiality. Evaluation personal, political, other sources
435 The AB shall ensure that each decision on accreditation is taken by | Good Decision Decider is not competent, TCs are 3 3 9
o competent persons or committees. Practice not involved, 1 expert decides
435 The deciders shall be different fram those who carried out the Good Decision Decider depends 100% on opinion 3 3 9
’ asgessment. Practice of assessor team
435 The AB shall not offer ar provide any sewvices that affects its SPO and Risk Mo cormpetent consultancy 3 3 9
o impartiality, such as b) consultancy Analysis available in the country
437 The AB shall ensure that the activities of its related bodies do not | SPO and Risk Related body has multiple access 2 3 6
o compromise the confidentiality, objectivity and impartiality. .. Analysis to ace data, in practice
The AB, with the participation of interested parties . shall identify,  SPOC and Risk Mo analysis with interested par-
437 } ; . ) } h . 2 2
analyse and document the relationships with related bodies Analysis ties, no transparency of relations
137 Wh.ere potential conflicts of interests are identified, appropriate Risk Management Conflicts are still active in the 2 3 6
action shall be taken. background, no measures taken
157 The AB shall have the financial resources, demonstrated by records  Financial 5 y Plan, no financial stability by 3 3 9
o and/or documents, required far the operation of its activities Business Flan shareholders, national econamy
163 The AB shall establish procedures for extending its activities and to | Interdews with no design scheme for new areas, 3 3 9
o react to demands of interested parties. interested parties  no access to market demands
163 Possible elements to be included in the procedures are: a) analysis AB Capacity Mo capacity available: no time, 3 3 9
o of its present competence, suitability of extension, resources. . Analysis money, experts, training

The same analysis was done with some relevant requirements of ISO 17011.
Observed problems in practice and used PTB tools were presented for each
deficiency.

The risk classes are:

= Red condition: risk is not acceptable

= Yellow condition: ALARP region (as low as reasonable possible), risk
management is needed

= Green condition: remaining risk is acceptable
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Risk Analysis ISO 17011 Examples 5 Management

stability that the services of the CAB has reached.

Analysis

changed drastically, CAB instabile

. . . Likeli-
Clause ISO 17011 Text PTB Tools | WorstCase in practice | Severiy| | ° ° | RISK
521 The AB top management shall ensure effective cormmunication of Interviews with Mo feedback by interested parties, 3 2
- the needs of the interested parties. interested parties  no sustainable effects
The AB shall operate a management system appropriate to the AB Capacity AB totally overloaded with work,
.22 " ; ) 3 3
type, range and volurne of work performed Analysis expon. Growth, linear planning
55 The AB shall establish procedures for the identification and Pre Peer no permanent internal quality 2 3
’ management of nonconformities in its own operations Evaluations control, no four- eyes check
55 The AB shall also .. take actions to eliminate the causes of NCs.. |NC Classification | MNo professional cause analysis, 2 3
’ The procedures shall cover: b) determining the causes of NC Scheme only surface effects detected
55 The AB procedures shall cover: ) reviewing the effectiveness of NC Classification  no effective CAs, no structure 2 3
’ carrective actions Scheme analysis, indicators and measures
The AB shall establish procedures to identify opportunities for . . . .
. - ; — MNC Clasgsification  no tools for preventive actions,
56 improvernent and to take preventive actions to eliminate causes of . o 2 3
- Scheme only reacting quality instruments
potential MCs.
56 The AB procedures shall define requirements far MNC Classification Mo professional cause analysis, 2 3
’ a) identifying potential NCs and their causes Scheme only surface effects detected
The AB procedures shall define reguirements for d) reviewing the MNC Classification  no effective PAs, no structure
gk ) : : . 2 3
effectiveness of the preventive actions taken. Scheme based analysis and measures
The AB top management shall establish procedures to review its Mo benchrarking, no measurable
. S Pre Peer . A
5.8.1  management systern to ensure its continuing adeguacy and - quality goals, no indicators, only 2 3
; ) o n Evaluations
effectiveness in satisfying the relevant requirements formal check
Inputs to management reviews shall include.... . Mo market knowledge, no pro-
- AB Capacity N )
5.8.2 e) new areas of accreditation, Analvsis active view of analysis, only formal 2 3
J) changes that could affect the management system ¥ check
583 The outputs fram the management reviews shall include actions AB Capacity Linear planning, but exponential 2 3
o related to c) need for resources Analysis growth
) ) . . Interviews with Mo professional complaint manage-
59 The Ab shall establish procedures for dealing with complaints. interested partiss  ment, suppressed complaints 2 2
Risk Analysis ISO 17011 Examples 6 Human Resources
. . . Likeli-
Clause ISO 17011 Text PTB Tools Worst Case in practice | Severity| ' .
The AB shall have a sufficient number of competent personnel AB Capacity Staﬁ D\r.erloaded "?"”‘ work,
6.1.1 . - ’ " insufficient financial resources, 3 3
{internal, external, termporary, or permanent, full time or part time)..  Analysis -
poot work conditions
... Hawing the education, training, technical knowledge, skills and C Insufficient work experience for
. : ompetence
B5.1.1  experience necessary for handling the type, range and volume of rafiles complex scopes, no external 3 3
wiotk performed P support
1.2 The AB shall have access to a sufficient nurmber of assessors, AB Capacity Mo sufficient experts available on 3 3
o including lead assessors, and experts to cover all its activities Analysis competiting market
The AB shall establish procedures for selecting, training and . . AB uses only standard ‘Ta'”'”g
: - Train the Trainer  offers, no check of effectiveness,
B5.22  [formally approving assessors and experts used in the assessment ) 2 3
Prograrm no selection because lack of
process
experts on the market
523 The AB shall identify the specific scopes in which each assessor  Competence Mo detailed scope description, 2 2
o and expert has demonstrated competence to assess profiles only general classification
The AB shall review the performance and competence of its Competence Insufficient tools for measuring
6.3.1 ) o - 2 2 4
personnel in order to identify training needs. profiles petformance and competence
6.3.2 | Each assessor shall be observed on-site regularly... Trainee Concept F'ract.me: Mostly ane assessor in 2 2 4
surveillance agsessments
Risk Analysis ISO 17011 Examples 7 Accreditation Process
. . . Likeli-
Clause 1ISO 17011 Text PTB Tools Worst Case in practice | Severity hood RISK
The AB shall review its ability to carry out the assessment of the \ -
: ) p - - Competence Mo "contract review”, AB accepts
731 applicant CAB, in terms of its own policy, competence and ability of - 2 2 4
! profiles always all applications
suitable assessors and experts.
751 Befare the initial assessment, a preliminary visit may be conducted  Train the Trainer Mo pre-assessments offered, no 2 2 4
o with the agreement of the CAB. Prograrm resources available
753 The AB shall ensure that team members act in an imparial and non- Risk Analysis, In practice: optimists, pessimists, 2 2 4
o discriminatory manner. Statistical analysis extremists, doubtists active
753 In pg_mcular b} any existing, former or envisaged link or competitive Risk Analysis In prgchc_e in small coun?r}es 2 2 4
position multiple links by competition
For initial assessments, in addition to visiting the main or head " " Global CABs have only "mailbox-
7a7 office, visits shall be made to all other premises of the CAB 565 - Model offices” in smaller countries 3 1 3
The information provided to the accreditation decision-maker shall MC-Information for deciders
include the following as a minimurn: - insufficient, complete assessment
Good Decision B
7.8.6 f)the assessment report Practice report not available, never 2 3
h) information on the resolution of all NCs deviations to team opinion
i any further information ... the competence of the CAB appeared
7113 The interval between on-site assessments,.. depends on the proven | CAB Capacity Market situation after accreditation 3 i 3
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Typical Situation for ILAC IAF Mutual Recognition

[ National Legislation ] [ ILAC/ IAF ]

Internationally
Recognized AB

AEvaluation

International
Accreditation

Recognition

Stand | Metro Accreditation
ASS

MLA-Member via
Evaluation

Interested in

Applicants for Accreditation Intemational
Recognition

Tools for the Analysis of Peer Evaluation Reports

The statistical evaluation and visualization of nonconformities allows the identification
of typical profiles and main deficiencies concerning the type (documentation, imple-
mentation or both), level of severity (minor, major, critical), location of source (struc-
ture, process, outcome) and related chapter of the standard.

A comparison of the findings with the results of the 30 milestones analysis of the
same accreditation body and the related infrastructure allows the identification of
typical deficient areas of the peer evaluation procedure.

In the following slides the statistical analysis of peer evaluation results was demon-
strated by a report about a pre peer evaluation. The peer evaluator Philippe Delmas
formerly COFRAC detected during such activity at an accreditation body 128 noncon-
formities, which were classified against PTB criteria.

During the workshop also the findings of the peer evaluation team about the ECA
situation were partly classified against the PTB criteria. The analysis was not
completed because the participants requested the demonstration of principles of the
30 milestones analysis.

The volume of a 30 milestones analysis contents normally about 50 pages. The first
analysis is done during a 4 - 5 days workshop. So a sample of such a report with
some examples of irregular results is attached as an annex to this report.
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NAE Non Conformities against ISO 17011 i a
Results of Pre Peer Evaluation Philippe DELMAS Non Conformities agalnSt ISO 17011
ol ole |= Statistical Evaluation Pre Peer Evaluation NAB
i O 50|53
N#c s | :., % a8 g Description of NC
=S|~ E|5” |85
Non-Conformity Type 1-9 )
n ty Tvp n Summaries
14 ¢ s a2 cEO Documentation versus Implementation
2|6 C s a4z Boardmember
3|8 ¢ s 42 cEo 1 [3 wrong Impl wrong Doc Type |: 1+2+4
L 4 s 8 42 Art 10 2 5 wrong Impl no Doc 31 NCs
4 M =1 42 RAC or Board
L or Bear 3 0 wrong Impl correct Doc Type Il: 3+5+6
6 4 8 s 42 Art9
| 4 20 no Impl wrong Doc 42 NCs
T 4 8 P 42 Art9
I 5 35 no lmpl no Doc Type NI: 7+8+9
3 6 s S 42 QRC
L 6 7 no lmpl correct Doc 55 NCs
9 5 s =1 42 TC
7 26 correct Impl wrong Doc All Types: 1.9
10 | 4 5 5 42 TC
104 s s 4z TC 8 29 correct Impl no Doc 128 NCs
124 s s 4z TG Med 9 0 correct Impl correct Doc
PPy P s | 42 TC Med minor 95 m x1= 95 Points Level
14| & s - 43 Committees Major %M Xx3= 48 Points
15| 4 s 5 42 Pool Assessor CRITICAL 17 C x5= 85 Points 228 NC Points
16 |5 ¢ s 43 csl 128 Nonconformities
177 |5 «¢© S 43 CSlMember S Structure 35 Relations
185 m P 43 Decision P Process 50 Relations Location
19 |1 M =3 43 Training 0 Outcome 43 Relations
Classification of NAB NCs S P 0 m M C [mcets | Class Events|
Type : System NCs (Combined NCs in Documentation
and Implementation) | 15 10 6 22 3 6 61 Ccls 3
Type Il NCs {No NCs in D
but incorrect Implementation) Il 15 18 9 2 9 10 100 | MIIP 38
Type Ii: D NCs (No NCs in
but incorrect Documentation) “I 5 22 28 50 4 1 67 milof 119
minor NC:
Nonconformity is not able to affect the process result m 22 32 41 228 188
Major NC:
Nonconformity could affect the process result M 3 " 2
CRITICAL NC:
Nonconformity will always affect the process resuft E 10 7
IS0 17011 Chapter S P o] m M c | ] 1] All
4 Accreditation Body 4 22 6 [ 20 7 7 15 14 5 34
5 Management 5 [ 15 23 32 7 5 8 18 18 44
6 Human Res 6 1 [ 6 12 1 2 3 g 13
T Accre ditatil
8 Responsibi

Classification Accreditation Body 1SO 17011

Delmas

Problems:

Documen-
tation

Main
P

of

Class
Cl=10%

rocesses

s P

(o} Typel

Type ll Typelll

Profile
mlll O

228

Structure | Process

Qutcome

System-NCs

Implement. | Document.

NC-

17
CRITICAL
NCs

No Quality System

95

Summary

Structure | Process

QOutcome

System-NCs

minor mil 80% 8 8 23
NCs mlll 90% 5 17 28 50
perfect No Nonconformities in Quality System

Implement.
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11

62

+ || 26xT7 | 29xTs8 0xT9 55

52 69 7 128

System-NCs: Combined
Type I: NCs in Documentation
and Implementation

Implementation: No NCs

Type 1: in Documentation, but 42

Type - Related NCs

incorrect Implementation

Documentation: No NCs in

Type 1I: Implementation, but 55

incorrect Documentation

M 3 11 2 16

0

17

35 50 43 128

Nonconformity is not able
to affect the process result

S P O - Related NCs

q Nonconformity could affect S
MaJ or the process result
Om 22
N f i ill al oM 3
onconformity will always
M affect the process result mcC 10

P (o]
32 41
11 2
7
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Hational policy
Hational coordination
Legal entity

Legal status

Financial policy

Director

Location

Management structure

Personnel

First scope

Quality documentation
Independency

Public relations

Lead assessors
Technical assessors
Training system

Technical committees

Metrology

Pre-Assessment

Proficiency Testing 3

Control board 4

Associations

Working groups 1

Joint accreditations

Special courses
Client organisations T

Pre-Evaluation

Monopole

MRA / MLA

Technical

Ext.Relations
5%
Political
20%

Tre—

Administration
55%
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Summary

At the end of the workshop, a summary was given about the experiences during the

peer evaluation. The detected deficiency areas, which were normally not covered by,
peer assessment activities were listed and some recommendations for improvement
of the peer evaluation training and procedure were listed.

Most Critical Points

» Political influence, mostly hidden

= “unprepared” market, no quality culture in industry and trade

» Lack of local expertise, too much competition

» Poor access to relevant parties, especially powerful global players
» Exponential growth of work volume

» Insufficient finances, no “critical mass” of clients

= Poor decision finding base

= “certification mentality”, no evaluation of competence

= No orientation to risk-based assessments

» Poor monitoring of markets for innovations, new branches, etc

» Poor protection against corruption, low paid staff and assessors

» Subjective assessor profiles (optimist, pessimist, extremist, doubtist)
» Staff overloaded with work or demotivated

» “Mafia-CABs”, high rate of counterfeiters

Additional tools for Peer Evaluations

» Knowledge base about country situation: history, culture, politics,
economy, special conditions

= Interviews with assessors, solving case studies

= Interviews with accreditation body staff, using worst-case scenarios

» Interviews with interested parties: members and non-members (!)

» Risk analysis with worst-case scenarios

» Measurable performance indicators (for example 30 Milestones)

» Effective surveillance-tools and feedback lines

= Statistical analysis of trends and distributions

January 2008 19/19/




/dluatiC IVOTKS 4
RIS d# -




% APS

% APS







P AP~
A «
 rtlerodd

el B | Bl
=1 Bl
- 13 1

j A r

T o




History of 30 Milestones

1995 - 2000 Eastern European Countries
EAK Estonia ILAC
LA Lithuania ILAC
LATAK Latvia ILAC
PCA Poland ILAC
CAl Czech Rep ILAC
NAT Hungary

SMNAS Slovakia ILAC
SA Slovenia ILAC
IARM Macedonia

DPS Albania

REMAR Romania

BAS Bulgaria

2005 - 2010
ECA

QOHA

ONA

OGA

CNA

FOCA

Centroamerica
Costa Rica
Honduras
Nicaragua
Guatemala
Panama

FOCA Region

2005 - 2010
TTLABS
JANAS
CLAS
QONARC

Caribbean Region
Trinidad & Tobago
Jamaica

CLAS Region

Cuba

2000 - 2005 Asia
Turkey
Thailand
Philippines

2000 - 2010 Southamerica
OAA Argentina
INN Chile

ONA Paraguay
INDECOPI Peru

0AE Ecuador
Sic Colombia
SENCAMER.  Venezuela
OBA DTA Bolivia

2005 - 2010
KENAS
UNAS

MCI

African Countries
Kenya

Uganda

Tanzania

Morraco

Tunisia

Algeria

Eqypt

EAC Region
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Evaluation mainly
Rules, Procedures, QM, CVs,..

Participation,
Observation,
Trace Back

Interviews,
Outcome
Analysis

—

/A )
by:

Records, Documents, Reports,
Certificates, Decisions, Minutes,

Information, Application,
Selection of experts, Doc
Review, Onsite-Assess.,
Decision finding, Sur-
veillance, Complaints,..

Acc Staff, Assessors,
Experts, Committees,
Boards, MSTQ-System |
Auditors, Evaluators,
Training system, ...

i _ Accreditation
Control Board Committee

Appeals Technical
Committees

ASSESSor I eam

ratories Inspection Bodies Certification Bodies

TECHNICAL
REGULATORS

TECHNICAL

PT, CRM, SERVICE

PROVIDERS

ASSOCIATIONS

QUALITY
NST

CCONSUMER PROTECTION ‘

Iy

EU
COMMISSION

DONORS
MEDA, WB,
PTB, GTZ
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Ministry Consensus ?

ILAC IAF Mutual | | anguage »

National Legislation ILAC/ IAF

Personnel Resources ?

Acceptance on Market

afFiiationally
Recognized AB

Conflicts of Interests?

Interested in
International
Recognition

Applicants for Accreditation

How to build the

,,House of Accreditation”

ROUD  Aspectos Politicos
La Casa de la Acreditacion
wTo
ILAC - |AF
Sistema de Acreditacion de
Reconecimiento Internacicnal

Cursos Especisies
Monapalis

4 Grupos de Trabajo

=
Ensayas de Aptitud

Pre-Eusiuacion

Metraloges

Comits Taenics

= ; Sistema de.
Competencia Legas Entrenamisnts

Auditores Tecnkcos

Audacres Lideres

Politica Nacional

WTC-TBT Problems with

cLas Administration
ILAC IAF Internationally recognized
RQU”I‘\Q' Accraditation S"‘(Olﬂ

Too much Bureaucracy,
no ,lean management”,
no quality improvement

Poor conditions for
onfidentiality (phone,
computer, fax, copies,
meetings)

No delegation,
no modern

Management Political aspects

for location, not
industry-focused
] — — ]

Decision abou
the Director,

Work contract? R R
No registration as

alegal entity, liability?
Assurance?

ILAC IAF Internationally recognized
Regional Accreditation System

No agreements with
national Ministries

- (Health, Agriculture,.

Manopoly

" No clear decision
about scope of
O activities, no limits

Too much political
Influence, no Anti-
Corruption Campaign
> ;

Missing cooperation
With involved
Ministries / Authorities

Insufficient financial
resources, no
Business plan

Logal st ing legislation,

dnaon Change of Ministers
or Government Policy

Hational ang Regaeal

Financul pobcy

Juridical problems to
designate a
Regional institution

red  Polical Support

Technical
Problems

No qualified provider,

no systematic qualification,
no analysis of needs,

poor effectivity, no follow-up

Access to experts,
language skills,
outcome quality

No local services, costs, )
no follow-up activities,
low qualified PT provider

Costs, resources
lack of experts,
poor requests,
outcome quality

e %osts, access to
expertise, scope,
outcome quality

Traceability, cooperation,
chemical metrology,
calibration services

Financisl po|

Trainer qualification,
adequate training
plans, effectivity

Qualification,
experience,
workload, leadership

Conflicts of
interests, scope,

Jegmieal pebcy

qualification




Partly no acceptance on
Global markets, poor
anti-corruption measures

Poor reputation of AB, no
national associations, no
access to main players

Poor contacts, costs
poor awareness for
regional cooperation
Costs, language,
designation of
qualified delegates
| —
Interested parties !
missing, dominance

of power, poor
outcome quality

Unexperienced peer
evaluators, costs, poor
understanding of culture

La Casa de la Acreditacién

wWTO
ILAC - IAF

Sistema de Acreditacion de
Reconecimiento Internacicnal

Monapalis

Metraloges

Comits Taenice

Sistema de.
Entrenamisnts

Auditores Tecnkcos

5|
Audtcres Lideres

Politica Nacional
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Grado de Terminacion

Ninguna accion ha sido planificada

Tener conciencia de la necesidad
Presentar los regisiros de las primeras ideas

Presentar el concepto desarrollado

Pi los regi de los pri
Haber completado al menos el 50% de las acciones
Haber complatade mas del 50% de las acciones

Acciones practicas

| Monitoring with a Dashboard |
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