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Introduction
When a Research Ethics Committee (REC) reviews an application or amendment, it is important that the outcome of the ethics review is clearly and accurately communicated to the applicant. 
Applicants regularly provide feedback that Requests for Further Information (RFI) could be clearer, including reasons for questions being raised and when requesting changes to study documents.
This document shares best practice when requesting further information and use of the Ethics Review Form (ERF) which can aid and focus discussions, reduce meeting length and help staff ensure that the REC outcomes are clear when communicated to the applicant. 
Requests For Further Information (RFI)
Where document changes or Requests for Further Information are identified, it should be clear why a change or clarification has been requested, what changes or clarifications are needed and how an applicant should make them 
You should consider the why, what and how:
· why is there an ethical issue? Include context to help explain what action needs to be taken
· what change is needed or what further information is being requested to support the ethics review? This includes:
· what documents need to be amended
· what is the reason behind the question
· what response is expected
· how should the applicant respond? For example:
· making a change to documentation
· submitting written clarification
· providing additional information during the REC meeting
Ethics Review Form (ERF)
Best practice is for members to write the ethical issue clearly in the ERF.
Before the meeting
You should:
· use or refer to the ERF as part of the review process
· lead or second reviewer completes the ERF 48 hours before the meeting so all members can read the review
· only write notes that are either for discussion or to be sent to the applicant via correspondence and label them clearly
· if responding to another member’s comment on the ERF, make it clear exactly which comment you are responding to
· be specific about which documents need changing, for example, if there are several Participant Information Sheets be clear which need changing
· if raising spelling or grammar errors in the participant facing documentation only provide two examples - there is no need to annotate all errors in documentation
You should avoid:
· repeating points already raised
· writing a summary of the study or making general comments or statements of fact, such as ‘the study involves taking blood and urine samples’
During the meeting 
You should explain:
· why there is a material ethical issue (and the context)
· what change is needed or what further information is being requested to support the ethics review
· how the applicant should make the change or clarification
At the end of the discussion for each application, the Chair should state the decision clearly, summarise all the Requests For Information needed and state who will be delegated the authority to review the response.
You should avoid:
· asking multiple questions at once, especially when talking to the applicant
Examples of clearly worded points
The following are examples of clearly worded points raised by the REC.
For discussion
“Clarify whether the participating non-NHS sites have the capacity to keep participants overnight if required. If not, state how participants would be adequately supported.”
Why - it is clear what the ethical issue is. 
What - it is clear that the clarification required is to provide reassurance that there is adequate support for participants which has to be in place.
How - it is clear that the clarification should be raised with the applicant. 

For correspondence
“The PIS doesn’t provide a clear outline of the time commitment participation in the study will require. Add a study calendar to the PIS which clearly shows participants what would be expected of them.”
Why - it is clear where the issue lies.
What - it is clear that a study calendar needs to be created.
How - it is clear that the PIS needs to be updated. 
Examples of unclear points
The following are examples of unclear points raised by the REC:
“Sample size of 20-100? Needs justification.” 
Why - it is unclear whether the sample size is too low or high.
What - it is unclear how an applicant would be able to provide a justification. 
How - it is not clear if this is for discussion or for correspondence.

“Blood samples aren’t clear in the IRAS form”
Why - it is unclear where the issue lies as this could mean it isn’t clear how many blood samples will be taken, what the purpose of the blood samples are or how impacts on participant are mitigated.
What - it is unclear what information an applicant would have to provide. 
How - it is not clear if this is for discussion or for correspondence. 
