SAE / [image: Radboudumc]DD (MDR) / UNEXPECTED EVENT (CTR)
send within 24 hrs of notification to: (enter: email)
(tip: maak dit formulier eerst studiespecifiek en sla hem als template voor eigen gebruik op in de Trial Master File)


	Date of report
	  Klik om een datum in te voeren.
	
	

	PaNaMa no. / Study acronym
	[bookmark: Text3]     
	Study Site number
	     

	Sponsor & Principal Investigator:
	Radboudumc
Name:     
[bookmark: Text4]Dept.:     
Fax / E-mail:      
	Site contact details

	Investigator name      

Phone      
E-mail      


	1. Report status:	☐ Initial	☐ Follow-up	☐ Final										

	2. ☐ SAE[endnoteRef:1]		☐ Device Deficiency (MDR Art 62/74/82)[endnoteRef:2]		☐ Unexpected Event (CTR)[endnoteRef:3] [1:  Please refer to CCMO website for legal requirements and guidelines for reporting SAEs, according to WMO/MDR/IVDR and CTR, respectively.]  [2:  Please refer to CCMO website for further instructions on SAEs in MDR studies.]  [3:  Unexpected events should be reported in CTIS by the Sponsor within 15 days upon notification (Art.53 CTR).] 


	3. Subject study ID number:      
Gender:	☐ Male
[bookmark: Text7]                ☐ Female:	pregnancy:  ☐ Unk         ☐ No          ☐ Yes, week:     
         ☐ Unk/Other

[bookmark: Text6]Age (at time of event):       y	      months (for pediatric studies only!)

	

	4. Event onset date:

Date: Klik om een datum in te voeren.
Time (24h):      
	5. Event stop date:

Date: Klik om een datum in te voeren.
Time (24h):      

☐ Ongoing (see section 15.)

	6. Event Term (please refer to CTCAE v5.0):

Enter term:      

	7. CTCAE severity Grade:

Grade: Select severity (Choices ‘Severity’: 1. Mild; 2. Moderate; 	3. Severe; 4. Life-threatening; 5. Death)

	8. Event description:      

	9. Event Seriousness Criteria:

	Enter Criterium
(Choices ‘Criterium’: Death; Life-threatening; Initial or prolonged hospitalisation; Persistent or significant disability/incapacity; Congenital anomaly/birth defect; Could have developed in an SAE; Other, specify)
	10. Causality (relatedness with study protocol treatment, medical device, or investigational medicinal product[endnoteRef:4]): [4:  In case event occurs in a clinical trial (CTR) and is (possibly) related to investigational medicinal product, use SUSAR form and corresponding instructions instead.] 


	Enter Relation		
(Choices ‘Relation’: Definitely; Probably; Possibly; Unlikely; Not)

	11. Event Outcome:
	Select Outcome     					(choices ‘Outcome’: Fatal; Not resolved/ongoing; Recovered; 
										 Recovered with sequelae; unknown)
* in case of Fatal, Recovered, or Recovered with sequelae: enter stop date in section 4.

	12. Other relevant information:      



	13. Investigator

[bookmark: Text14]Name:      

Date: Klik om een datum in te voeren.
	14. Authorised signature



send this report within 24 hours of notification to:
(enter: email – fax)

! Please send a Follow-up / Final Form as soon as the outcome of this Event is known !
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