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1. Introduction (1)

▪ Defines guidelines and recommendations to establish QA 
programme for IECs

▪ 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?’     
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1. Introduction (2)

▪ 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

Copyright: EFGCP, 
October 2008
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3. Assigning Auditors/Auditor 
Qualifications and Training (1)

Suitable 
experience & 

education
Independence

Formal regular 
appropriate 

training

Understanding 
the clinical 

trial process

Up-to-date 
knowledge of 

EU 
regulations, 

guidelines and 
national laws



3. Assigning Auditors/Auditor 
Qualifications and Training (2)

‘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.
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4. Audit Planning

Scope

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

Contacts

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

Agenda

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

Documents
• To identify the documents to be available for review

Audit History

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

Letter

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

Responses

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

Closing Meeting

Storage & Archiving of Audit Documents

Tour of Facilities

Interviews

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

Opening 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)

▪ 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)

▪ 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)

Copyright: Table  
from Applied 
Clinical Trials 

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

Copyright:  EFGCP, 
October 2008
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7. Audit Follow Up

▪ 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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