	Breast Cancer DataMart (BCDM) Proposal Submission Form 

Proposal for use of data from previously published North American National Cancer Institute (NCI)-sponsored clinical trials 

(For submission to the Breast Cancer DataMart Scientific Review Committee)

	Instructions for proposing investigators:

Please type directly into this electronic form.  The completed form should not exceed 15 pages in length (excluding references and appendices).  You may attach appendices to provide further details on your proposed study. 

Proposals should adhere to the guidelines set forth in the “Instructions to Investigators/FAQs” found on the Breast Cancer DataMart (BCDM) Web site at Web link http://ctep.cancer.gov/resources/BCDM.  If your proposal is approved, basic information about your proposal will be posted to this public NCI CTEP Web site.

Principal Investigators of studies approved by the BCDM Scientific Review Committee will be required to submit administrative data from the study to the NCI via the Abbreviated Clinical Data Update System reporting mechanism; submit brief, periodic progress reports; and, once the primary analysis of the study is published, send the report and any relevant additional materials to the BCDM Scientific Review Committee.  

The data may not be used for any other than approved purposes.  A data transfer agreement will need to be signed before the data are transferred. 
Proposals should be emailed to the Protocol and Information Office (PIO) of the National Cancer Institute’s Cancer Therapy Evaluation Program (CTEP), at email pio@ctep.nci.nih.gov, cc’ing zujewski@nih.gov.  The Committee accepts only electronic submissions.  If the proposed study is to be a Cooperative Group study (not required), it should be submitted by your Group’s Operations Office.  Inquiries regarding new ideas for studies, including appropriate data sets, should be directed to Committee Chair William Wood, M.D. at patti_long@emoryhealthcare.org.

Proposals are accepted on a rolling basis.  Investigators should expect to receive notification of the Committee’s decision on their proposal within six weeks of proposal submission and no later than 14 days after the proposal review.  Before each review, there will be an optional open session during which investigators are invited to present their proposal and take questions from the Committee.




Administrative Information

I.
Submission type:

(Please mark the appropriate box with an “X”.)

[  ] Original submission
[  ] Revised submission 

[  ] Protocol (i.e., BCDM-approved study with all revisions incorporated)
II.
Date submitted: [Single-click here to add text]
III.
Title of proposed DataMart study: [Single-click here to add text]
(Your study title should be as descriptive as possible, similar to the level of descriptiveness required for titles of clinical trials.)

IV.
Principal Investigator

Name of Principal Investigator of the proposed study: [Single-click here to add text]


Suffix (e.g., M.D., Ph.D.): [Single-click here to add text]
Cooperative Group affiliation (if any): [Single-click here to add text]
Institution: [Single-click here to add text]
Mailing address: [Single-click here to add text]
Email: [Single-click here to add text]
Phone: [Single-click here to add text]

Fax: [Single-click here to add text]
V.
Statistical investigator

Name: [Single-click here to add text] 
Group affiliation (if any): [Single-click here to add text] 

Suffix (e.g., M.D., Ph.D.): [Single-click here to add text]
Institution: [Single-click here to add text]   
Email: [Single-click here to add text]
VI.  Co-investigators

(NOTE: Only those investigators who have had/will have substantive input into the design, development, and/or conduct of your proposed study should be listed below.)

Name: [Single-click here to add text] 
Group affiliation (if any): [Single-click here to add text] 

Suffix (e.g., M.D., Ph.D.): [Single-click here to add text]
Institution: [Single-click here to add text]   
Email: [Single-click here to add text]
Name: [Single-click here to add text] 
Group affiliation (if any): [Single-click here to add text] 

Suffix (e.g., M.D., Ph.D.): [Single-click here to add text]
Institution: [Single-click here to add text]   
Email: [Single-click here to add text]
Name: [Single-click here to add text] 
Group affiliation (if any): [Single-click here to add text] 

Suffix (e.g., M.D., Ph.D.): [Single-click here to add text]
Institution: [Single-click here to add text]   
Email: [Single-click here to add text]
Name: [Single-click here to add text] 
Group affiliation (if any): [Single-click here to add text] 

Suffix (e.g., M.D., Ph.D.): [Single-click here to add text]
Institution: [Single-click here to add text]   
Email: [Single-click here to add text]
Name: [Single-click here to add text] 
Group affiliation (if any): [Single-click here to add text] 

Suffix (e.g., M.D., Ph.D.): [Single-click here to add text]
Institution: [Single-click here to add text]   
Email: [Single-click here to add text]
Name: [Single-click here to add text] 
Group affiliation (if any): [Single-click here to add text] 

Suffix (e.g., M.D., Ph.D.): [Single-click here to add text]
Institution: [Single-click here to add text]   
Email: [Single-click here to add text]
Name: [Single-click here to add text] 
Group affiliation (if any): [Single-click here to add text] 

Suffix (e.g., M.D., Ph.D.): [Single-click here to add text]
Institution: [Single-click here to add text]   
Email: [Single-click here to add text]
VII.  Cooperative Group or independent submission?
Will the proposed study be a Cooperative Group study, or are you requesting this data independently?
[  ] Independent submission
[  ] Cooperative Group submission

If a Cooperative Group submission, which Cooperative Group? [Single-click here to add text]

If a Cooperative Group submission, does it have that Group's Disease Committee and Executive Committee approval? 
[  ] Yes*
[  ] No

If a Cooperative Group submission, please list the internal protocol number (if applicable):
[Single-click here to add text]
[  ] NA

If this is not a Cooperative Group-sponsored submission, have you collaborated with the Cooperative Group that led the clinical trial(s)? (not necessary, although strongly recommended)  
[  ] Yes
[  ] No
 If yes, please list the name(s) of the contact person(s) from the Lead Clinical Group with whom you have been collaborating: [Single-click here to add text]
 
* IMPORTANT NOTE:  If this proposal has undergone review and approval by a Cooperative Group's Disease Committee and Executive Committee, then that Group's Operations Office should submit the proposal to CTEP PIO on your behalf.
VIII.
Potential funding sources
Please list any proposed funding sources: [Single-click here to add text]
NOTE:  Because the Committee cannot guarantee approval of a given proposal, investigators are urged not to submit their proposal to any potential funding source until they have obtained approval of their proposed study from the BCDM Scientific Review Committee.

Are you under a grant deadline for receiving a decision from the BCDM Scientific Review Committee?  
[  ] Yes
[  ] No


If yes, when is the deadline? [Single-click here to add text]
IX.
Facilities & personnel
Please explain who will be doing the work, in what role, and in what facility(ies): 

[Single-click here to add text]
NOTE:  Please note the IRB approved protocol under which this research will be conducted or note the IRB that will be reviewing the scientific proposal.  It will be required to have either IRB approval or an official waiver of IRB review before the data are sent.

Contact information for data transfer and data transfer agreement if the study is approved:  

[Single-click here to add text]  

Hypotheses and Objectives
X.
Hypotheses:
What are your hypotheses? [Single-click here to add text]
XI.
Objectives:
What are your objectives? (including primary and secondary) [Single-click here to add text]
Background & Significance
XII. Background data

Please provide any relevant background data.  Briefly include relevant data in the published literature and the clinical importance of having this question addressed.  

[Single-click here to add text]
Statistical Design
Although it is recommended that this section be developed in consultation with a biostatistician from one of the Groups providing data to BCDM, the exact nature and extent of the collaboration is left to the investigator to define.  

Please try to limit this section to no more than 4 pages, including these instructions.

XIII.
Endpoints (outcomes)
Precisely define the endpoints that are the subject of the study’s main objectives, specifically indicating the events included in each endpoint definition: [Single-click here to add text]
Primary comparisons: [Single-click here to add text]
XIV.
Trial/data selection 
a)  What are the characteristics/variables of the clinical trials from which you would like to request data?  You may list specific trials, or you may list variables with the desired attributes.  

[Single-click here to add text]
NOTE: You can find various descriptors of the DataMart trials at http://ctep.cancer.gov/resources/BCDM, under “Data available”. 

NOTE:  The BCDM Scientific Review Committee will need to prepare a preliminary report using the variables you choose to determine if there are adequate data in the BCDM to address your question.
b)  Please specify the proposed trial (or data) selection method, including inclusion/exclusion criteria and whether stratification or matching will be used, or if you simply request data from all cases.  If a complex case selection strategy (e.g., matched or adaptive selection) will be used, then the specific algorithm should be described:

[Single-click here to add text]
c)  If you listed trials above, please briefly explain why you believe the data from these trials would address your question? 

[Single-click here to add text]
XV.
Statistical analysis plan
Sufficient details about the statistical analysis plan for addressing the main objectives should be provided so that a statistician other than the study statistician could carry out the analysis and have a reasonable chance of obtaining a comparable answer.  

Therefore, please provide the following, as applicable and if not already answered above:

· Statistical methods for the main analyses (e.g. Cox proportional hazards regression, conditional logistic regression, etc.): [Single-click here to add text] 

· Transformations applied to variables: [Single-click here to add text]
· Variable selection procedures (including a list or description of the variables initially considered for inclusion in the model): [Single-click here to add text]
· List of standard clinical variables to be incorporated into models or other analyses: [Single-click here to add text]
· Multiple-comparisons adjustment methods: [Single-click here to add text]  

· Any other information necessary for the Committee to understand and evaluate the main analyses you are proposing: [Single-click here to add text]
XVI.
Secondary objectives (if applicable)
Detailed statistical considerations for addressing your secondary objectives are typically not required, but a general description of the intended approach (e.g., Cox proportional hazards regression modeling) should be provided; however, if your secondary objectives involve very large numbers of analyses, please provide more detail to justify that the proposed analyses will be a productive use of the resource and not generate an unacceptably large number of spurious results.  

[Single-click here to add text]
Appendices

You may provide further detail on your proposed study in appendices to this form. 

(This box for NCI/NCI contractor use only.)





Study number: (To be assigned by CTEP PIO.)
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