UNIVERSITY OF ULSTER
RESEARCH GOVERNANCE

Notification of a Substantial Amendment* 

The application form for a substantial amendment to ethical approval is RG6.  See the section below on how to apply.
*Please note that this guidance and the RG6 form apply only to University-based, category A, B and D research.  Amendments to category C studies (NHS/HSC, prisoners’ health, nursing & residential homes, and the NI Fire Service) must be processed through the appropriate procedures (see https://www.hra.nhs.uk/for guidance).    

For the purposes of this guidance, a substantial amendment is defined as a change to the research study, the project description/protocol or any associated documentation made after a favourable ethical opinion/filter committee decision has been given and which is likely to affect:

· the design or methodology, conduct, or management of the study;

· the scientific basis or value of the study; 
· the procedures to recruit/select participants or the activities undertaken by participants; or
· the safety or physical/psychological/emotional wellbeing of the research subjects or investigators and similar ethical issues.
Non-substantial amendments, for the purpose of this guidance, are minor and do not raise any ethical issues, for example:

· minor changes to documents such as updating contact details, minor clarifications, correcting errors;

· adding placement students for training purposes; or
· changes in funding arrangements where there is no change to commercial interests
All proposed substantial amendments must first be submitted for review by the filter committee to which the original application was submitted.  The filter committee will then make one of the following recommendations:

· the amended study should be permitted to proceed/continue (category A research)
· further information/amendment is required before the amended study can proceed (category A research)

· the amended study should be referred to the University REC for consideration (category B and D research)

· further information/amendment is required before the amended study can be referred to the University REC for consideration (category B and D research)

It should be noted that very substantial amendments to any given project might result in a change in categorisation (for example, from A to B).  If the amendments require the involvement of service users or staff from the NHS/HSC, then the entire study will need to be approved through the NHS/HSC research governance procedures.   

If you are not sure if the proposed amendment is substantial and needs to be reported, you should contact the Research Governance section or your filter committee for advice.

How to apply

All proposed substantial amendments should be submitted for consideration using form RG6.  Please also remember to provide the associated documentation to allow the committee to undertake a meaningful review and reach an informed conclusion. 
There are 2 methods of submission. Please select the correct method, explained below:
If you submitted your original application to a filter committee using the online Research Ethics Management System (REMS), then you must log into the system and complete the online RG6 form. Supporting documents can be uploaded to the system.
If you submitted your original application to a filter committee by email or Blackboard or other local arrangement but NOT to the REMS system, you should complete the Word document version of the R6 and submit this, with all supporting documents, by email (or other agreed local arrangement) to the filter committee.
