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1. Introduction 
 
Research Governance guidelines now require risk assessment of all research studies to be 
conducted to ensure patient safety and data integrity. Inspectors from regulatory authorities, i.e. the 
Medicines for Healthcare Regulatory Authority (MHRA) can ask to review these risk assessments so 
it is important that they are in place for all studies. Most of the risks covered in the risk assessment 
form should have been defined and explained in the protocol and patient information sheet so it may 
be beneficial for Investigators to complete the risk assessment form whilst drafting the protocol for a 
study to ensure that they cover all the relevant points. This may help to speed up the protocol 
approval process particularly in studies where MHRA approval 
is required. 
 
 

2. Objectives 
 
To describe the procedure for the assessment of risk within clinical studies conducted within (as 
defined by the study being adopted by the SDRN) the Scottish Diabetes Research Network. The use 
of the forms provided will also ensure that risk assessment is carried out uniformly across SDRN 
sites in accordance with ICH-GCP guidelines. 
 
 

3.     Responsibility 
 
It is the responsibility of the local Principal Investigator to complete both the delegation of 
responsibilities log and the risk assessment, though it can be delegated to an experienced Research 
Nurse, if she/he is appropriately trained. The Principal Investigator should check and sign the list of 
tasks delegated to each team member as they have ultimate responsibility for the conduct of the 
study 
 
 

4.     General Points 
 

 Download forms from the ‘SOP’ area of www.sdrn.org.uk  

 Use a black ball point pen 

 Print all entries legibly 

 Once the forms in Appendix A&B are completed, file in study master file. 
 
 

5.     Procedure 
 

 After drafting the basic protocol for study, the Principal Investigator should complete the 
Clinical Study Risk Assessment Form (see Appendix A). Each box on the form should be 
completed and the form shown gives examples of factors to be considered in each part of 
the form. Many of these factors will included in the study protocol and/or the patient 
information sheet. 

 

 If the protocol undergoes substantial changes once the risk assessment form has been 
completed, this form may require to be completed again. 

 

 If the protocol has been written by the sponsor (i.e. a pharmaceutical company), then the 
local PI should carry out a risk assessment on the study before the final contract is signed. 
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 Before the study begins, the Delegation of responsibilities log (see Appendix B) should be 
completed. This document should accurately reflect the tasks that each member of the  
study team conducts and constitutes part of the risk assessment process. The list of tasks 
given on the example is not exhaustive and can be adapted for each study simply adding 
extra tasks to the bottom of the list so that each task performed during the study can be 
accounted for. 

 

 The Delegation of Responsibilities Log must be updated if members join or leave the study 
team so that it accurately reflects the study conduct throughout the course of that particular 
study. 

 

 Both the Delegation of Responsibilities Log and the Clinical Study Risk Assessment Form 
should be filed in the study master file and must be archived at the end of the study for the 
appropriate time period. 

 

 In the case of multicentre studies, the Delegation of Responsibilities Log will need to be 
completed for each individual site but the risk assessment should be the same for each site 
and should be completed centrally. However, each individual site will need a copy of the risk 
assessment form for the site file. 
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