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Study Status

The status bar allows you to follow the different stages of the application process.
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	You have started your application and are continuing to answer the questions
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	You have submitted your ethics application for review to supervisor/HoD

	[image: ]
	RGIT have received, assessed and allocated your application for review. A member of RGIT will send feedback
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	The application has been returned to you to address comments
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	Only applicable to medium/high risk studies. The application is with the Committee for review
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	RGIT prepares response regarding ethics application outcome
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	This stage formally confirms ethics favourable opinion (approval) has been issued
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	This stage formally confirms the study has unfavourable opinion (not been approved)




*The application is uneditable by the applicant or other editors.

1. [bookmark: _Toc108356187][bookmark: _Hlk101886373][bookmark: _Hlk100324406]How to create a new ethics application

1.1. [bookmark: _Create_a_New][bookmark: _Toc108356189]Create a new application
i. Hover over the Ethics menu and click ‘Create Application’. A pop-up window will appear (allow pop-ups). Complete details.
[image: pop-up window creating an appliation]
ii. Click [image: create ethics application button]. The status of the study will change to [image: in progress by you status]
Please ensure that the Principal Investigator for the study is named as an applicant or as the supervisor (if applicable for a student project) in the Worktribe application.
The Principal Investigator is the overall lead researcher for research and are responsible for the overall conduct of a research project. They should also be named in the study protocol.

1.2. [bookmark: _Completing_the_application][bookmark: _Toc108356190]Completing the application question tabs
i. Complete the tabs. Questions are generated according to how you answer. 
[image: ethics application tabs]
ii. Upload supporting documents: Use the online templates. Upload completed documents to the Documents tab.
[bookmark: _Supervisor_/_HoD][bookmark: _Toc108356200]
1.3. Supervisor / HoD approval
i. Approval by Supervisor/HoD: Click [image: submit for approval button] to send the application to your HoD/ Supervisor (if required) for review. Status will change from ‘In progress’ to ‘Submission’.

ii. After HoD approval the application it is available to RGIT for triage. Study status ‘Submission’ to ‘Triage’.


iii. Resubmission to Supervisor/HoD: If not approved, the application is returned and you will need to address the comments and resubmit back to the Supervisor/HoD. 
[bookmark: _Toc108302234][bookmark: _Toc108353307][bookmark: _Toc108356053][bookmark: _Toc108356208]
2. [bookmark: _Review_of_ethics][bookmark: _Toc108356210]Review of ethics application

[bookmark: _Toc108356211]Once HoD/Supervisor approval is given, the RGIT will be notified..

2.1. ERGC triages and reassign application
[bookmark: _Toc108356212]Your notifications will update to show your application has been Triaged by the Ethics Coordinator. You will be notified of the Research Governance Facilitator (RGF) who has been assigned your study.
2.1.1. High risk studies
[bookmark: _RGF_Review_of]If the study is deemed medium or high-risk, the application goes through the normal review process. The only additional step involves Committee review and any revisions they request/suggest. You will receive a date for the meeting (the PI will be required to attend), where any ethical issues will be discussed.
If during the review process your low-risk study is subsequently found to be high-risk, the study will at that time point be deemed to require committee review and you will be informed appropriately. 

3. [bookmark: _Toc108356215][bookmark: _Hlk106001780]Revision of the ethics application by researcher

3.1. Revision of online application tabs
i. Once the RGF has reviewed your application, they will transfer this back to you. Open the study. Click on the speech bubble icon to view all the comments. Each section needs to be reviewed; any questions/clarifications raised can be responded to by adding a comment directly next to each individual question.

3.2. [bookmark: _Toc108356216]Revision of supporting documents (Protocol, PIS ICF)
i. [bookmark: _Hlk103085971]All supporting documents requiring revisions: use track changes to edit and add comments directly in the word documents.
ii. Upload all revised documents by replacing the current version in the Documents tab.

[bookmark: _Hlk104381865]Once ALL the revision/clarifications have been completed, notify your assigned RGF by @tagging them. At this stage do not submit the study back into Worktribe.
Note: Every time you are @tagged or you @tag someone into a comment a system notification and email are generated.

[bookmark: _RGF_and_Head][bookmark: _Toc108356217]

4. RGF and Head of RGIT final review

4.1. RGIT final review
The RGF will review the revised application, documents, and your comments. Once all changes have been made successfully, and the conditions of approval confirmed by the Head of RGIT, the RGF will @tag with a comment notifying to ‘Resubmit for approval’. Click [image: resubmit for approval button].

4.2. [bookmark: _Toc108356218][bookmark: _Hlk108304409]Supervisor/ HoD approval of the application
Resubmit the final revised application to your Supervisor/ HoD. [image: the application has been submitted for submission approval message]. Study status will change to ‘Revision Submission’. 
Note: RGIT approval cannot be issued until final Supervisor/HoD approval is received. 
On Supervisor/HoD approval the status will change from revisions submission back to Triage.

5. [bookmark: _Toc108356219]Response/ Approved
Once the study has been approved, the status will appear as  [image: ]
The approval letter will be available to download from the documents tab, along with the original approved document set.RGIT will also confirm the approval (and the approval conditions) through worktribe.   

[bookmark: _Post_approval_responsibilities][bookmark: _Toc108356220]

6. [bookmark: _Hlk102045753]Post approval responsibilities (Amendments)
[bookmark: _Toc108210507]
6.1. [bookmark: _Toc108356221]Creating an amendment
[bookmark: _Toc108210509][bookmark: _Toc108210508]Your ethical approval is based on the online ethics form and supporting documents you originally submitted. If a change is made to your original ethics submission and you do not notify the RGI team, then your ethics approval may become invalid. 

An amendment can be started by clicking [image: amend button].

[image: Creating an amendment pop-up window]

Include a summary of the changes being made to the study and why. The status will change from the study being approved to [image: Amendment by you status].


6.2. Update the online application tabsNot to be used


[image: A screenshot of a computer
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Edit/make any changes to any of the questions, you will need to update all relevant sections.

6.3. [bookmark: _Toc108356223]Updating the supporting documents. 
If any documents require updating then make changes using tracked changes before uploading the new/revised documents to the documents tab. 
*NB. Amended documents should be labelled as the next versions and dates from the current versions. The original approved versions should not be replaced. 

You will also need to complete and upload the Notice of Amendment Form (Worktribe) which can be found at https://www.imperial.ac.uk/research-ethics-committee/application/post-approval/.

Once all the updates to the application are complete press submit, the amendment will automatically be sent to the Supervisor/ HoD for approval. The status will change to ‘Amendment Submission’.

6.4. [bookmark: _Toc108356224]Supervisor / HoD approval
The initial Supervisor/ HoD approval process is the same as previously described.
The study status will change from in ‘Amendment submission’ to ‘Amendment triage’.

7. [bookmark: _Toc108356225][bookmark: _Hlk106024990]Review of amendment
7.1. [bookmark: _Toc108356226]Amendment triage
[bookmark: _Hlk106025875]The amendment will be triaged in the same way as the original ethics application. Your home page will update to show the amendment is triaged. [image: Amendment triage by ethics admin status]

7.2. [bookmark: _Toc108356227]Amendment review by RGF
This will follow the same process as described above of reviewing the amendment making any revisions as requested by the RGF and Head of RGIT Final Review.

8. [bookmark: _Toc108356228][bookmark: _Hlk101882874]Resubmit amendment for approval
After you are ready to submit the final revised application for approval select [image: Resubmit for approval button].

[image: An image of the amendment tabs and action buttons]

8.1. [bookmark: _Toc108356229]Supervisor/ HoD approval of the amendment
After your supervisor/HoD approves the application, the status will change from ‘Amendment Revision Submission’ to ‘Amendment Triage’. 

9. Response/Approved
Once the study has been approved by RGIT a notification alert will appear advising that the approval letter is ready to be accessed from the documents tab.

Note: If your amendment requires Committee review, then you will be notified of this and provided with details of the Committee meeting during the review process.


[bookmark: _Toc108210511]

[bookmark: _Toc108356230]Annual Progress Report (APR)

The Annual progress report [Word] document must be completed within 30 days of the anniversary of a project being granted ethics approval. If the Annual Progress Report request to the applicant is made via Worktribe, then the online worktribe form is completed for this.
Worktribe Studies
Studies approved via Worktribe (where the APR request is made via Worktribe), can complete the APR within the system. Go to your approved application in Worktribe and complete the Progress Report Tab and upload the APR document.
Pre Worktribe-Studies
The Annual progress report [Word] for studies approved pre Worktribe must be submitted to the  Ethics and Research Governance Coordinator within 30 days of the anniversary of a project being granted ethics approval via e-mail.
Please refer to the full guidance document for further information.

[bookmark: _Toc108210512][bookmark: _Toc108356231]End of study ( EoS) Notification 

The End of study notification [Word] and an End of study summary report [Word] must be forwarded to the ERGC within 90 days of termination of your study or when the practical research activity has ended. You must notify the committee within 15 days if you have terminated the study early. If you do not submit an End of Study report or extend the study end date with an amendment, your study will be assumed to be closed, and ethics approval will cease.  
End of study reports for studies approved via Worktribe (and which the request came via Worktribe) can be completed within the system. Please refer to the full guidance document for details.
              

Guidance Ref: RGIT_GUID_029
V4.0 01Jul2024		Page 1 of 37
© Imperial College of Science, Technology and Medicine 
image3.png
Submission




image4.png
Triage




image5.png
Revision




image6.png
Review




image7.png
. Response




image8.png
. Favourable Opinion




image9.png
. Unfavourable




image10.png
57 | 8 | W W Worktribe DEV X & Nicholson, Ruth M| Microsoft Te X | M ask| Search | Imperial College Lo X | =+

& > C @ imperial-research-dev.worktribe.com/index.jx

= Ba 0 @ Comput re-Si.. &3 Home | ParentPay e 021-2.. & EEXAT | Earl

? 0=

Recycle Bin. Nooreen Research
Ethics Integ...

20N
2]
IC Remote PC IC Wake My  Worktribe
PC

project (]
*Title
* Project Dates
Funder E
w

Workiribe
guidancelat.

Project Description €

Protocoltvita;

* Applicant  Bob Brown %
*OrgUnit Cancer %
Other Editors

Tags

*Is this a Student Project? €

Gettl setting Worktribe
Processiflo HoDIGUL"

23:08
08/07/2022

0 H ® Bpg® & Ll O Type here to search J 24°C Clear A = 7 o) P = ]

08/07/2022




image11.png
Create Ethics Application |




image12.png
[ ]inProgress by you




image13.png
Ethics App

i Progess by you, Bab Brown and Georse Hanna [="]

tion: Testing

Animal





image14.png




image15.png
P ———




image16.png
© The application has been submitted for submission approval




image17.png
B Favourable Opinion




image18.png




image19.png
Amend: Training Scenario 1 Naomi

© Please provide rationale for the amendment.

“Message I'm instigating this amendment for the following reasons: °





image20.png
|_|Amendment by you




image21.png
Home Profiles Projects Ethics Help

Ethics Application: Naomi Test 4

[ Favourable Opinion m Mark Project Complete

Summary




image22.png
[C] Amendment Triage by Ethics Admin




image23.png
Worktribe.

Home  Profles  Projects  Ethics  Help

Ethics Application: Facilitator And RGM Training
WAm

by y

iment Revi i Diana V.

Summary




image1.png
File

AutoSave (

Insert

&

®E

Paste

Clipboard

New Reuse
Slides

Slide 1 of 1

fus
=)

Slides

English (United States)

A Type here to search

Draw

Transitions Animations Slide Show

Font

] submit for approval
1. Applicant PP
Completesonlineapplication )

and uploads supporting docs Not approved

Record Review View Help

I

Shapes Arrange

Shaikh, Nooreen

7 @ Record

SFind

&, Replace ~

5 Compress Pictures
5 Change Picture
£ Reset Picture +

Corrections Color Artistic Transparency

*If HoD does not approve the study at this stage, the
processrestartsat 1.

ERGC - Ethicsand Research Governance Coordinator
RGIT - Research Governance and Integrity
HoD - Head of Department

2, Accessibility: Good to go

v v I Select v
Paragraph Drawing Editing
For high and medium risk studies
2. Supervisor &/HoD 9. Supervisor &/HoD
Approved
review review 10. Favourable
(Supervisor reviewrequired for (Supervisor reviewrequired for Opinion granted
studentapplication) studentapplication)
Submit for approval®
Approved
8. Applicant &
RGIT 7a. Committee <~
Steps4 and s repeatto Review submit for high
approvalnotification risk review
3.RGIT
Triage by ERGC
Allocated forreview
rny e | & Supenisor&/HoD
1stReview (RePplEAt) ee— [CiC
Paau Follows notifications (Supervisor reviewrequired for
studentapplication).
Head of 4 =
RGIT | Subsequent
Reviewsand faxiews ‘
adds
Approved
@
comments Final @tag
Review

@tag submit revised opplication

Approval Notification

Notes [ Display Settings

7. Ethics approval

granted

= 7z

ENG

English (United Kingdom] _Text Preditions: On

Mailings

logy and Medicine

s

Research Governance
and Integrity Team

2. Supervsor 8/HoD
review

(opersecenreqsestor

Py

For High-Risk studies

. Supervisor 8/HoD.
review

3 nir

LatReview

5. Applcant

Appendix 3: ICREC Participant Information Sheet - RGIT_TEMP_075
Appendix 4: SETREC Participant Information Sheet - RGIT_TEMP_076

Appendix 5: ICREC Consent Form - RGIT_TEMP_077
Appendix 6: SETREC Consent Form - RGIT_TEMP_078

T Accessibilty Investigate

2 pictue Boder~

= @ ~| @ picture Effects

=] & picture Layout -

TTHeight: (838 am





image2.png
. In Progress




image24.png
IMPERIAL




