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1. Terms of Reference
Information regarding the Terms of Reference of the Ethical Advisory Committee (EAC) is available on the EAC’s web-site at http://www.lboro.ac.uk/admin/committees/ethical_advisory/index.htm. 
2. Membership

Dr Gillian Ragsdell (Information Science) was appointed to the Committee by the Faculty of Science, replacing Dr Sarabjit Mastana (Human Sciences). Amit Chandra (Mechanical and Manufacturing Engineering), Dr Ashraf El-Hamalawi (Civil and Building Engineering), and Professor Harriet Ward (Social Sciences) were due to retire at the end of the session. Dr Paul Lucas agreed to extend his term as Chair of the Committee for a further year until 31.7.2008 (See Appendix I for full 2006-07 membership).
3. Approval of Research Proposals and Generic Protocols

During 2006/07, the EAC met on three occasions and the Ethical Advisory Sub-Committee (EASC) nine times. In addition, some proposals were considered by Chair’s action, to facilitate urgent approval where required. Clearance to proceed was issued for 6 generic protocols and 156 research proposals (listed in Appendix II). This represented an increase in the number of proposals submitted, compared to 2005-06. The table below shows the number of research proposals and generic protocols approved in each year 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

	2005-06
	131
	4

	2006-07
	156
	6


4. 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. One proposal was formally notified under the CTQ procedures in 2006-07, but cover was confirmed with no additional charges or conditions attached. In the case in question, notification was required because the procedures involved the administration of a substance defined by the insurers as a ‘drug or food supplement.’
5. Compliance with the ESRC’s Research Ethics Framework
Following the establishment in January 2006 of the ESRC’s Research Ethics Framework (REF), to which all universities receiving ESRC funding must adhere, the EAC, in conjunction with the Research Office undertook a review of the University’s internal procedures to determine whether further action was required to ensure full compliance.  A number of actions resulted, including the development of a Research Misconduct and Whistle-blowing Policy and Procedure, which is now available from the EAC’s web-pages.
6. Human Tissue Act 2004

The EAC has been fully briefed on the University’s obligations under the Human Tissue Act 2004 (HTA).  The overall objective of the legislation is to ensure that human tissue stored and used for multiple research projects is subject to strict control and approval, which would require an application for a license.  However, the Act contains no direct mechanism for dealing with research involving human tissue that takes place outside an NHS environment, and this is problematic because NHS Local Research Ethics Committees (LRECs) are not obliged to provide ethical advice and guidance to Universities undertaking such projects, and University Ethics Committees are not formally recognised as Research Ethics Committee (RECs) by the HTA. Therefore, even where such projects are approved by University Ethics Committees, the Universities involved may still be deemed to be in breach of the Act. Clarification is being sought at a national level with regard to the recognition given to University Ethics Committees.  Until then, it appears that the University will not need to apply for a licence provided that:
i) Samples are not used which originate from the NHS (either NHS patients or samples taken by them)
ii) Tissue is taken and stored for one project/purpose only, and subsequently destroyed. (However, where projects do involve the long term storage of tissue samples for multiple procedures/protocols then this would also be permissible as long as additional ethical approval was granted by a LREC).  
The EAC will continue to monitor all projects involving human tissue at the University, as well as the national situation concerning clarification for non NHS-based activity in light of the HTA.
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	Position
	Member
	Term of Office

	Committee Secretary
	C Dunbobbin
	 

	Chair
	Dr P D Lucas
	until 31.7.2007

	Members appointed by Faulty Boards
	A Chandra (ENG)
	until 31.7.2007

	
	Dr A El-Hamalawi (ENG) 
	until 31.7.2007 

	
	V Haines (SCI)
	until 31.7.2008

	
	Dr G Ragsdell (SCI)
	until 31.7.2009

	
	Dr S Shirreffs (SSH)
	until 31.7.2008

	
	Professor H Ward (SSH)
	until 31.7.2007

	Ethical and Environmental Officer, LSU (ex-officio)
	S Carter
	 

	Health Safety Officer 
(ex-officio)
	T Fleming 
	 

	Co-opted members
(up to four places)
	J Kirby
	until 31.7.2008 

	
	W Jones
	until 31.7.2008

	
	Vacancy
	

	
	Vacancy
	 

	Regularly in attendance
	P A Townsend
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