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1. Introduction (2) D

* Defines guidelines and recommendations to establish QA
programme for I[ECs

» EFCGP Ethics Working Party research and discussion

» Review of ‘The Procedure for Ethical Review of Protocols
for Clinical Research Projects in the European Union’
(2007) ; the question asked ‘Is there an ongoing quality
assurance process (e.g. audits, inspections, internal SOPs)
for research ethics committees?’

FOCUS. EXPERTISE. QUALITY.



1. Introduction (2) D

* Introducing a quality system within an IEC assists in
raising standards of the committee and thereby providing
greater protection for human subjects.

* The document aims to act as guidance to identify the
minimum requirements (as defined by EFGCP) for
audits/quality systems. A complimentary guide to support
‘Guidelines and Recommendations for European Ethics
Committees’ (EFGCP 1997).The process for accreditation
has not been defined.

* Types of internal audits for IECs include: documentation,
processes and facilities.
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2. Glossary
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GUIDAKCE MOR SLCTHG JUALITY SYATOME OF IKCEFEMIENT CTHICS COMMTTELS (H EUROPD

2. Glossary

&cereditation

& system of aceradialion or carifieation of Indepencznt Etizs Commitizes by
a suiaple body at has e awnoly ard appropriaie procedures and
quartcations b ceterming that a Commitize qualifizs for acerediation.

&pplicant

& qualiNed resarcher undertaking the seentific and enlcal respanslolliy far &
resgach project, gllher on fis / Mer own penall or on behall of an
arganlzation/ fimn, seking 3 decislon from an Indegencent EMics Commitee
through formal applcation.

p
&ppointing Body
Tnie organisatian thal appoinied Te Indegendent Etizs Commitles such a5 &

\_Ealth ."lJ.I'"'EII'IE. Insifution or Govemmental Authorky.

/it
A Syslematic and Indepandent examination of cinical nakrelaied actulies
and gacuments 13 detarmine whatrar the evaluated al related aoikiles were
conductag, and the daa were I'E'III'I:IE'j. i"lﬂﬁ&ﬂ and au-::uratery fEF[ﬂEE
accoring to tie protosol, standarg opsraling proceoures (5095 Gooo
Clinical Prachice (@CP) and te apolcable regulatary raguirements). In e
coniesl of Shis document, an audn refers 1o 3 -F!|'-E|E‘|'|'|i'.'3 ang ||'IjE'F|E'|'rﬂE|'I|:
examinalion of the carsullon and FfB:‘-'“EE of an |f'lj'E|:|'E|'IjE‘|"|[ Eihlics

WEIIT'FHHIEE. )
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Audlt Plan
& pian setling out the specie prasiices, resources, actilss, and fime Ines
redsvant to & paricutar audll or 3 group of relaien awdis.

Ludlf Regort
& writien evaliadon oy the audior of the results of the auds,

Conflict of Inferast
A confict of interest arlses when @ member (o mamioers) of an Independent
Eihics Commiites halais) Inferesss Wit respact to specic apolcalions far
review fhal may |eopardize hisfer (el abilly wooprovice @ mee ano
Indepentent evaluation of the research with a focus on the pratecion of the
tid paricipants. Confliets of Inberssls may arss when 3 memiber of an
independent  Efhics Commifize has fimamclal, materal,  Instiubional,
accupational or social 126 b the ressarch,

Copyright: EFGCP,
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3. Assigning Auditors/Auditor
Qualifications and Training (1)
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Suitable Formal regular Understanding

experience & Independence
education

appropriate the clinical
training trial process
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3. Assigning Auditors/Auditor S
Qualifications and Training (2) D

‘Independence’

* Report to the highest level
usually the ‘appointing
body".

* The Chair of the IEC should
not be their superior.

* Sign a statement to show
no conflict of interest,
financial or other links to
IEC.

* Sign a confidentiality
Agreement.




4. Audit Planning EE&'X&%‘S

e To identify the intent, purpose, location, date (if known) of the audit
Scope activities and any relevant study identifiers

 To identify the key personnel involved in conducting the audit (both
Contacts auditors and auditees)

e Outline of detailed activities e.g. facility tour, identification of
Agenda interviewees

e To identify the documents to be available for review

Documents

e To outline the audit history as relevant to the auditor e.g. describes past
Audit History interactions

e Auditees should receive a letter of introduction with a confirmation of
Letter the audit dates and brief synopsis of activities to be conducted

e Description of how responses are to be made (e.g. inclusion of action
Responses plan) and expected timelines
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5. The Conduct of an Audit (1) GZ

Opening Meeting

Document Review
Review of SOPs/ constitution of IEC Review of sample of applications made to IEC

Tour of Facilities

Storage & Archiving of Audit Documents

Closing Meeting
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5. The Conduct of an Audit (2)

SOPs should include the following information:

= Authority under which the Independent Ethics Committee was established
and relationships to institutions (i.e. hospitals)

= A statement (dependant upon national laws) that the Independent Ethics
Committee follows ICH Good Clinical Practices Guidelines (requirement
ICH GCP 5.11.1.b), relevant laws and regulatory requirements, and
appropriate national and international guidelines

= Terms for the appointment of members (for example, duration, renewal
procedure, disqualification, and resignation and replacement procedures)
including reserve members and specialists identified to provide advice as
needed

= Conditions of appointment (for example, withdrawal from the decision-
making process if there is a conflict of interest); willingness to publicise his /
her full name, profession, and gender; agreement to declare any financial
reward or equivalent from Independent Ethics Committee work to officials
of the committee, and the signing of confidentiality agreements)
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5. The Conduct of an Audit (3) D

* Procedure for making the appointment including the individual or party
that makes the appointment, selection of candidates (for example, by
consensus, by majority vote, or by direct appointment)

= Provisions and conditions for expedited Independent Ethics Committee
review and approval, e.g. “chairman’s approval”

= Membership requirements, including the duties, responsibilities and
training of members

= Quorum requirements, including the minimum number of members of
Independent Ethics Committee to be present, the minimum distribution of
professional requirements, and gender requirements; and back up
arrangement to ensure that there are always enough members to take
decisions

= Procedures for submitting an application for the review of the proposed
clinical research

= Required documentation to be included in the application
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5. The Conduct of an Audit (4)
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Meeting procedures, including the preparation of the agenda, the minuting of the meetings, invitations of guests to the
meeting (including sponsors, investigators, and specialists that may provide advice on occasions or assist in the review of a
particular protocol with consideration for possible conflicts of interests and confidentiality agreements as warranted)

Actions necessary for the enrolment of trial participants in emergency treatments

Decision-making procedure, including whether the decisions are by consensus or vote, the manner of specifying conditional
decisions, management of ambiguous decisions and the manner of documenting the reasons for negative decisions. The
procedure for documenting the appeals and the outcome of the appeal

Procedures to assess safety of a study (whether industry sponsored or non-commercial sponsored study), e.g. how safety
reports are handled (SAEs / SUSARs / annual safety reports), how they are received from the investigator / sponsor and if there
are any requirements for reports from other sites / countries

Procedure for communicating with other Independent Ethics Committees and Regulatory Authority(ies)

Procedure for communicating a decision which should include a dated and version controlled document
stating the name of the Independent Ethics Committee (including if it is a central or local Independent
Ethics Committee); the exact title of the research project / clinical trial; a list of the documents reviewed,
their date and version number; the name and title of the applicant; the date and place of the Independent
Ethics Committees decision; a list of members present during the vote (can be listed by role); a clear
statement of the decision made with any advice or comment; and the signature and date of the chairperson
of the Independent Ethics Committee or in his [ her absence by another official of the Independent Ethics
Committee but never a non-voting member of the ethics committee. In the case of a positive decision,
confirmation that all amendments have been duly regarded and brought to the attention of the full
committee by the chairperson. In the case of a negative decision, the reasons for a negative decision are
clearly stated. [A full committee should review all individual amendments submitted to the committee
involving patient safety and welfare.] Additionally, cycle times should be considered
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5. The Conduct of an Audit (5)

» Procedures for the notifications of completion or premature study
terminations

= Continuing review (including frequency, determined by the nature of the
study) but recommended to be at least annually

= If procedures exist for Independent Ethics Committee visits to sites for
monitoring purposes

» Processes for the development, maintenance and revisions of procedures

= Documentation and archiving procedures, including an inventory of all
documents archived and the length of storage of the documents based on
their SOPs and on the national legislation. These documents should
identify the author, authorisation, date of release, and the date of future
review of the documents. In addition, earlier editions of these documents
should be available to the auditor when relevant
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5. The Conduct of an Audit (6) Gl

Do<uments ta be Reviswed

tsendard Operatiseg Procedures
List e cairrant asel prevfisus sembar af tha EC
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Mesting agendas {relevant 1o audit plan

Reverw ol applcatiom [relevant Lo aeadil plan, induding correspendence
regarding deciiom snd lellos up

Proce & for determrining the saitabiiny of lswestigators and wpport staff
Progem for determening the satabinsy and quat sy of gte Baolites
Proca-dure far raviesy of ress ndoboonss riatios fo InveDgaian
Misases ol EC = bEting {rekeves? 10 3udi plan)

Regiviration procew lor publiic svsilabisey i spplicable

SourEd HREIP E1fas Wik Farmp

Copyright: Table
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T article, June 2010
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5. The Conduct of an Audit (7) .

Storage & Archiving of Audit Documents:

- Consider the archive facility
- Retention of materials

- Destruction

- Electronic records

- Contract Archive Services

- Business Continuity and disaster
recovery
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6. The Audit Report
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6.

The Audit Report

The audit report should reflect the execution of the audit. It should be dated
and signed by the auditor and contain, at the minimum, the following items:

Scope and objectives of the audit (these should include that the
conduct of the Independent Ethics Commitiee meets those aspects of
ICH GCP and local regulations relating to Independent Ethics
Committee)

|dentification of the auditor (s)

|dentification of the auditee(s) and the representative(s) of the auditee
Audit plan

|dentification of the facilities, persons interviewed, and the documents
reviewed

Audit methodology

Findings of the audit

Recommendations for corrective actions or areas of suggested
revisions in practice

Timeframe for responses

Audit report distribution list

Signature and date of the auditor.

The audit report is strictly confidential and should be retained securely and
only shared with the auditor(s), auditee(s) and the Appointing Body. Due to
the sensitive nature of the audit report, some Independent Ethics Committees
Standard Operating Procedures require that the audit report is destroyed (by
confidential waste means) after the corrective and preventative actions have
been put in place. The documentation of the completion of the carrective and
preventative actions should be retained securely by the auditees for the
period required by their local procedures for retention of other Independent
Ethics Committee documentation.

FOCUS. EXPERTISE. QUALITY.
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7- Audit Follow Up D

= Corrective and Preventive Actions

Who is the most appropriate person to respond to a CAPA?
= Follow-up

Implementation of a CAPA will increase the quality of the operations of an
IEC and will provide assurance to CAs. The responses are reviewed for
acceptability.

= Audit Certificate

The purpose of the Audit Certificate is to confirm an audit was performed
and completed. It does not reflect the outcome of the audit.
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