New research proposals related to the ProtecT study

This documentation forms part of the PIs approval process for new studies allied to ProtecT.

ID NO: (for office use)

General details
	Study title:*
	

	Acronym/short name:*
	

	Description of study methods and aims:*
	Or attach an abstract or outline

	Grant proposal/protocol 
	Yes/No

Please attach

	Main methodology:*
	Clinical / Epidemiological / Molecular / Health Services Research / Qualitative

	Other methodologies:*
	Clinical / Epidemiological / Molecular / Health Services Research / Qualitative

	Study methods:*
	Data generation and analysis / Data analysis only

	Extent of study:*
	Grant/ PhD / Student project

	Current status:*
	Outline only / Draft proposal / Awaiting funding / Awaiting ethics / In progress / Completed / Discontinued

	Study start date:*
	

	Expected duration:*
	

	Study end date:*
	


ProtecT collaboration requested

NB: Access to ProtecT data or samples will usually require funding and should be discussed with the ProtecT PIs prior to the submission of grants.

	Additional questionnaires or interviews required:
	

	Biological samples required from ProtecT/ProMPT repository:
	

	New biological samples required from ProtecT men:
	

	ProtecT data required (authorship may be requested for complex datasets)
	

	Other demands on participants/study staff:
	

	Number of ProtecT participants involved:
	

	Which cohort of ProtecT men to sample:
	All participants / 

All prostate cancer patients / 

Localised cancer patients only / Advanced cancer patients only / 

Men randomised to a treatment / Men with a treatment preference / 

Radiotherapy arm / Surgical arm / Monitoring arm

Other sub-groups specify:

	Commercial partners:
	


Funding

	Funding status:
	Not applied for / In preparation / Outline submitted / Full proposal submitted / Funded / Rejected / Not needed

	Date outline submitted:
	

	Date final proposal submitted:
	

	Date funded:
	

	Funding amount:
	

	Name of funder:*
	

	Funding notes:
	

	Funding letter received by  ProtecT:
	


Ethics

	Ethics status:
	Not applied for / In preparation / Proposal submitted / Pending revisions / Granted / Rejected / Not needed

	Submission type:
	New / Substantive amendment to ProtecT / 

Non-substantive amendment to ProtecT

	Which REC:
	

	Date submitted to REC:
	

	Date REC granted:
	

	SSA required:
	Yes / No

	Date submitted for SSA:
	

	Date all SSAs granted:
	

	Ethics notes:
	


Verification of the proforma by the allied study researcher
	Date agreed this to be correct:*
	

	Who agreed as correct & role in study?
	

	Details * on ProtecT website – 

PLEASE NOTE THAT DETAILS OF THIS STUDY WILL BE DISPLAYED ON THE PROTECT WEBSITE UNLESS YOU SPECIFY “NO”
	Yes/No


Approval process by ProtecT PIs

	Date proforma received by ProtecT PIs:*
	

	Date approved by ProtecT PIs:*
	JLD

FCH

DEN

	Date approval sent to lead author:
	

	Notes re approval method
	


Please complete this form and email to info-protect@bristol.ac.uk (tel: 0117 928 7272, fax: 0117 9287292).  This proforma will be forwarded to the ProtecT PIs for approval.

ProtecT study website reports

Fields marked with * are included in a report on the password protected Investigators section of the ProtecT study website, http://www.epi.bris.ac.uk/protect, user name: invest and pwd hamdONDEN.
Key Personnel

	Name
	Role (PI/

Investigator/

Researcher)
	Post funded by
	Location
	E-mail
	Phone
	Main contact?
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