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Device Issue Report Form
Please email to complaints@venteclife.com and serviceteam@venteclife.com

	REASON FOR SERVICE:

	□ PM/ECO Only (No Repair Activities) (If selected leave fields below blank).
	 □ Service includes Repair Activities (If selected, continue to populate form below with all required information).



	PRODUCT INFORMATION

	Device Description (Model) or REF code: 
	Lot, Serial Number, or UDI:

	Other equipment being used at the time of the event:

	Usage Hours:

	Product Available to Ventec?
  □ Yes    □ No If selected, please document why the product is not available for return to Ventec.:


	REPORTER INFORMATION:

	Date Reported to Ventec:
	

	Name:  
	
	Address:
	

	Job Title:
	
	City:
	

	Telephone:
	
	Postcode:
	

	Email:
	
	Country:
	

	EVENT DETAILS

	Date and approximate time the event occurred: 
	How was issued noticed?

□ Prior to use 
□ During use
□ After use
□ Incoming inspection/service
□ Out of box failure
 □ Other


	Date:
	Time:
	

	Event Description (Provide as much information as possible):



	

	Did the device alarm before and/or after the event?
☐ No          ☐ Yes
Alarm type:
	Did this occur during patient use?

☐   No      
☐ Yes (If selected fill out all patient fields below)

	Was there an allegation of patient harm?

Has this event been reported to the Food and Drug Administration or other Regulatory Agency? (If yes, Agency/Authority, Reference Number, Reported By):
	Patient Information (I.D. or number, age, weight, gender, pre-existing conditions, or disease):

Patient Outcome:
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