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ARCAD Database Project Analysis Request Template
	Title


	

	Investigators


	

	1 Background – Please provide a background to motivate the proposed project including references. 
 


	

	2 Aims – Be specific as possible, including the specifics of the patient population, and endpoints to be considered

2.1  Primary

2.2  Secondary


	

	3 Data Required – Be very specific 


3.1 Mandatory data items


3.2 Optional (if available) data 

             items 


	

	4 Statistical Methods – As detailed as possible recognizing that further statistical input from ARCAD may be required


	

	5 Publication Plans – Envisioned journal for publication as well as expected co-authors from proposing group


	

	6 Finances – Expected budget.  If funding is requested from ARCAD to perform the analysis, justify why this is consistent with the core ARCAD goal of enhancing the design of future CRC trials.  If funding is to be provided by the proponent, indicate source of funding 
	

	7 References


	


The primary objectives of the ARCAD Database Project are (i) to construct a database pooling individual patient data from recent clinical trials in advanced colorectal cancer – the ARCAD Advanced Colorectal Cancer Database – and (ii) to use the database to clarify and help standardize the role of progression-free survival (PFS) and related endpoints in advanced colorectal cancer trials. 

In addition to analyzing PFS, the project will investigate a number of further questions, including optimal endpoints for multi-line strategy trials, and the prognostic utility of biomarkers and other clinical parameters in forecasting treatment response and disease outcome. In the future, it is hoped the ARCAD Advanced Colorectal Cancer Database will become a standing resource for the analysis of clinical trials data.
Important notice: performing comparisons of specific treatments is prohibited according to ARCAD MOUs with academic and industrial providers. 
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