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APPENDIX 2

Professor Michael Calnan,
Dr Ferhana Hashem & Dr Patrick Brown
Professor in Medical Sociology, Research Fellow & Assistant Professor
Tel: 01227 823687; 01227 824887

Email: M.W.Calnan@kent.ac.uk; F.Hashem@kent.ac.uk
INFORMATION ABOUT THE RESEARCH

Exploring decision making within NICE technological appraisals

Dear Sir/Madam
We would like to invite you to take part in our research study. Before you decide, we would like you to understand why the research is being done and what it would involve. One of our interdisciplinary team will go through the information sheet with you and answer any questions you have. Part 1 tells you the purpose of this study and what will happen to you if you take part. Part 2 gives you more detailed information about the conduct of the study. Talk to others about the study if you wish. Please ask us if there is anything that is not clear. 
Part 1

Information about the study

The focus of the study will investigate the nature of decision making within NICE technological appraisals, in particular concerning aspects of uncertainty that may arise from decision making, and the impact this has on appraisal outcomes. This is an ethnographic study and will involve non-participant observations of committee meetings as well as interviews with committee members, analysts from the NICE project team, a range of representatives from various interest groups, and other experts involved in the process. 

The project is led by experienced researchers in health services research from the University of Kent, in consultation with Professor Michael Kelly, Director of the Centre for Public Health Excellence at NICE and Professor Peter Littlejohns, Clinical and Public Health Director at NICE.

The study is funded by the Economic and Social Research Council (ESRC).
The purpose of the study 
The purpose of the study is to explore the various aspects of decision making faced by different members of the appraisal committee, how panel members deal with issues around uncertainty that arise in decision making, and the influence these processes have on the appraisal outcomes. The research will assist with understanding the key social features of decision-making, and will enable NICE technological appraisals to be carried out more transparently.

Why you have been invited

We would like to ask panel members of the NICE technological appraisal committee to take part in our study. We will also be inviting other members of the committee or other representatives to participate.
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Do I have to take part?

It is entirely up to you to whether you wish to be included in the study. We will be present at the meeting, so if you have any further questions please approach us and we will be happy to discuss this information sheet further with you. We will be asking you for your consent for both the open and closed parts of the meetings to be observed. You will be given a copy of the signed consent form and this information sheet to keep. 

What will be involved?

We will be observing the content and activities of the technological appraisal meetings for each drug appraisal. We will be present at the meetings, but will not take part in any aspect of the proceedings, but will be taking careful notes through non-participant observations. The meeting’s activities will be recorded in note-form using a non-participant observation topic guide. This will help with our analysis at a later date.

What will we be observing during the meetings?

These are some of the themes we will be observing during the meetings:

· How decisions are made? 
· What influences these decisions? 
· How uncertainty is managed? 
We will ensure that you will not be easily identifiable from our observations notes or in any subsequent publication arising from the study.

Confidentiality

Participants of the study will not be identifiable in the data and pseudonyms will be used in place of participants’ names in any resulting publications. 
How will the interview data be used?

Possible benefits to taking part

At the end of the research, we will send all participants a copy of the final project report and all participants will be invited to attend an event to discuss the findings with those involved in making policy in this area.

Part 2

Confidentiality

Your data will be totally confidential. The observation notes of the meeting will be coded and anonymised so that you will not be identifiable, except to the three members of the research team. The data will be transferred to a password-protected computer and will be stored in a locked filing cabinet on university premises with access only available to the named staff involved in this project. Data will be retained by the research team for 30 months and will be disposed of securely. In line with the policy of the project’s funder, the ESRC, fully anonymised data may be made available to other researchers on the Economic and Social Data Service database (ESDS) and will be retained there for a period dictated by the ESRC. Access to view identifiable data may be granted to authorised staff for audit purposes


How poor practice issues that may be revealed will be dealt with

We do not wish to evaluate participants on the appraisal committee; we want to find out what you think about the appraisal process. However, our research ethics framework requires that in the unlikely event of poor practice issues arising, we would be obliged to raise any concerns with our Ethics Committee.
Who has reviewed the study?
The project has been reviewed for academic merit by the Economic and Social Research Council’s reviewers prior to funding being granted. The project will be conducted in accordance with Kent University's policy. The project has obtained approval from the Kent University Research Ethics Committee.
Who is organizing and funding the research?

The study is funded by the Economic and Social Research Council and is organized by University of Kent researchers from the School of Social Policy, Sociology and Social Research and the Centre for Health Services Studies.
Further information and contact details

If you would like any further information about the study, please contact the Principal Investigator, Professor Michael Calnan in the School of Social Policy, Sociology and Social Research, University of Kent, Canterbury, Kent, CT2 7NF, 01227 823687, M.W.Calnan@kent.ac.uk.
Complaints should be addressed to:

If you have a concern about any aspect of this study, you should ask to speak to the researchers who will do their best to answer your questions. Please contact Professor Michael Calnan on 01227 823687 or email M.W.Calnan@kent.ac.uk. If you remain unhappy and wish to complain formally, you can contact the University of Kent’s Acting Director of Research Services, Dr Kathy Bennett, Room Reg 154, The Registry, K.L.Bennett@kent.ac.uk, who will conduct an investigation and respond.
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