	FOR DACC USE ONLY

	Concept No:
	


Men of African Descent and Carcinoma of the Prostate
Project and Paper Concept Proposal Form 

Please provide the following information about the analyses, paper, or project you wish to undertake.  For paper proposals please refer to the MADCaP authorship guidelines as you consider your proposal. This proposal request will be reviewed by the Data Access Approvals Committee (DACC).  The DAAC will be responsible for reviewing applications received from individuals interested in using MADCaP data for undertaking analyses, paper, grant or project proposals. 

Proposals will be submitted on a monthly, or less frequent basis, depending on submission frequency. Each committee member will be given three weeks to opt their Institution out of any particular proposal, although the general expectation is that most studies will participate in most analysis. Those requesting data will be required to list the datasets requested, how the data will be used, and how the original contributors will be credited. If the application for data is approved by the DAAC, data will be released to the requestor under an agreement which secures the terms of use. 
Primary data for approved concepts will be sent to the relevant investigators only, once DTAs have been signed. There is no such requirement for summary data.**
	Date:
	


Nature of Request:

☐ Manuscript proposal

☐ Research project

☐ Grant project proposal
☐ Other, please specify:

If selected Grant Proposal, please provide details of the Funding Agency and Submission deadline:

	Title of Proposed Paper or Project:
	

	Is this a new submission?
	Yes   No  
	  

	Is this an amendment?
	Yes   No  
	If yes, provide original Concept Number:   

	Contact Investigator(s):
	

	Institution:
	

	Contact E-mail(s):
	

	Member of MADCAP:
	Yes  No  
If no, which MADCaP member will sponsor the proposal?



	Names (and institutions) of all investigators who will receive the primary data**
	

	Members of the Writing Group (with institutional affiliation):
	

	For Center-Specific author inclusion, which model do you plan to include 


	 Model 1: Data Independent Authorship: Each center will be allowed equal authorships regardless of the number of observations included in the analytical sample.  Each center will be allowed to name up to 4 authors.

 Model 2: Data Dependent Authorship: Each center will be allowed authorships based on the number of observations included in the analytical sample.  Each center will be allowed 1 author for the PI (or their designate) and 1 additional author for every 150 participants in the analysis

	Other project team members:
	


	Concept Description: Please provide a concise description of Background/Aims (500 words or less)



	Primary Endpoint (please check box):

	Prostate cancer risk
	
	

	Subtype of prostate cancer
	
	Specify: 

	Prostate cancer outcomes
	
	Specify: 

	Other 
	
	Specify: 


If selected Prostate cancer subgroup, outcomes or other, please specify:

A. DATA REQUESTED
	Data Being Requested (please check all boxes that apply):

	Summary data
	
	

	Raw data*
	
	

	Biosamples*
	
	

	Genomic**
	
	

	Data from subset of studies*
	
	Specify:


* DTA/DUA may be required
Please specify:
**Genomic data request: The requestor should also be aware of the following requirements for genomic data access:

1) No manuscripts using genomic data can be submitted for publication until the primary MADCaP genetic studies that fulfill each grant aim are first published by the entire group.  For example, no candidate gene study can be submitted for publication until the overall MADCaP paper reporting the primary GWAS results is accepted for publication (i.e., in Press).
2) Genomic data may be given to researchers prior to the publication of the primary MADCaP genomics paper(s) assuming condition 1) is met.
3) The full MADCaP DAAC proposal should focus on novel and publishable research that does not replicate the work published by the main MADCaP papers.  For example, single candidate gene SNP associations with disease are not adequate for publication since these may have already been published in the main GWAS paper or were already found not to be associate with disease in that paper. 
4) The requestor has a period of 12 months from the time of data receipt to have either submitted a manuscript for publication using the data requested in their DAAC proposal, or to have reported satisfactory progress towards submission of a paper to the DAAC.  If no such paper is forthcoming, the data will be returned to the master data set and another investigator can request access to undertake the same or similar research.

Study Center Data being requested-please check below
☐ All MADCaP Centers

☐ All MADCaP African Centers

☐ All MADCaP US Centers

☐ Stellenbosch University, Cape Town

☐ HOGGY/IFRU-SF, Dakar

☐ Korle-Bu Teaching Hospital, Accra

☐ University College Hospital, Ibadan

☐ 37 Military Hospital, Accra

☐ Wits Health Consortium, Johannesburg

☐ University of Abuja Teaching Hospital, Abuja

☐ Case Western Reserve University
☐ Dana-Farber/Harvard Cancer Center
☐ Boston University/Boston Medical Center
☐ SUNY Downstate/King’s County
☐ Thomas Jefferson University
☐ University of Pennsylvania
☐ University of California San Francisco 
☐ Other
If selected Other, describe: 

	Data Requested:  

Using the MADCaP Data Dictionary, list the variables needed for the proposed research.

Information about variables in the MADCaP database and data dictionary may be found on the website.  Please do not request ‘all’ the risk factor, pathology, or survival data without justification.

Questionnaire Data:
Clinical Pathology, and/or Medical Records Data:

Genomic data: List of all genes to be studied, as well as a definition of the specific SNPs or boundaries around these genes in which SNPs should be included.  



B. ADDITIONAL INFORMATION
	Analysis Plan:


	Budgetary considerations, if applicable:


	Time Plan:


	Any other considerations you would like the DACC to be aware of:
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