Vancouver Coastal Health
Proposal for Approval Concerning Reprocessing of a Research Device for use on Humans
Please complete all sections.  Once complete, please send to 
Reprocessing Project, CP-380, 855 12th Avenue West, or

reprocessing@vch.ca

Device: _____________________________________________________

Submitted by:_______________________________________ Date: ____________________

Situation / Summary of concern / reason prompting request for review:

Background:
	PRODUCT INFORMATION

	Device Name:

:

	
	

	Manufacturer / Researcher:
	Phone:
	FAX:

	
	
	

	Indicate Device Classification


	· Critical            (
	Device Penetrates A Sterile Body Cavity / Sterile Field                    (sterilizing)

	
	· Semi-Critical   (
	Device Contacts Mucous Membranes 

	
	· Non-Critical    (
	Device contacts Intact Skin  


Detail of relevant standards (reference / content summary, attachments if necessary):
VCH Device Specific Guidance (if any): 
VCH Reprocessing Standard: 
MOHS Best Practices Guidance: 
CSA:
Other:

Cleaning Instructions:

Proposed cleaning and sterilization instructions.  Attach validation of these instructions, from a certified lab (FDA, ISO, Health Canada):

Assessment:

Requestor to seek comment from resource / consultants concerning proposed interpretation / variance:
Operations (End User):  Name:  ______________ Phone: _________
Sterile Processing Department: Name:  _______________  Phone: _____________________
Infection Control: Name:  _______________  Phone: _____________________
Biomedical Engineering: Name:  _______________  Phone: _____________________
Request / Recommendation:

Variance Committee comment / decision: (office use only)
Date: ___________________________
