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This SOP template has been written as an example which can be adapted for use in any department conducting clinical research where there are no SOPs in place.  The contents of the SOP should be reviewed in conjunction with the procedures which take place within the department and the text should be altered accordingly.

Delete highlighted text before finalising the document.
1. purpose

The purpose of this Standard Operating Procedure (SOP) is to describe the standard procedures to be followed when obtaining and maintaining ethical approval for clinical research sponsored by the ORH NHS Trust. 

2. introduction

The approval of an Independent Research Ethics Committee (REC) is required for all clinical studies in human subjects.  A REC is responsible for safeguarding the rights, safety and well-being of all study subjects.  Following approval the investigator must advise RECs of any new information or changes to the study procedures that may affect the conduct of the study and/or increase the risks of study subjects.

3. Scope
This SOP applies to clinical trials where the ORH NHS Trust has accepted the role of ‘Sponsor’ in the INSERT NAME department/ for the INSERT NAME/NUMBER trial.*

* delete as appropriate
 This SOP does not apply to commercially sponsored research or research sponsored by an external non-commercial organization.
4. responsibilities

4.1 Investigator or delegate

Compiles and submits the REC application.

4.2 R&D Research Governance Team 
Reviews the REC application for compliance with legal requirements; factors affecting the indemnity which, as Sponsor, the Trust has to provide; risk to the Trust’s reputation, and for quality. A sponsorship letter is then generated.
5. procedure

All applications to RECs must be made on the common electronic application form.  This can be downloaded from the IRAS http://www.myresearchproject.org.uk Before finalising and locking the application, the form should be sent to R&D for review.  Five working days should be allowed for R&D review.  Once an application is complete and ready to send, the form should be locked on the system and then booked in as per the instructions on the IRAS website. Following finalisation of the application, a letter of sponsorship and indemnity will be issued by R&D.

5.1 During the conduct of the study

Changes to the study (except for urgent safety changes) must not be implemented until REC and any other required approvals have been received (see SOP Preparation and Approval of Protocol Amendments) RECs must be provided with information in order to maintain the approval of ongoing studies.  In addition to protocol amendments, the REC must be informed of any new information regarding the IMP likely to affect the safety or well-being of the subjects, reports of new adverse reactions, addition of new investigator sites and suspension or early termination of the study.  Annual safety reports must be provided to the REC or more frequently if requested by the REC.  All amended documents should be copied to CTRG to ensure their database is updated and ongoing sponsorship and indemnity is assured.  Annual safety reports and progress reports are also required by the MHRA (for Clinical Trials) and should be copied to the R+D department.
5.2 At the end of the study

The REC should be informed of the end of the study, in addition to the MHRA and R+D departments as applicable.

6. forms/templates to be used

Where Forms/Templates are referenced in the text, the numbers and titles are listed under this section.  
7. Internal AND EXternal references

This section is used to list all controlled internal references (e.g. SOPs) and external references referred to within the text of the SOP only. 
7.1 Internal References

7.2 External References

ICH Harmonised Tripartite Guideline for Good Clinical Practice.  

Directive 2001/20/EC of the European Parliament and of the Council of 4 April 2001 on the approximation of the laws, regulations and administrative provisions of the Member States relating to the implementation of good clinical practice in the conduct of medicinal products for human use.  

8. Change History

Where the SOP is the initial version:

· SOP No: Record the SOP and version number

· Effective Date: Record effective date of the SOP or “see page 1” 

· Significant Changes: State, “Initial version”  or “new SOP” 

· Previous SOP no.: State “NA”. 

Where replacing a previous SOP:

· SOP No: Record the SOP and new version number

· Effective Date: Record effective date of the SOP or “see page 1” 

· Significant Changes: Record the main changes from previous SOP

· Previous SOP no.: Record SOP and previous version number
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