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Deviation/Violation Reports

e Detailed information on study deviations/violations can be found on the REC-H website:
https://rd.mandela.ac.za/Research-Ethics/Research-Ethics-Committee-Human-(REC-H)/Violations-
Deviations

e The report should be submitted immediately after the occurrence of the deviation/violation.

Adverse Event Reports

e Detailed information on adverse events can be found on the REC-H website:
https://rd.mandela.ac.za/Research-Ethics/Research-Ethics-Committee-Human-(REC-H)/Adverse-
Event-Report

e The Primary Responsible Person must notify the Research Ethics Committee (Human) about the
occurrence of the adverse event as soon as possible, but not later than one business day following
the event.

Creating a Deviation/Violation or Adverse Event Report for submission to the REC-H

1. Loginto your MEOS work area (meos-apply.mandela.ac.za) and click on the project for which the
report should be submitted.



https://rd.mandela.ac.za/Research-Ethics/Research-Ethics-Committee-Human-(REC-H)/Violations-Deviations
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Projects
Search Projects [ Create Folder | [3) Delete Folder () Delete Project
Project Title Project ID v Owner Date Created
> /RECH Test 3208 Ms Michelle Barnett 29/04/2026 1:08
> Cell culture training 3204 Ms Michelle Barnett 29/04/2026 08:25
> RECA Test 3145 Ms Michelle Barnett 20/04/2026 09:36

[ Duplicate Project ++ Move Project

Date Modified

20/05/2026 09:40

13/05/2026 13716

13/05/2026 1415

2. Open the application for which you are submitting the report.

Projects
Search Projects @ Create Folder (3 Delete Folder e Delete Project
Project Title Project ID + Owner Date Created
v RECH Test 3205 Ms Michelle Barnett 29/04/2026 1108
Form Title Form Reference Review Reference App Type Status
REC-H: Ethics Application 4— N/A N/A N/A

[ Duplicate Project | | «&» Move Project

Date Modified

20/05/2026 09:40

Form Owner

Ms Michelle Barnett

3. Click on the create sub-form action.

@ Completeness Check () Create SubForm g Project
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4. Select the required report and click the green [Create] button.

Create Subform X

Select the sub-form that you would like to apply to this form

Please Select... v

Please Select..

REC-H: Adverse Event ‘_ Create RO

REC-H: Amendment

REC-H: Extension/Closure Report

REC-H: Violations/Deviations Report 4—

5. Complete the form. Do not forget to sign it and request the signature of the PRP (if applicable).
When all required signatures are on the form, the report will automatically be submitted for

review.




