

[image: ]
Office of the TUM Scientific Ethics Review Committee
NACOSTI/NBC/AC/02919
                    
                SERIOUS ADVERSE EVENTS FORM
Title of Proposal/Approval Number: 

Principal Investigator (s) Names: 

1. PI’s mailing address: 

2. Type of Report:  state whether a follow-up or initial report 

3. Date of Report:[image: ] 

4. Study participant Bio-data: Identification number, age, height, weight, e.t.c.
Pt ID: 					Sex: 				Age: 	
Height: 					Weight: 

5. Adverse event start date:				Adverse event stop date: 

6. Adverse event location (where applicable): 

7. Give a description of the event including but not limited to signs, symptoms, severity, time-course, relevant clinical history and laboratory investigations for the adverse event. Also outline the confirmatory procedures used to arrive at verdict, if any, indicate whether any medication is required to treat the event and the possible expected outcomes 





8. Provide a complete description of the drug under investigation, medical therapy, procedure or device suspected to be causing the adverse event


9. Provide a detailed event setting of how event occurred if applicable. If Death occurred, state whether autopsy was done and if not why. Indicate whether there was a congenital abnormality, whether the adverse event is life threatening, if a prolonged hospital stay is required, whether persistent or significant disability occurred and if the participant requires medical or surgical intervention to prevent other outcomes.  What action was taken?

 

10. Describe the clinical management strategy

11. What is the relationship of the drug/intervention/procedure/device to the project?
Not-related, 
Possibly related, 
Probably, 
Definitely unlikely related to drug/participation and explain why.

12. Comment on whether the adverse event is described in the current approved informed consent/assent document. 

13. With the current developments, is there need to change the consent/ assent documents and study protocols?

14. Will the study participants currently enrolled be informed of the adverse event? Explain how this will be done and if not explain why:

15. State whether or not the enrolled study participants will be advised of the event. If yes, explain how this new information will be conveyed. If not, explain why.

16.  Indicate whether the study sponsor and/or the PPB have been notified 

                  PI Name_________ _______________________________________________
                  Sign______________________________ Date: _________________________
Notes: The signed form must be submitted to TUM – SERC via the email: erc@tum.ac.ke, tum.erc.2019@gmail.com
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Technical University of Mombasa,

Tom Mboya Avenue P. O. Box 90420 - 80100, MOMBASA - KENYA.

TEL: (254) 41-2492222/3, FAX: (254) 41- 2495632, Mobile: (254) 0724-955377 | 0733 -955377
E-mail : info@tum.ac.ke, vec@tum.ac.ke, Website: www.tum.ac.ke
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