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RESEARCH GOVERNANCE – POLICY ON RESEARCH INVOLVING HUMAN PARTICIPANTS

Professor McKenna presented a paper on the promotion of compliance with the University’s policy on research involving human participants in respect of student projects in taught courses (Paper No TLC/13/15).

It was noted that the Research and Innovation Committee, at its March meeting, had endorsed recommendations from the Research Governance Steering Committee and had referred these to the Teaching and Learning Committee for consideration.

The Teaching and Learning Committee had previously discussed this matter in 2005/06 and had agreed that course directors and other staff should consider the merits of alternative forms of research for undergraduate and postgraduate taught courses, but that when it was undertaken with human participants, the University’s policy and procedures would apply (min 05.206 refers).

The Committee discussed the five recommendations:

a) where students were time- and resource-limited, they should not necessarily be encouraged to undertake original, stand-alone human participant research, especially if that research was higher risk or involved access to vulnerable populations and would require filter and ethical review. Possible alternatives for undergraduate or taught postgraduate students included:

· being added as investigators to existing projects to undertake components or carry out analyses; 

· carrying out research using existing datasets; or

· restricting their studies to include professional participants only;  

b) if students preferred, or were permitted or required, to undertake studies requiring ethical review, they should be made aware of the University’s requirements and the likely timeframe for application, approval and completion;

c) all such students should be required to bind a declaration into their projects/ dissertations either confirming ethical approval or showing evidence of exemption.  (A draft self-assessment form for completion by students and confirmation declaration for signature by supervisors was provided);
d) where it was discovered that a student had not sought relevant ethical review and approval for his or her study, a penalty should be applied, perhaps in the form of a reduction in/discounting of the marks awarded for that component and, where appropriate, the initiation of disciplinary action; 

e) all students should be required to take and pass the University’s online Research Integrity course, which will be made available as a reusable package via Blackboard to be either:

· devolved to Course Directors for subsequent use by students; or 

· tied into dissertation/research modules to be administered by module co-ordinators and be made a component of the marking scheme.

With regard to recommendation d) the Committee considered that assessment criteria should already address the question of ethical approval and that serious breaches would also be subject to separate disciplinary penalty.  The Committee considered that the introduction of this revised guidance would provide course teams with an opportunity to review their information for students and assessment criteria in order to ensure that the matter of ethical review and approval was explicitly addressed.

Regarding recommendation e) it was noted that this was currently required for PhD students but was a labour-intensive activity for the Research Integrity section of the Research Office and could not be managed by it for high numbers of taught course students.  There was general agreement that research methods/project or other modules in taught courses should already provide appropriate consideration of research integrity (and where applicable ethical approval) which would be reflected in assessment criteria.  If not, course teams would need to consider directing students to use the online course.

AGREED that:

i) recommendations a) – d) and the draft student self-assessment form and supervisor declaration be endorsed;

ii) course teams ensure that assessment criteria for research methods and/or the project/dissertation module include a requirement for students to provide evidence of ethical review and approval for their study where applicable;

iii) it not be made a requirement that all taught course students pass the University’s online Research Integrity course, but that Faculties be asked to review the curriculum of their research methods modules and projects/ dissertations to ensure that research integrity issues were adequately addressed.  Course teams might direct students to the Research Integrity course for the purpose of self-assessment.


12 April 2006

06.69
Guidelines on Design and Conduct of Research on Human Subjects (Taught Courses) 

The Committee, at its December meeting, had indicated that taught student projects that were of a type covered by the University’s Research Governance procedures should be subject to a similar level of review (min 05.206 refers).  The Chair reported that the Research Governance Steering Committee (RGSC), at its February meeting, had noted that the decision would have implications for the workload and frequency of meetings of peer reviewers and filter committees.

RGSC had agreed that Research Governance, in collaboration with Teaching and Learning, should seek to identify the likely numbers of courses/modules that might include projects requiring direct access to human subjects to provide an estimate of workload and timing.  Also, it was recommended that where projects requiring access to human subjects were an essential component of a course or module, ways should be sought of reducing the need for access to vulnerable populations or to data that might have implications for ethical approval; and where an element of risk was present in any project, it should be submitted for review through the filter committee system.

RGSC had also agreed that the University would accept decisions made by external ethics committees or their equivalent if these were constituted and maintained by an appropriate host organisation and included members with the necessary combination of experience and independence.   


7 December 2005

05.206
IMPLICATIONS FOR TAUGHT PROGRAMMES OF GUIDELINES ON THE DESIGN AND CONDUCT OF RESEARCH ON HUMAN SUBJECTS


The Committee received a paper on the implications for taught programmes of legal and ethical requirements for the design and conduct of research on human subjects (TLC/05/101).


It was noted that the Research Governance Unit had drawn up a University-wide policy for research on human subjects, through a set of procedures based around five categories of research and referral of proposals for scrutiny by Faculty/ School Research Governance Filter Committees or the University Research Ethics Committee.


In relation to taught provision the Policy covered projects involving human subjects in the following cases:

· research projects undertaken by Master’s students which were subject to the same processes as other research proposals;

· research conducted by undergraduate or taught postgraduate students involving NHS/HPSS patients, staff, records etc which might be referred to a Student Projects Ethics Committee in future but were presently covered by Health Trust procedures.


The Research Governance Steering Committee, at its September meeting, had identified potential areas of concern in the distinction between research projects at postgraduate and undergraduate level, and those projects which involve human subjects but which might be practice or training rather than research based.


The Committee noted suggestions in the paper which might assist fulfilment of the research objectives of modules or dissertations without direct engagement with human subjects.


It was noted that Dr D O’Kane had advised that the Science Shop might potentially be affected by the Policy and had asked the Committee to consider a possible exemption for such initiatives, which provided training for students.  


The Committee noted that there were significant implications for some online programmes where approximately 3 – 400 students were undertaking projects on human subjects.

AGREED:


i)
that the University policy and procedures relating to research on human subjects be confirmed as covering all forms of such investigation, including those undertaken by undergraduate and postgraduate taught students;


ii)
that, in respect of Science Shop or other projects, the Research Governance Unit/Research Ethical Committee be asked to consider whether evidence of ethical approval of projects by other agencies or organisations would obviate the need for consideration by Faculty or University committees, and to consider compiling a list of such bodies for the information of staff;


iii)
that Course Directors and other staff should be mindful of the time required to obtain approval from the appropriate University ethical committee or external body and to consider the merits of other forms of research in meeting the learning objectives of the course.
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