
Nottingham Clinical Trials Unit
Proposal outline

Thank you for your approach to NCTU. Please send a brief description of your proposed trial, using the headings below.
1. Title of proposed trial

2. What is your research question?

Please briefly summarise the background to your question.

a) who are the participants/population?
Please describe your trial participants.
b) what is the intervention?

Please describe the intervention you wish to evaluate. Describe the setting and health professionals involved, and whether it is in current practice and available in the NHS.
c) what is the comparator?

Please describe the treatment you will compare with the intervention.
d) what are the outcomes?

What outcomes would you use to measure the effects (benefits and harms) of the intervention and comparator? What is the primary outcome?
3. Why is a trial needed now?

a) how important is the health problem?

Please describe the frequency and importance of the health problem, and its impact on the individual, the health services, and wider society.

b) summary of the current evidence

Please describe any systematic reviews, randomised trials, or other relevant studies evaluating the treatments you plan to compare. Describe any on going research.

4. Brief description of trial methods
Please describe your study design: including setting, unit of randomisation, duration of intervention, duration of follow up, sample size estimate.
5. Is the trial feasible?
How will you identify trial participants? Which centres will participate and how many potential participants are there in each one? What are the potential barriers to recruitment and retention of participants?

6. How do you propose to secure funding?

Please describe your strategy for securing funding. If you have identified a funding stream please give the submission deadlines.

7. Are you planning a pilot or feasibility phase?

If so, please give details.
8. Please describe the trial team and your trial expertise 
Give names, discipline/speciality, institution, trial expertise.
9. What support are you seeking from NCTU?

Please describe what support you think your project needs, and what role you would like the NCTU to have.
� Please send a maximum of 5 key references for the proposed area of research, including a systematic review (if one is available)


� If you are only seeking a randomisation service, with no other support, please go to our website and download the appropriate form. You do not need to prepare a full proposal outline.
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