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1. Terms of Reference and Membership

Information regarding the Terms of Reference and Membership of the Ethical Advisory Committee (EAC) is available on the EAC’s web-site at www.lboro.ac.uk/admin/committees/ethical/ 

2. Membership

Dr Paul Lucas (Chemistry) was appointed as Chair of the Committee, replacing professor Clyde Williams (School of Sport and Exercise Sciences). Amit Chandra (Mechanical and Manufacturing Engineering) and Dr Ashraf El-Hamalawi (Civil and Building Engineering) were appointed to the Committee to represent the Faculty of Engineering, replacing Professor Peter Smith (Electronic and Electrical Engineering) and filling a vacant position. Dr David Lavallee (School of Sport and Exercise Sciences) and Professor Harriet Ward (Social Sciences) were appointed to represent the Faculty of Social Sciences and Humanities, replacing Dr Bruce Stafford (Social Sciences) and Dr Greg Atkinson (School of Sport and Exercise Sciences).

Dr Ali Ansarifar (IPTME), and Wendy Jones (Occupational Health Advisor) were due to retire at the end of the session.

Following discussions with representatives of the HS&E Committee, and to consolidate input from a health and safety perspective, the membership was amended to make the Health, Safety and Environmental Officer an ex-officio member of the Committee. 

2. Approval of Research Proposals and Generic Protocols

During 2004/05, the EAC met on three occasions and the Ethical Advisory Sub-Committee (EASC) nine times.  Clearance to proceed was issued for 5 generic protocols and 146 research proposals (listed in Annex 1).  This represented an increase of 39% on the number of research proposals approved in 2003-04, following increases of 61% and 41% in the preceding two years.  (see below for the number of research proposals and generic protocols approved since 2000-01).

	Academic Year
	Research Proposals
	Generic Protocols

	2000-01
	37
	13

	2001-02
	46
	14

	2002-03
	65
	6

	2003-04
	105
	17

	2004-05
	146
	5


Dealing with this continued and substantial increase in workload was only made possible by the dedication and commitment of EAC members.  However, the EAC continued to be encouraged by the increased number of proposals submitted by departments other than Human Sciences and the School of Sport and Exercise Sciences.    

Over the course of the year, some research proposals were considered outside of the routine meetings of the EAC and the EASC to facilitate urgent approval where needed.  The EAC enjoyed a good relationship with investigators across the university, and representatives of the EAC continued to meet with individual researchers and groups of researchers to explain the Committee’s procedures and to discuss special arrangements in some areas.    

3. Insurance Cover for Clinical Trials

The EAC continued to carry out actions to comply with the Clinical Trial Questionnaire (CTQ) scheme introduced by UMAL, the University’s insurers in 2002-03. Nine proposals had been formally notified under the CTQ procedures in 2004-05, but cover had been confirmed for all, with no additional charges or conditions attached. In most cases, notification was required because the procedures involved the administration of substances defined by the insurers as ‘drugs or food supplements.’

In conjunction with the Research Office, the Committee continued to keep abreast of developments relating to the implementation of the Department of Health’s Draft Research Governance Framework for Health and Social Care, and the new EU Directive on Good Practice in Clinical Trials. The EAC would react appropriately according to the University’s response to this new legislation.
4. Review of Ethical Clearance Checklists

The Committee conducted a review of Ethical Clearance Checklists lodged with Heads of Department during the calendar year of 2004, where a full submission to the Committee had not been triggered. There had been 55 such Checklists lodged across the University, compared to a total of 141 research proposals considered by the Committee. Therefore, around 28% of all proposals had been filtered out by the Ethical Clearance Checklist process. There was evidence when conducting the review of a healthy and growing awareness of the requirement for all investigators to complete an Ethical Clearance Checklist in relation to any project involving human participants.
5. Research Training

Representatives from the EAC participated in, and helped to present a training session on the University’s internal procedures for ethical approval as part of a wider staff training programme on ethical issues in research, co-ordinated by the Research and Professional Development Offices. It was anticipated that the Committee would be involved in further training activities in 2005/06
6. Conclusion

2004/05 was another very busy year for the EAC, with consideration and approval given to more proposals than ever.  The Committee continued to involve new groups of staff from across the campus, and therefore anticipated another productive year in 2005/06.  
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