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If you receive a provisional opinion from the Research Ethics Committee (REC) then you will need
to respond to the issues that have been raised before a final opinion is given.

The provisional opinion letter will provide information about the issues that have been raised. To
respond to these points you may need to submit an updated version of your application form
and/or supply further supporting documents (this may include revised versions of documents you
have previously supplied and/or new documents).

I Your response to the REC must be electronically submitted from IRAS. Please follow the
relevant set of instructions below, depending on the type of information you need to supply.

You must start by logging into IRAS, opening your project and navigating to the REC form.

Submit a revised version of the application form:

e If you need to add sections to your ~ Navigation Page (Get fo this page from anywhere in your project by

dataset (e.g. you need to supply Project Title: Example project

information about radioactive e M Al s e SR
. . . Full project dataset

materials that was not included in s

your initial application) then start by Project Filter

gOing to the project filter and Click here to go directly to the Project Filter questions -

upda.tlng your selectlons, as Full Set of Project Data (Select this dataset to answer all the
required. questions for your project)

¢ Click on Navigate and then go to the question(s) that you need to revise.
Navigate _ Checklist Transfer Authorisations Save/print E-S
|

o Complete all necessary revisions to your application.

e Seek electronic authorisation(s) for the declarations in your form.
Checklist Transfer Authorisations -rint E-Submission

| Remember that when you change the data in your form, your electronic
authorisations will invalidate so you will need to request them again.
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https://www.myresearchproject.org.uk/Signin.aspx

Submit updated version(s) of previously supplied supporting document(s)

| IMPORTANT: To electronically submit supporting documents to the REC, they need to be
uploaded to the form checklist.

¢ To update a document that you previously electronically submitted (i.e. a version of the
document has already been uploaded to the form checklist).

e Click on the Checklist tab.

Checklist _er Authorisations Savelprint E-Submission

e Go to the row in the checklist that contains the document you need to update. Click &

Icon.
Reason
Document Subtitle Enclosed Date Version | Office Use not
supplied
Covering letter on headed paper Mo @&
Research protocol or project Example

proposal s Mandatory | 02/12/2013 | 1.0 -épa

¢ Upload the revised document.

Update Document

Browse for a file on your hard drive to update this document or select from your already uploaded documents

Document Title File Name File Size Upload Version Upload Date Document Type Document Version Document Date AV Scan
Example
>  Example document document_Dec2013 v1 15 Kb 1 18.06.2014 15:36  Research protocol or project proposal 1.0 02/12/2013 0K Delete
-0.docx
Update document from: @ Hard drive  © My Documents (0 Project Documents
File:
Document Tile - Make sure you enter updated
Dacument type: Research protocol or project proposal |nf0rmat|0n for the dOCLIment |e
Documant Yarsin: m——— its version number and date.
Dacument Date: | B
. . Update Document
Previous versions of \
. Browse for a file on your hard drve to update this document or select from your already uploaded documents
uploaded flles are Document Title File Name File Size  upload version  Upload Date Document Typa Document Version  Document Cate AW Scan
retalned Un|eSS yOU 3  Example document :%EZ“?‘ June2014 v2 15Kb 2 19.06 2014 1200 Research protocol or project proposal 2o 19/06/2014 Delete
delete them by clicking
‘Delete’ link. You can
view the retained
previously uploaded Reason
VeI’SIOI’lS by CI|Ck|ng ‘>’ Document Subtitle Enclosed Date Version | Office Use su:;IEed
\icon / ering |etter on headed paper No @&
Research protocol or project proposal Example document | Mandatory  19/06/2014 v2.0 | & B
TIP>> If you need to also supply a version showing updates as tracked changes then

please follow process for submitting new supporting documents in next section.

o Repeat steps above for each document you need to update.
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Submit new supporting documents

| IMPORTANT: To electronically submit supporting documents to the REC, they need to be
uploaded to the form checklist.

Start by clicking on the Checklist tab: Checklist -r Authorisations Save/print E-Subm

If the type of document you are adding is already in the checklist:

e Go to the row in the checklist that contains the document you need to add.

¢ If you have not previously added a document of this type simply click the & icon and follow
instructions to upload the document.
Copies of advertisement materials for

= research participants No - 4 ‘

If you have need to add an additional version of a document that you have already submitted (e.g.
you need to supply an additional variant of the participant information sheet or you need to provide
clean and tracked changes versions of an updated document) then:

o First duplicate the row for the document type by clicking on 1 icon.
‘._‘l _fmamn shest (PIS) ﬁ?ﬂ“"s}?:g“ipam Yes 260052014 | vi-1 Z <8 ‘

e Then upload the file to the newly created checklist row by clicking the & icon and following
instructions provided. Please ensure you enter the document details.

=1 | Participant information sheet (PIS) ﬁ?g"éﬁ:&'“pam Yes 261052014 vi-1 A=

] | Participant information sheet (PIS) No - & @

If the type of document that you need to submit is not listed then:

o Add anew row at the end of the checklist by clicking | 2dd New Row | button,

e Inthe newly created row, click the & icon and follow instructions to upload the document.
Ensure your document name describes the type of document you are adding.

Other documents

Other (please specify) Mo Add D
Browse for a file on your hard drive or select fro
Other documents ‘
Additional
Other (please specify) Supporting Yes 18/06/2014 w10 ZleEHS

Document

e Repeat steps above for each document you need to add.
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To electronically submit your response to the REC:

| Before proceeding please check you have completed all required changes and have
obtained any authorisations that are needed.

| IMPORTANT: You must contact the REC before you attempt to electronically submit your
response so that they can enable the function.

You will need to tell the REC :

e That you are ready to electronically submit your response; and
o Whether your submission will include an updated form or if it is a documents only
submission.

Once you have contacted the REC and they have enabled electronic submission for your
response:

e (o to the E-submission tab for the form.

Checklist Transfer Authorisations S- E-Submission

e When you are ready to submit your response, click [ E-Submit Application

¢ Refer to the submission history on this tab for updates on progress.

Submission history

Submission \ Status Date Created

I When you click ‘E-Submit Application’, this will electronically send your response to the
REC and disable the button preventing further submissions.

So:

o If you need to supply multiple items you are strongly advised to submit these in a single
submission. That is, make all form and document updates that are needed before you click
‘E-submit application’.

¢ If you are unable to supply your response as a single submission you must contact the
REC before you submit further information. This will allow the REC to re-enable the
electronic submission.
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