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Notification Form
 Therapeutic incident /Serious  Adverse Event (SAE) 
Therapeutic incident (TI) and Serious adverse event (SAE) is by definition any medical problem any unfavourable and unintended medical occurrence or signs developed by a research participant in a clinical trial. Those incident NEED to be reported promptly to the Research Ethics Board (REB). 
This form need to be completed and signed to report local and external incidents. The notification form has to be sent to the REB at this email: ethique@montfort.on.ca or mailed to this address 745A, suite 102-2. Should you require additional information, you can consult our Web site https://hopitalmontfort.com/en/research-ethics or call us at this number (613) 746-4621 poste 2221.
	RESEARCH PROJECT INFORMATION

	Research file #  
	Title of research project:
[image: image1.png]
Name location of project:


	Name and function of the reporter
	

	The incident reported is 

 FORMCHECKBOX 
 Internal

 FORMCHECKBOX 
 Eternal 
	TI/SAE Onset Date:  (dd/mm/yyyy)

	Report Type
 FORMCHECKBOX 
 Initial

 FORMCHECKBOX 
 Follow up # ___

	Name and contact information of principal investigator:

	Tel :

Email :

	Name and contact information of the person with whom to communicate:         
                                                                                                                  FORMCHECKBOX 
 does not apply 
	Tel :

Email :

	Name  and contact information of funding agency :                           FORMCHECKBOX 
 does not apply 


	Tel :

Email :

	Name and contact information of sponsor:                                          FORMCHECKBOX 
 does not apply 


	Tel :

Email :

	INFORMATION ON PROJECT STATUS

	Indicate the project current status :

 FORMCHECKBOX 
 project and recruitment are ongoing

 FORMCHECKBOX 
 project is ongoing and recruitment is completed
 FORMCHECKBOX 
 data analysis is ongoing
 FORMCHECKBOX 
 writing final report
 FORMCHECKBOX 
 project is completed

 FORMCHECKBOX 
 project is interrupted, please explain : 

	Type of notification:

 FORMCHECKBOX 
 Medication
 FORMCHECKBOX 
 Natural Health products
 FORMCHECKBOX 
 Medical device
 FORMCHECKBOX 
 Medical procedure
 FORMCHECKBOX 
 other, specify :


	RESEARCH PARTICIPANT INFORMATION

	Initials or identification #

[image: image2]Age:

Sex:
	Province/Country

Participant :

 FORMCHECKBOX 
 Local
 FORMCHECKBOX 
 Non- local
	Date event discovered by or reported to PI:


	
	
	Date when signs of TI/SAE appeared (dd/mm/yyyyy) :



	State the name of the product given (include the generic name):


	Describe IT/SAE and attach a de-identified copy of the signed serious adverse event reporting form submitted to the sponsor: 

	INFORMATION REGARDING THE THERAPEUTIC INCIDENT OR ADVERSE EVENT

	Specify dates when drug/product was administered/used:


	Last dose given or treatment received :

	Check all appropriate boxes to describe outcomes of the TI or SAE :
 FORMCHECKBOX 
 Participant died 

*specify : the cause of death, if an autopsy was performed and its outcome
 FORMCHECKBOX 
 Involved or Prolonged Inpatient Hospitalization

 FORMCHECKBOX 
 Involved a Persistent or Significant Disability or Incapacity

 FORMCHECKBOX 
 Life Threatening

 FORMCHECKBOX 
 Congenital anomaly or birth defect

 FORMCHECKBOX 
 Other medically important condition, specify:
	Is the research participant still enrolled in the project?

 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No
If the answer is no, will the participant be in need of medical follow up?
 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No, please explain

	Study participant recovery post TI/SAE:
 FORMCHECKBOX 
 Recovered /resolved

 FORMCHECKBOX 
 Recovering with sequelea

 FORMCHECKBOX 
 Recovering resolving progressively
 FORMCHECKBOX 
 Not recovered/not resolving

 FORMCHECKBOX 
 Fatal

 FORMCHECKBOX 
 Unknown

	Action(s) taken with respect to 

suspect drug/product:

 FORMCHECKBOX 
 Drug/product withdrawn

 FORMCHECKBOX 
 Dose reduced

 FORMCHECKBOX 
 Dose increase

 FORMCHECKBOX 
 Dose unchanged

 FORMCHECKBOX 
 Unknown

 FORMCHECKBOX 
 Not applicable
	Did signs or reaction disappear after stopping drug?

 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No

 FORMCHECKBOX 
 Not relevant
	Was the drug/product re‑introduced?

 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No


	Have the signs or reaction reappeared when the clinical trial resumed? 

 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No

 FORMCHECKBOX 
 Not relevant

	If a placebo was part of the trials for the control group, was the protocol breach as a result of the adverse effect?          FORMCHECKBOX 
 Yes                                                     FORMCHECKBOX 
 No
	Does the TI/SAE suggest that the research exposes research participants at greater risk of harm than was previously known or recognized?  FORMCHECKBOX 
 Yes

                            FORMCHECKBOX 
 No

	Physician’s HAS to identify if the reaction is, please check appropriate boxes:

 FORMCHECKBOX 
 common

 FORMCHECKBOX 
 uncommon. 
 FORMCHECKBOX 
 expected

 FORMCHECKBOX 
 unexpected
	Physician’s opinion as to causality of the SAE, please check appropriate boxes to identify if the reaction is :
 FORMCHECKBOX 
 Unknown

 FORMCHECKBOX 
 Unrelated

 FORMCHECKBOX 
 Low probability

 FORMCHECKBOX 
 Possible

 FORMCHECKBOX 
 Probable
 FORMCHECKBOX 
 Related
Sponsor’s opinion as to causality of the SAE, please check appropriate boxes to identify if the reaction is :
 FORMCHECKBOX 
 Unknown

 FORMCHECKBOX 
 Unrelated

 FORMCHECKBOX 
 Low probability

 FORMCHECKBOX 
 Possible

 FORMCHECKBOX 
 Probable
 FORMCHECKBOX 
 Related


	Have similar TI/SAE occurred with this protocol?
Yes  FORMCHECKBOX 

No   FORMCHECKBOX 
   
If “Yes”, how many? _____ 

Please Describe:
	Will corrective action(s) be taken by the sponsor and/or PI in response to the event (select all that apply):                                                                               FORMCHECKBOX 
 Not relevant
 FORMCHECKBOX 
  Revise the protocol

 FORMCHECKBOX 
  Revise the informed consent document(s)
 FORMCHECKBOX 
  Immediately notify research participants

 FORMCHECKBOX 
  Other (specify below)


	IMPACT ON RESEARCH PROJECT

	Will this TI or SAE have or will have an impact on this research project progress?

 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No
	Has a Data Safety Committee (DSC) or a Data Safety Monitoring Board (DSMB) been created to review these incident? If appropriate, append the Committee report.

 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No

 FORMCHECKBOX 
 Not relevant

	How will research participant be informed?
 FORMCHECKBOX 
 Not relevant
 FORMCHECKBOX 
 with a letter, please append the document

 FORMCHECKBOX 
 with an addendum to the information sheet and consent form, please append the document
 FORMCHECKBOX 
 with a new information sheet and consent form, please append the document


	PRINCIPAL INVESTIGATOR OR SITE INVESTIGATOR ASSURANCE
I, the undersigned, attest that I have reviewed this adverse event and the information provided in this form is accurate. Furthermore, no changes will be implemented without the REB approval, unless there is an immediate risk to participants.

	Signature of Principal or Site investigator:

Date: (dd/mm/yyyy)
	Signature of Research assistant or Coordinator:
Date: (dd/mm/yyyy)


	SUIVI DU BÉR ET DU CÉR

	 FORMCHECKBOX 
 Formulaire de notification de l’incident thérapeutique grave approuvée

 FORMCHECKBOX 
 Formulaire de notification de l’incident thérapeutique grave refusée

 FORMCHECKBOX 
 Rapport discuté en comité plénier

 FORMCHECKBOX 
 Rapport discuté en comité restreint

 FORMCHECKBOX 
 Formulaire de notification/rapport discuté avec le chercheur principal
 FORMCHECKBOX 
 Formulaire de notification classé dans le dossier

 FORMCHECKBOX 
 Lettre envoyée au chercheur pour lui transmettre les préoccupations du Comité
 FORMCHECKBOX 
 Autre action jugée nécessaire



	Informations additionnelles requises :

 FORMCHECKBOX 
    Président(e) du CÉR avisé(e)             
	Est-ce que l’IT/RIG a modifié le niveau de risque auquel les participants sont exposés? 
 FORMCHECKBOX 
 Oui; le sous-comité est appelé pour une réunion d’urgence

 FORMCHECKBOX 
 Oui; le cas sera inscrit et discuté à la prochaine réunion en comité plénier
 FORMCHECKBOX 
 Non; le comité sera avisé et un rapport déposé

	Notes :

	Signature du (de la) président(e) du CÉR ou de son (sa) délégué(e):
Date: (jj/mm/aaaa)


For further information on reporting Serious Adverse Events please see the ICH Guidelines at http://www.ich.org/fileadmin/Public_Web_Site/ICH_Products/Guidelines/Efficacy/E6_R1/Step4/E6_R1__Guideline.pdf 
Please print and send a copy to the Research Ethics Office
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