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Purpose of Assessor Forum
| P 1

e Exchange of information

e Role of INAB assessment team/Board etc.
 Harmonization of assessment process

e Client Feedback

e Focus on Assessing CAB competence

e Specific aspects of assessment process
 New Developments-internal and external
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10.05
10.30
11.00
11.15
12.45
14.00

15.30
16.00

Agenda and Programme

INAB, 2009 and Plans for 2010 (AD)
Assessment Process (SG)

Break - tea/coffee

Visit Harmonization (BB, ESMcG, JS)
Lunch

Break out sessions

ISO 17025, Graham Pettipher & Frank Crowe

ISO 15189, Fionnuala O’Donovan, & Marie O’Mahony
Certification/Inspection, Andrew Stratford & Pat O’Brien

Break - Coffee/tea
Summary of break-out sessions
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‘INAB Overview

e INAB is a division of Forfas
e AB - signatory to EA, ILAC & IAF MLAs

o Competent Authority
e OECD GLP Programme
o EMAS

e Functions under the 2008 Chemicals Act (GLP and
Accreditation)

» Accreditation of Inspection Bodies under the Carriage of
Dangerous Goods by Road
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Overview

182 Organisations Accredited / Registered
o 148 laboratories (96 testing/calibration & 52 medical)
o 13 Certification Bodies
o 9 Inspection Bodies
O
O

4 GLP facilities
8 EMAS registered sites

> 80 contracted assessors
12 person Executive
12 person Board
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‘Board Members

« Mr Tom O’Neill (CEO Pfizer) - Chair
e Mr Michael Maloney (Bord Bia) - Vice Chair

e Mr Vagn Andersen (DANAK)

e Dr Nuala Bannon (Dept Environment)

e Mr Pat O’Mahony (CEO IMB)

o Prof Alan Reilly (CEO FSAI)

e Mr Tom Dempsey

e Mr John Shine (NCA)

e Mr Martin O’Halloran (CEO HSA)

e Dr Andy Hodgson (Consultant Haematologist)

e Mr Dermot Hayes (State Chemist) “W
Irish ' \" National Accreditation Board



‘Stakeholder Relationships

e IMB - blood transfusion
activities

 EPA - water testing,
volatile organic emissions,
greenhouse gases, stack
emissions

e FSAI - food safety, routine
monitoring

e DoH&C - food, healthcare
e DJELR - forensic

DAFF - organic farming,
food safety

NRA - road materials
HSA - pressure vessels
DETE - e-commerce
DEH&LG - EMAS

Irish il National Accreditation Board



2009 Activity

o No. applications received -
40

o 3 CAB resignations

e Onsite Assessments
completed - 251

e Accreditations awarded
e 40 new
e 85 extensions

6 Board meetings
e 4 new Board members

Staff represented INAB at
over 20 international
meetings

2 international peer
evaluations
Staff Changes

Communications - 3
surveys, 2 newsletters, web
updates

Irish il National Accreditation Board



Plans in 2010 - 1

e Maintain existing client base (+182) with on site
assessments
e Increase in applications
e Medical testing
o Car testing
e Food & Food Safety
e Environment (GHG, stack emissions, solvents)

e Service international obligations (EA, EU
Commission, OECD, ILAC & IAF)
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Plans in 2010 - 2|

e Regulation 765/2008
« Appointment as sole NAB for Ireland
e Public Authority activity

« Member State, AB and EA obligations
e Role of EA

e Accreditation of bodies for the purposes of
notification (new activity)

e ‘Transfer’ of accreditations from other ABs to
INAB
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Plans in 2010 - 3|

e INAB peer evaluation scheduled

e International Standard and Regulation 765/2008
5 person team for 1 week
Confirm compliance and international recognition

Assessment across all scopes mentioned earlier -
testing/calibration, inspection, certification

Implementation of all requirements of EA
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Plans in 2010 - 4

o Establishment of INAB advisory groups
e« Have been established on a need basis

e Provision of specialist sector advice to the Executive &
Board

 lIdentified 3 areas (medical, environment and food)
e 2010 - roll out of medical advisory committee
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Questions?
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Assessment Team

INAB Assessor Forum 22" January 2010

Sinead Guckian




e The INAB Assessment Team

e Role of the individual team members

e (Code of Conduct for Assessment Teams
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Role of the Assessment_Team'

« Assesses competence and not just conformance
e Provides professional judgment
e Raises factual non-compliances

e Makes recommendations but not decisions on

accreditation
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Preparation in advance of visit.

Read Quality Manual and review relevant application forms

Review relevant documentation specified in PS10 / PS10a

Review previous visit reports

Prepare AF111 visit plan
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On-site Assessment

e Brief private meeting

e Opening meeting - Clarify visit plan, assessor sections, scope,
extensions e

Wektion Paric House, Wton Piavm, iubiie 1, iratand
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WitcR Pak e, 'WATs S, AN, eind

514352 1 607 303 e v Introductions
= mctl taabiinah e ich wevewATGR fe ¥ Azzaszment (purposs)
Visit Plan AF111 T fessenimenen
“ Procadure (understanding)
v Forms, Observations, NCs and types
Sraanization Nams: - Timeframes far clesrance
IHaE Ref . v Dacision process (Board /managsr)
Typs of visit: . v Quality manual (significance)
visit Date: . v Scopsof sccraditation {content)
v Scope matrix (contant)
INAE Officert: - Visit Plan (AF 111)
Lead Assessor: | | v Organisation Raprasantatives (rols)
assessoris): | | v Privats masting
ssssoris) | | “ Final mesting (procadure and details)
sssssoris) | | v Confidantility (assurance)
Technical Expert | | v orivate offica/room, photocopying (provision)
sszzzsmant [ | “ wark hours, lunch bresks {confirmation)
Standards/Criteriac . v Questions {from staff)

In conjunction with:

Meetings: Date and Approx times:
Introductory Mesting:

. B Irish National Accreditation Board
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On-site Assessment
| ) I

o Lead Assessor(LA) reviews quality policies, procedures and
sample of records

e Management Requirements and Technical Requirements

o LA shall always assess key critical areas specific to
accreditation standard e.g.

» For laboratories; Review of contracts; Internal audits, Management Review,

Organisation, Reporting of Results;

» For Certification Bodies; Impartiality, Organisation structure, Auditor

competence, Certification Process

» For Inspection Bodies; Policy formation, process and/or procedure development

e Conjunction with INAB Officer “W
Irish National Accreditation Board
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On-site Assessment

‘, | Y
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e Peer Review Process - and a \(erification of the
organisation’s claim of technical competence

« Key focus is technical competence and compliance with
INAB Regulations/Policies (EA/ILAC/IAF; e.g. Use of
Accreditation Symbol)

e TA/TE - assess technical requirements through witnessing,

discussions, and records review. Scope of
Accreditation

e [nclude relevant QS elements -

Audits,NC Work, Contract review




On-site Assessment

e Lunch time - time management and identify any issues
e Perform vertical audit or client files review

e Confirm that all CA from previous visit have been

implemented

e Ensure proposed corrective action is appropriate and

deliverable

o Collect evidence to support technical opinion
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Lead Assessor chairs private meeting
e Ensure observations are discussed and categorized
e Overall opinion on performance supports recommendation

If major NC consider need for additional visit/suspension
and document decision with justification

Finalise agreed scope
Agree recommendation among the team

Prepare reports with supporting justification for
recommendation

Closing meeting - LA or INAB officer
Client Feedback

Irish i National Accreditation Board




INAB Officer - 1

e Review application form and read Quality Manual for pre-

assessment and assessment
e Confirm team and visit dates with organisation
e PS10 / PS10a documentation

e Send AF111 visit plan to organisation 1 week prior to visit.
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‘INAB Officer - 2

e Assist LA/TA/TE in review of procedures and records

e Performance of the team and code of conduct (PS 8)

e [INAB policies and requirements are followed

e Oversee work programme, effective time management.

« Recommendation is supported by evidence, and justification is

documented in AF118

e Scope is clearly defined, all forms are fully completed
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'INAB Officer - 3

e Corrective actions are forwarded to the team, Ensure scope

is confirmed

e Prepare Report for INAB Board for applicant CAB or prepare
AF122 Report for Decision for Manager

e Report Decision back to Organisation

e Maintain database, hard copy file, electronic file up to
date.

e Ensure that a representative sample of scope is reviewed

during accreditation cycle. lristhational Accreditation Board



Code of Conduct - PS8
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Code of Conduct - PS8

e Provide its client organisations with a professional and

effective accreditation service.
e Professionalism
e Integrity

e Respect
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Code of Conduct

e Assessor is representing INAB
e Communicate in a friendly and professional manner
e Remain open-minded
e Present findings in a calm, factual and tactful manner
e Disputes:
e Calm courteous manner
e Resolve where possible at the visit
e Factual evidence to support your position

e Unresolved - document your findings, explain INAB’s
appeal mechanism

e Not offer consultancy.
Irish il National Accreditation Board



‘Code of Conduct

e The time schedule shown on the visit plan
e Mobile phones are switched off during visits

e Direct contact with the Body at any time other than during

the visit does not take place without prior approval from
INAB.

« Timely review of responses to non-conformances submitted
by the client

e Return completed F121 forms to INAB not later than 15
working days.
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Preparation for your
visit

Brid Burke




Preparation is necessary

o Familiar with the organisation

e Scope and type of work to be completed
e Confirm competency

e Role within the assessment team

o Effective Time Management on site

o Gaps identified before the visit

e Professional

e Completeness of the visit
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Initial Preparations

e Organisation, type and name.

e Logistics, date, time, location, accommodation.
e INAB contact

e Type of visit, Pre, assessment, surveillance, etc.
e Assessors involved in the team

e Your role and ‘workplan’ for the visit.
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New Applicants

e Pre-assessment visit.
e Documentation review completed AF106

e Documentation for the visit:
« Application form
e Quality Manual
e Test Procedures / Operational procedures
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Assessment, survelllance Re-

assessmen

e PS10 - Laboratories

e PS10(a) - Certification bodies and Inspection
bodies

e PS 10 documentation should be received in INAB 6
weeks prior to the visit.

e Copies sent of relevant information to each
assessor

e Assessors should revert if documents missing /
additional documents are needed.
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‘PS1O Content - Laboratoriesl

e Quality manual

 ldentified changes to test methods and QM
e PT/ILC Summary

e Audit Schedule

e Minutes of mgt review

e Medical lab information

e Flexible scope information

e In-house calibrated equipment
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PS10 Content - Laboratories

e Review of legislation

o Audit of effectiveness of corrective actions
(AF118)

e |Insurance declaration

Irish il National Accreditation Board



Changes to organisational chart detailing
relationships between Blood bank and
Haemovigilance and traceability functions

List of Liaison personnel

Changes in relationships with recipient
organisations

Schedule of BT meetings
List of notifications of SAE/R since last visit.
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Addltlonal mformatlon for medlcal

o Summary report of blood usage

e Schedule of blood bank audits

e Current list of SOPs specified in AML-BB
e Process flow diagram for blood

« List of blood fridges and identification of
equipment changes since the last visit
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‘PS10a Content - CBs and IBs

« QM and documented procedures, identifying
changes

e Minutes of mgt. review

e Schedule of internal audits

o Audit of effectiveness of corrective actions
o Legislative review

e Changes to structure, impartiality committee,
related bodies
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‘PS10a Content - CBs and IBs

e New certificates issued
e |Insurance declaration

Witnessed audit activity

e Audit plan

Previous client report

Location and contact details
Competency justification and records
Technical review (if new scope area)
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Extensions to scope for laboratories

o Completed with surveillance, where possible
e Extra time, when necessary

« Additional visit
» Extension to scope application form
e Quality manual
» Validation reports
e Test Methods
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Extensions to scope for CB/IB

o Completed with surveillance, where possible
e Extra time, when necessary

e PS16 applies
e Development of new schemes

« Analysis by the CAB of its competence, continued
impartiality, impartiality committee.
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Visit plan

|

e PS 10 Information is used to prepare visit plan
and prepare for the visit

« Visit plan will define time needed for the visit

o Use with information provided from scope matrix
and/or previous visit documentation (F116,
AF118) to prepare visit plan

e Clearly defines roles for each assessor

Irish il National Accreditation Board



Visit plan

e Form AF111
e Quality system
e Numerous locations
« Witnessing of activities

» Cover approximately 20% of tests (laboratories)
 Risk analysis
e Critical tests
« Numerous locations
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Preparation

e Questions / comments
e Any additional documentation

« Remember please request any additional
information required before the visit, even if it
is not part of PS10.
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INAB Visits

Emma Scott McGrane




INAB Visits
| INAB V|S|T

Function of an INAB visit Is to establish and attest
the competence of CABOs t
types of activities and subsequently to ensure via
survelillance /re-assessment visits that the
required standards are maintained.
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Introductory Meeting
| L i

e Clarify the purpose of the visit (pre-assessment, assessment,
surveillance, re-assessment or additional) and functions of the
assessors.

e Include description of how assessment will be conducted and what
forms will be used.

e Confirm CAB staff understand the assessment procedure.

« Discuss the scope of activities covered by the CAB’s application
and the terms in which scope of accreditation should be defined.

e Review assessment schedule (visit plan)

e An explanation that, where possible & appropriate, the
accompanying CAB representative may propose corrective actions
to observations raised.
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Assessing Competence

e Technical Assessment

e Quality Management Systems within technical
activities

e Vertical Audits

e Scope Matrix and Visit Plans - Accreditation Cycle

e Non Compliances
e Review of relevant legislation affecting scope
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Assessing Competence

Quality Management Systems in technical activities

Roles/responsibilities

Documentation control

Contract Review with client - Records
Critical consumables/services

Non-conforming work / investigation reports/root cause
analysis/CAPA

Technical Records access/storage

) ) ) ) lristhational Accreditation Board
Audit Trail / Vertical audits



Assessing Technical Competence

e Clarify Scope
(Methods/Matrices/Ranges/ Level of Validation)

e Personnel
(Qualifications/Experience/Performance)

e Facilities/Equipment/Sample handling
- Space/environmental conditions
Performance qualification/calibration/maintenance
storage/labelling/separation

Analytical Quality Control
(Internal Quality Control / External PT Schemes/ILCs)

e Reporting Results “W
Irish National Accreditation Board
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Scope Matrix and Visit Plans
ISO 17011: “Conformity assessment - General

requirements for accreditation bodies accrediting
conformity assessment bodies”

‘LL

V Clause 7.11.3 “The accreditation body shall design its plan for
reassessment and surveillance of each accredited CAB so that
representative samples of the scope of accreditation are assessed
on a regular basis.”

V Clause7.11.1 “Re-assessment is similar to an initial assessment
except that experience gained during previous assessments shall
be taken into account. Surveillance on-site assessments are less
comprehensive than re-assessments.”
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NYe(o]o]= Matrix and Visit Plahs,,-* '

EA-3/09 “Surveillance and Reassessment of Accredited
Organisations”

U (2.4) Surveillance assessment plan:- Plan made by the AB in which
it schedules surveillance activities and visits, in particular based
upon areas of competence, for a particular organisation between
the initial assessment and reassessment”

U (3.6.2) “The AB should aim at assessing a representative sample of
the accredited activities, covering all areas of competence, during
the period between reassessments or between accreditation and
the first re-assessment.”
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Scope Matrix and Visit Plans -

5 year Accreditation Cycle
e Scope Matrix - Record of scope elements covered in cycle
e Visit Plan - Record of each visit

» Review Visit Plan on annual basis against Scope and scope
matrix to ensure all elements are covered in cycle.

o Highlight on AF118 specific areas to be assessed at the next
visit.
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Non Compliances

The object of an assessment is to establish
whether work being carried out is conducted in
accordance with relevant accreditation standard,
INAB Regulations and relevant legislation.
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INAB Forms

ﬂ

AF 117 - Detail report

eSection for corrective action
proposed by the organisation

«Section for identification of
evidence to be supplied by the
= organisation.

—— — Normally agreed at time of the
e w8 8 ' assessment to ensure that both
INAB and customer understand
reported issue

identify the evidence intended to be supplied by the organisation
»0se to send toIMAE to support corrective action):

Irish i National Accreditation Board
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Non-compliances
_— o

e Factual observation, supported by comments to
explain
o Clear and specific, using examples

e Agreement from organisation on the factual
nature of the observation

e Note: INAB Team must keep in mind when
writing observations that all will be reviewed by
decision makers and as such must be clear,

concise and easily understood!
lristhational Accreditation Board




Non-compliances: Categorisation

4

Major NC:

U A major non-compliance is the failure to comply with
the scheme requirements to the extent that could
compromise the confidence that is placed in the
accredited activity.

U A major non-compliance may also be allocated when a
number of similar minor non-compliances have been
raised and where this indicates a possible weakness in a
particular area of the quality or technical systems.

e Minor NC:

U A minor non-compliance is the failure to comply with

the scheme requirements. w
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Non-compliances: Consequences

e May not recommend award of accreditation (if
initial assessment)

e May recommend suspension of accreditation (if
surveillance visit)

e May recommend Additional visit

o If suspension or additional visit not
recommended, justification for this must be
entered on AF118 Summary Report.
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In the event of a major non-compliance being raised, the
lead assessor in consultation with the INAB officer shall:

Consider recommending suspension/termination/refusal of
accreditation for part or all of the scope of accreditation;

Decide if an additional and/or unannounced visit is required
to witness the clearance of the non-compliance or to address
any issues relating to its clearance;

Review the reports from previous surveillance/other visits to
the organisation to ascertain if the history of the
organisation, when taken together with the major non-
compliance, indicates an underlying problem with the
maintenance of accreditation;

Ensure that the integrity of INAB accreditation is not
compromised by any action or timeframe agreed to address
the major non-compliances.

Irish i National Accreditation Board



Additional Visits

e To verify the effective implementation of the
corrective actions raised at the visit and to assess
compliance to the relevant standard and
accreditation criteria.

Irish il National Accreditation Board



INAB Forms

‘znigemant System || ||
Document Contral [ ] [ |
4| Reviee of Requests, [ ] [ |
Tenders & Contracts
CL45 | Subarrectig of T | L [ |
B Catiorations

F 116 - Detail report
Demonstrating compliance.

Complete “Tests
Witnhessed”.

Complete Vertical Audit
trail

Ensue tams documents
participation in PT/ ILC etc
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Private Meeting
o After assessors have completed their individual
assignments, a private meeting is held at which

findings can be discussed, categorise and
summarised.

e Contribution from all the team required to co-
ordinate a view of the CAB’s work.

e« Complete a summary Report AF 118 to highlight
matters needing corrective actions and records
the teams recommendation concerning
award/maintenance of accreditation.

J
|
1]
1 !
Ly
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‘INAB Forms

W st Acredttion B F 118 - Summary Report

e Factual and complete
overview

e Concise judgement

IR e Accurately reflect
e e findings

M. of cosarations: -

R b o evious Hormmmpliances:

The St on T ITplamartatian of T COMRCt e SCTRTE agieed fr diearance of the pRRVIGS VST 5RO ° ° °

ot e e st o et ot ° O p'l nion su p po rtin g
B attantaly irearented and et sa T carly daarad

Raquire furdarwom & Sataled T the AR TS
‘Ware not implemanted and Fave madted @ mafor noroomaianos & detaladin

por recommendation

The oparaton may provide ovdonce, by coropondonce fioc poge 41, thet e non<comgisonoa. ot

Fanzgs 9L
j A firther vrt i the ogaTacton_ wil be gl & chock atyacoy cloomnos of the moncomgisonoa
Al o comgtiances by dechanged no et tan

it of arsrechiationl [ rsn cmemmess e tzwese | o seczms ey
saa: | Date: | | =
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Note: INAB Team must keep in mind when
writing observations that all will be reviewed by
decision makers and as such must be clear,

concise and easily understood!
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INAB Visits

Thank you

Questions & Feedback
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Post Visit

James Stapleton




Surveillance/Re-assessment - 1 month
Extension - 3 months
Assessment - 3 months

Major - 2 weeks

e Immediate correction of the issue giving rise to
the major non-compliance. This may involve
notifying customers and/or withdrawing test
results and certificates,

e Root cause analysis and investigation,

o Corrective action and, N\ -
. Irish National Accreditation Board
where necessary, preventive action.



Evidence Received
| L i

o Sufficient copies

e Cross-referencing the corrective actions with
relevant non-compliance and relevant assessor

o Distributed to relevant assessors

e Problems - not labelled, not enough copies
e Letter + evidence + AF121 form

e Response required in 15 working days

Irish il National Accreditation Board



Review submitted documentary evidence
Decide if each non-compliance has been cleared
Report recommendation using AF121

Return to INAB

INAB officer either proceeds to report stage or
requests further information from conformity
assessment body (CAB)

Irish il National Accreditation Board
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AF121

Clearance of Non-Compliances AF121
Name: Ace Laboratories A X B []
C O 0D []
INAB Ref: 001D Calibration [ Testing X
INAB Officer: James Stapleton ISO 17025:2005
Lead Assessor:

Reporting Assessor: Visit Type:

James Stapleton Assessment [ ] Reassessment [ ]
Date of visit: 14/01/10 Surveillance [X] Extension []
Area Assessed:  Management Requirements Additional [] Surprise []

WA []
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AF121

Examination:

I have: X examined the documentary evidence of corrective actions submitted by post
to the Irish National Accreditation Board.
examined the implementation of corrective actions at the organisation.

|I

Conclusion:
Following my examination of the corrective actions my conclusions are:
] All non-compliances raised by me are now cleared to my satisfaction.
X Some non-compliances raised by me have not been adequately discharged and

require further action as detailed overleaf.

Recommendation:

| recommend for the area assessed by me that:

] accreditation be maintained for the existing scope.

] accreditation be awarded for the agreed scope / extension to scope*.

X the decision on accreditation be deferred until all non-compliances are
cleared.

] the decision on accreditation be deferred until another follow-up visit to the

organisation has been carried out.
] other (please specify)

Signature (please complete the reverse side before signing):

1* Reporting / Lead Assessor: Date: 22/01/10
*Delete as appropriate
A P aseereturn original to INAB

James Stapleton
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AF121 - Details

Clearance of Non-Compliances AF121

EASIREER 00" IS /01/10 SR s

JS/10-01/01 SOP 123 has been revised and re-issued. Errors on pages 2 & 3
corrected. -
Cleared

JS/10-01/02 Documentary evidence of discussions that form part of contract

review with
customers submitted - Cleared

JS/10-01/03 Two audit reports submitted - now contain more detail and have
been signed off
appropriately. Third audit report not submitted - Not Cleared




AF121 - Details on 2" Page

e Brief description of what has been submitted, the
nature of the NC and whether it is now cleared.
« What
e How
e |s it cleared,
e If not, what is missing - concise but informative

e Clear, concise, factual - avoid new concerns and
confine to findings raised at visit

Irish il National Accreditation Board
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AF121

e Not cleared

e Request further evidence
e Evidence submitted

e Sent to assessor

e Further AF121

e Expect to be cleared now

e Decision - whether to look for more e.g.
misunderstanding, “nearly there”

e Options for INAB - Extension - refuse.
Surveillance - further visit. Assessment -
Recommend refusal to accredit



‘Not Cleared/Not Submitted

1) Not cleared by assessor

« Standard letter issued

o References INAB Regs. 4.8

o 2 weeks to submit - INAB Regs. 4.10

e Not sufficient then possible suspension - INAB Regs. 4.9
2) No evidence received

» Standard letter - INAB Regs. 4.8,4.10, 4.9
e 2 weeks to submit
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INAB Regs 4.8

ﬂ

o INAB will review the organisation’s accreditation
status in the event that:

(@) where relevant, the proposed corrective
actions are not submitted to INAB or

(b) responses to non-compliances raised are
not submitted to INAB within the agreed
timeframe and/or

(c) incomplete or inadequate responses are
submitted to INAB within the agreed
timeframe .
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INAB Regs. 4.10

e Following a review as contemplated by section
4.8, INAB may decide to set a new timeframe for
the satisfactory clearance of the outstanding non-
compliance(s) and in such cases, shall inform the
organisation in writing of the decision

Irish il National Accreditation Board



INAB Regs 4.9

e This review may result in all or part of the
organisation’s scope of accreditation being
terminated or where appropriate suspended until
the outstanding non-compliance(s) have been
satisfactorily cleared.

Irish il National Accreditation Board



Decision on Accreditation

e Assessment, extension for new discipline - both
go to INAB Board

o Re-assessment, Surveillance, extension for same
discipline - Manager of INAB

Irish il National Accreditation Board



o Written by INAB officer
Contains:

e« AF122 - Report and Recommendation on
Accreditation (for INAB Manager),

or
e Proposal and Report to the Board of INAB

Irish il National Accreditation Board



Report (cont’d)

Attachments:
e« AF118 - Summary Report
e F116/MF116/HQ116/IF116 - Assessment Trail

o AF109/CF108 - Witnessed audit/inspection
reports

« AF117 - If a major has been raised

o AF121

e Extension to scope application form

e Current and proposed scopes of accreditation

Irish il National Accreditation Board
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Decision on Accreditation - INAB

Manager

e Manager may look for clarification on some points
in reports - e.g. a statement that is not supported
by evidence or something that might undermine
confidence in the accredited activity or a
contradictory statement(s)

e Decision taken - award - scope issued - sent to
CAB - plus AF121 reports (or comments).

e« Defer/Additional visit?



lrishW/National Accreditation Board

Manager Seeks Clarification

e Not supported by evidence:
- Either positive or negative

e Undermine confidence in the accredited activity
- e.g. failure in rounds of PT scheme
e contradictory statements

e The lab continues to perform competently but
has failed X rounds of PT schemes, the
environment isn’t suitable.



Irish /National Accreditation Board

Jecision on Accreditation -

e Membership - 12 including current and
former manager

e INAB officer presents the report
e« Open to questions from Board

e Clarifications sought on points in report -
typos, dates, NC numbering, content,
technical points

e Proposal to award, award with conditions
defer, refuse, terminate

e Vote taken
e Cert and scope issued



Board Questlons/Comments
DENES |

e “Haematologist only available during certain
hours?”

« “Changes to infrastructure - are these
permanent?”

e “Query about composition of impartiality
committee”

o “Questions regarding the legal entity applying for
accreditation”

Irish il National Accreditation Board



Examples (cont’d)

“Appears to be one minor non-compliance
outstanding”

“Would prefer a statement of fact than a
comment on high/low number of NCs”

“Question regarding the terminology used on a
scope”

“Part of bigger group - implications for
management system”

“Validation of method prescribed in legislation?”

Irish il National Accreditation Board



New Form - AF121a

e Approval of extension to scope by correspondence
No appropriate form previously

Email, AF121, AF1177??
Allows issues to be raised
Recorded in formal manner

Irish il National Accreditation Board



Irish i National Accreditation Board

New Form - AF121a

Recommendation for Approval of Extension to Scope by AF121-A
Correspondence:

Organisation Name : INAB Ref:

Standard Assessed (tick as appropriate)

Date Application Received:

I =V O sosecioz O
Assessment Team ISO/IEC 17021 (| ISO/IEC 15189 (I
INAB Officer: ISO/IEC 17024 O ISO/IEC 17025 O
Reporting . . .

ASSESSOr- Calibration (| Testing (I
Sector scheme: Head Office (| Site/region office (I
Regulations: Organisation Type A = - o

- (Where O 0O 0 O
O vere Applicable)

Examination:

I have examined the Extension to Scope application and the supporting documentary evidence submitted
by correspondence to the Irish National Accreditation Board.

Conclusion:
Following my examination of the Extension to Scope by Correspondence my conclusions are:
(I This application can/cannot* be considered by correspondence.

(I There are some issues which require further attention. Please see overleaf for details.

(I There are no issues which require further attention.

(| All issues raised by me are now cleared to my satisfaction.

Recommendation:

I recommend for the Extension to Scope assessed by me that:
(| accreditation should be awarded for the agreed extension to scope.
(| this extension to scope should be witnessed at the next INAB visit.
(| the decision on accreditation should be deferred until all issues are cleared.

[] other (please specify)

Signature (please complete the reverse side before signing):

+ Reporting Assessor: Date:




Irish /National Accreditation Board

AF121a

Recommendation for Approval of Extension to Scope by AF121-A
Correspondence:

INAB Ref: Date of Extension: _‘ Assessor’s Initials: _

Issue Ref: I Details:




e Questions?
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