Perinatal Research Imaging Evaluation (PRIME) Centre Protocol Proposal Form

	Study Title: 

	Principal Investigator:      

	Institution:      
	Department/Position:      

	Phone:       
	Email:      
	Date (mm/dd/yyyy):      

	PI Affiliation:      

	 FORMCHECKBOX 
 Funding source(s): 

 FORMCHECKBOX 
 Funding source to be confirmed
 FORMCHECKBOX 
 No funding
*Fees will be assessed on a case by case basis 

	PRIME Study ID*:_________________________________________________________
*Use the following naming convention for assigning a unique PRIME Study ID to your project: PIs initials (3) +  study descriptor initials (3) 
E.g., PI: John Peter Doe, Test Head MRI study = JPDTHM

	STUDY TEAM MEMBERS
List 2 members of your team you would like to be granted access to the PRIME Centre. These individuals will be responsible for your study at the PRIME Centre and for participants entering the facility

	Name & Contact Info
	Position
	Credentials for operating equipment
	Required courses
	Position End Date 

	Name  
Phone 
Email 

	
 FORMCHECKBOX 
 PI
 FORMCHECKBOX 
 R/C

 FORMCHECKBOX 
 U/S Tech

 FORMCHECKBOX 
 R/A 

 FORMCHECKBOX 
 Other: 

	
 FORMCHECKBOX 
ARDMS

 FORMCHECKBOX 
Sonography Canada
 FORMCHECKBOX 
DAP BC/BC Medical Quality Initiative (Provincial Privileging Dictionaries) http://www.dap.org/CmsFiles/file/2014%20DI%20Standards/DAP%202014%20Diagnostic%20Imaging%20Standards_Complete%20Set_Version%201_3.pdf
 FORMCHECKBOX 
Other:
______________


	
 FORMCHECKBOX 
Good Clinical Practice (GCP)
 FORMCHECKBOX 
Tri-Council Policy Statement: Ethical Conduct for Research Involving Humans (TCPS 2)
 FORMCHECKBOX 
Transportation of Dangerous Goods *
 FORMCHECKBOX 
 Workplace Hazardous Materials Information System (WHIMIS): https://learninghub.phsa.ca/

*If applicable 
	

	Name  
Phone 
Email 

	
 FORMCHECKBOX 
 PI
 FORMCHECKBOX 
R/C

 FORMCHECKBOX 
U/S Tech

 FORMCHECKBOX 
 R/A 

 FORMCHECKBOX 
 Other:


	 FORMCHECKBOX 
ARDMS

 FORMCHECKBOX 
 Sonography Canada
 FORMCHECKBOX 
DAP BC/BC Medical Quality Initiative (Provincial Privileging Dictionaries) http://www.dap.org/CmsFiles/file/2014%20DI%20Standards/DAP%202014%20Diagnostic%20Imaging%20Standards_Complete%20Set_Version%201_3.pdf) 
 FORMCHECKBOX 
 Other:

______________


	 FORMCHECKBOX 
 Good Clinical Practice (GCP)
 FORMCHECKBOX 
 Tri-Council Policy Statement: Ethical Conduct for Research Involving Humans (TCPS 2)
 FORMCHECKBOX 
Transportation of Dangerous Goods 
 FORMCHECKBOX 
 Workplace Hazardous Materials Information System (WHIMIS): https://learninghub.phsa.ca/

*If applicable
	

	ETHICS

	Approved Research Studies (Please attach your full application and REB approval certificate):

UBC Ethics Review #:            Approval Date (mm/dd/yyyy):          Expiry Date (mm/dd/yyyy):      
 

	Non-Approved Studies, please explain:  




	EQUIPMENT REQUESTS *– please check all that are applicable

	Machines needed as per study protocol:


 FORMCHECKBOX 
 Ultrasound (GE Voluson E10)      FORMCHECKBOX 
 Obstetrics Ultrasound Simulator           FORMCHECKBOX 
 DAQ
 FORMCHECKBOX 
 Ultrasound (SonixTouch)             FORMCHECKBOX 
 Near Infrared Spectroscopy (NIRS)        FORMCHECKBOX 
 Gaze Point



	 FORMCHECKBOX 
 Other equipment, please specify: 

	DATA BACKUP & EXPORT

	Ultrasound  data backup formats:
	Ultrasound data export :

	       FORMCHECKBOX 
  DICOM: on PRIME PACS

       FORMCHECKBOX 
  None 


	        FORMCHECKBOX 
 DICOM images: save to  DVD/CD

        FORMCHECKBOX 
 Other data: please specify _________
        FORMCHECKBOX 
 None 

PI or designate is responsible for bringing the DVD, or CD and ensuring that it is in accordance with the REB & PRIME approved data management plan. 

Data will be deleted from the PRIME PACS according to Policy 85 and/or however stated in the REB application




	PROJECT PROTOCOL DETAILS

	Number of subjects: 
     -In-patient:       
     -Out-patient:      
     -From community:      
	For serial studies:

     -Number of U/S visits per subject:      
     -Time interval between U/S visits:      


	STUDY TIMELINE

	Requested equipment time and room time per session (minutes):       

	Number of Pilot hours requested (max 90 minutes room time):       

	If Pilot hours requested state why?      

	Requested start date (mm/dd/yyyy):     
	Estimated end date (mm/dd/yyyy):     

	STUDY PROMOTION 

	Do you require a website to promote your study?                Yes    FORMCHECKBOX 
             No  FORMCHECKBOX 


If yes, please submit a written sample of the content you would like to be published along with this application; this will be posted on the PRIME web page (Coming Soon) under the Current Research heading. 

	Please attach a copy of your poster and/or web advertising content along with this application


*CONSUMABLE EQUIPMENT ITEMS are not supplied as per CFI infrastructure guidelines.
*TECHNOLOGIST SUPPORT is not provided but could be arranged on an individual basis by the investigator .

Abstract
Please provide an abstract of the proposed research including brief background, specific aims of the project and the research plan. This abstract should provide enough detail to allow evaluation of safety, feasibility and design. If necessary, please attach additional materials to support this proposal. If you have submitted similar documents along with your ethics application, you can use those for this section (add as attachments). If your protocol does not address the questions in the box below, please answer them separately.
 FORMCHECKBOX 
   Check if you are attaching additional documentation with this application.
To be completed by the Protocol Committee:

 FORMCHECKBOX 
 Project is approved     Approval Date (mm/dd/yyyy):      


 FORMCHECKBOX 
 Further review is required     Date of re-review (mm/dd/yyyy):      
 Study Design  - include details about the following:
a) equipment needed (PRIME facility or user supplied); 
b) length of time required for each participant encounter;
c) number of participant encounters
d) length of time required for equipment loan, and detailed description of how, when, and where equipment will be used;

e) individual tasks required of researchers while using PRIME equipment  

f): other  
Please return the Protocol Proposal Form and all attachments to: prime@cw.bc.ca 
PRIME Protocol Proposal Form, V1: February 1, 2017      
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