UNIVERSITY OF SHEFFIELD

Clinical Trials Insurance

To:
Mr C Rose



From:

         (Name of Applicant)

            Risk2Value Ltd




Department of Finance


...............................................................

Please arrange the necessary insurance cover in respect of a proposed clinical trial or other research study, details of which are given below.

Date...........................................




1. University Department promoting the trial....................................................................


.....................................................................................................................................


Location of Trial ..........................................................................................................


.....................................................................................................................................


Title of Trial ................................................................................................................


.....................................................................................................................................


Commencing Date ....................................
Expected completion date .......................


Name of principal investigator responsible for conducting Trial ....................................

           Is the principal investigator a full time salaried employee of the University  
   YES/NO

2.
Please state names of all investigators participating in the trial.


Do all medical practitioners involved in the trial maintain membership of a Defence 


Body recognised by the British Medical Association or of similar standing?  YES/NO

3.
Is the trial   a.  Pharmaceutical research with direct external funding…………

                   b.  Other pharmaceutical research  ..............................

                               c.  Non pharmaceutical research with direct external funding….


       d.  Other Non Pharmaceutical research….


4. Is the research covered by ABPI indemnity or similar (whereby sponsor agrees to indemnify the University)?  Please supply copy

      5.
 Please provide a copy of Ethical Committee approval if available OR

 state date of submission to Ethical Committee ........................................................

6   Please indicate anticipated number of participants ....................................................


     Healthy volunteers have to be UK citizens

7. Does the trial involve  a.  CJD …………….................................

b.  pregnant subjects ............................................................


c.  subjects under 5 years of age ........................................... 


d.  contraception or conception .................................................


e.  genetic engineering ...............................................................


f.  a substance designed or manufactured by the University .......


g.  HIV

The following documents are attached :


Ethical Committee application
YES/NO


Ethical Committee’s approval
YES/NO


ABPI recommended indemnity or equivalent
YES/NO


Patient information sheet
YES/NO
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