	

	Project Team Member Application
Submission Form v7.0
	

	
	National Cancer Institute
Division of Cancer Treatment and Diagnosis
Cancer Therapy Evaluation Program


To complete the form electronically, use the mouse pointer or the Tab key to navigate. Select and enter text for each text field. 
	[bookmark: Principal_Investigator]Applicant Name:
	[Click and type Your Full Name to certify the submission]
	Date:
	[Click and enter Date]

	Applicant Street Address:
	[Click and enter Room/Suite/Dept.]

	
	[Click and enter Street Address]

	
	[Click and enter City, State, Postal Code]

	Applicant Phone:
	[Click and enter Phone No.]

	Applicant Fax:
	[Click and enter Fax No.]

	Applicant E-mail:
	[Click and enter E-mail Address]

	Institution:
	[bookmark: Text12][Click and enter Institution of the applicant]

	[bookmark: Lead_Group_Institution_Code]Institution Code1 (if known):
	[bookmark: Text13][Click and enter Institution Code]

	[bookmark: CTEP_IND_Agents]CTEP Agent to be developed:
	[bookmark: _GoBack]BAY 1895344 (NSC 810486)

	[bookmark: Applying_As]Applying As:
(Individual applicant may apply for more than one role by checking all appropriate boxes and completing all applicable Parts. Submit only ONE form.)
	[[ ]] Clinician Scientist2 (Study Chair role; complete Part A)
[[ ]] Translational Scientist3 (Biomarker development expert; complete Part B)
[[ ]] Basic Scientist4 (Expert in mechanism of action of agent; complete Part C)

	[bookmark: Areas_of_Expertise_and_Interest]Area(s) of Expertise and Interest: 
	[Click and list the studies specified in the Request for Project Team Member Applications (see the "CTEP's Plans" and "Studies of Interest" sections), or related areas, in which you are interested and have expertise.]

	The Principal Investigator agrees to accept Confidential Information, such as the Investigator Brochure and any other shared information, and employ all reasonable efforts to maintain the Confidential Information secret and confidential, such efforts to be no less than the degree of care employed by the Principal Investigator/Institution (the receiving Party) to preserve and safeguard its own confidential information.  The Confidential Information of the NCI (the disclosing Party) shall not be disclosed, revealed, or given to anyone by the receiving Party except individuals working on behalf of the receiving Party who are under an obligation of confidentiality to the receiving Party and who have a need to review the Confidential Information in connection with the receiving Party's evaluation.  Such individuals shall be advised by the receiving Party of the confidential nature of the Confidential Information and that the Confidential Information shall be treated accordingly. By submission of this Project Team Member Application Form, the Principal Investigator agrees to this statement.

	Please submit Project Team Member Applications to the Protocol Information Office (PIO) via e-mail at:
CTEPPTMASubmissions@mail.nih.gov, Attention: LOI Coordinator
Questions? Please e-mail PIO at pio@ctep.nci.nih.gov




1 Detailed Institution and Group codes are available on the CTEP Home Page at http://ctep.cancer.gov/protocolDevelopment/codes_values.htm. 
2 Clinician scientists selected for the Drug Project Team will be expected to lead the clinical trials that are recommended by the Drug Project Team. These trials will be conducted in the ETCTN, the CTEP brain tumor consortia, the CITN, or the NCTN.  Clinician scientists will be responsible for creating protocol study committees to execute these studies.
3 Translational scientists are expected to provide guidance on prioritization of biomarkers for the studies under development, including recommendations for technologies and platforms that will meet increasingly stringent requirements for integral and integrated biomarkers.
4 Basic scientists will be expected to provide scientific guidance for the study design based on the understanding of the mechanism of action of the investigational agent, and to help prioritize the clinical study choices based on published literature and unpublished data.  Basic scientists selected to the team will have access to CTEP agents for laboratory studies.
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	[bookmark: Part_A_Clinician_Scientists]Part A: Clinician Scientists
	Please fill out the fields below.

	[bookmark: Award_Number]A clinician must be a member of an institution with an NIH Grant or Cooperative Agreement for clinical studies. Please provide the Award Number and (if applicable) the name and code of the LAO or Group:
	[Click and enter Award Number]
[Click and enter LAO/Group Code] / [Click and enter LAO/Group Name]

	[bookmark: Grant_or_Contract_PI]Grant-PI Name:
	[Click and type Full Name to certify the submission]
	Date:
	[Click and enter Date]

	Grant-PI Address:
	[Click and enter Room/Suite/Dept.]

	
	[Click and enter Street Address]

	
	[Click and enter City, State, Postal Code]

	Grant-PI Phone:
	[Click and enter Phone No.]

	Grant-PI Fax:
	[Click and enter Fax No.]

	Grant-PI E-mail:
	[Click and enter E-mail Address]

	[bookmark: Group_Chair_PI]Group Chair-PI (GC-PI) Name:
	[Click and type Full Name to certify the submission]
	Date:
	[Click and enter Date]

	GC-PI Address:
	[Click and enter Room/Suite/Dept.]

	
	[Click and enter Street Address]

	
	[Click and enter City, State, Postal Code]

	GC-PI Phone:
	[Click and enter Phone No.]

	GC-PI Fax:
	[Click and enter Fax No.]

	GC-PI E-mail:
	[Click and enter E-mail Address]
Please note:  All submissions funded by NCTN organizations should include a Letter of Support from the Group Chair.

	Is this a Career Development Application (CrDA)? 
	[Click and enter Y or N] 

[Click and enter Name of Mentor]

Please submit the required documentation at this time: Applicant's NIH Biosketch; mentor’s NIH Biosketch (see below); and Letters of Commitment from 1) the faculty mentor and 2) the institution. 
Please note:  Only one mentor may be listed. The mentor does not need to submit a separate PTMA. If selected for team participation, both the CrDA team member and mentor will be required to attend all team meetings.

	
Clinician scientists selected for the Drug Project Team will be expected to lead the clinical trials that are recommended by the Drug Project Team. These trials will be conducted in the ETCTN, the CTEP brain tumor consortia, the CITN, or the NCTN. Clinician scientists will be responsible for creating protocol study committees to execute these studies. It is anticipated that the protocol study committees will include members of the Drug Project Team and other collaborators of the clinician scientist.
NIH Biosketch:
Attach an NIH Biosketch (relevant experience prioritized) with a personal statement that describes your relevant personal experience with an emphasis on explaining the expertise you will bring to the Drug Project Team (no more than one-half page).  If this PTMA is being submitted as a Career Development Application (CrDA), please also include an NIH Biosketch for the mentor that also includes a directed personal statement regarding the expertise that the mentor will bring to the Drug Project Team.




	[bookmark: Part_B_Translational_Scientists]Part B: Translational Scientists
	Please fill out the fields below.

	[bookmark: Funding_source_for_correlative_studies]Provide current funding source(s) for applicant’s research activities that are directly relevant to the objectives of the Project Team and the applicant’s proposed studies: 
	[Click and enter Granting Agency and/or Award Number]
[Click and enter Grant Title]
[Click and enter Active Dates of Grant] 
Grant PI:  [Click and enter Name of Grant PI]
(List all applicable grants, following the format above.)

	If the basic or translational science applicant is a member of an ETCTN institution (LAO or AO), please provide the Award Number and certification of the submission by a UM1 grant PI.
	[Click and enter Award Number]
[Click and enter LAO/Group Code] / [Click and enter LAO/Group Name]

	Grant-PI Name:
	[Click and type Full Name to certify the submission]
	Date:
	[Click and enter Date]

	Grant-PI Address:
	[Click and enter Room/Suite/Dept.]

	
	[Click and enter Street Address]

	
	[Click and enter City, State, Postal Code]

	Grant-PI Phone:
	[Click and enter Phone No.]

	Grant-PI Fax:
	[Click and enter Fax No.]

	Grant-PI E-mail:
	[Click and enter E-mail Address]

	Translational scientists are expected to provide guidance on prioritization of biomarkers for the studies under development, including recommendations for technologies and platforms that will meet increasingly stringent requirements for integral and integrated biomarkers.  It is anticipated that the translational scientists selected for the Drug Project Team will be asked to join the protocol study committees that are generated by the Drug Project Team.  Clinician Scientists who are also primary investigators of a translational laboratory and who are applying as both Clinical Science and Translational Science Team Members must complete Part B in addition to Part A.
NIH Biosketch:
Attach an NIH Biosketch (relevant experience prioritized) with a personal statement that describes how your laboratory research program can contribute to the development of the identified agent (no more than one-half page).  Please indicate your willingness to adapt your schedule to attend Drug Project Team meetings.
Correlative Capabilities:
In the table below, list your laboratory’s experience with developing qualified biomarker(s) or imaging tests relevant to the current application, indicating any CLIA certifications and whether the laboratory has validated the biomarker in human subjects:
	Level of Experience with Assay/ Biomarker
	Assays and Biomarkers

	Extensive: is a core focus of laboratory
	[Click and list each assay and biomarker]

	Moderate: successful and consistent application
	[Click and list each assay and biomarker]




Proposed Biomarker(s):  (In the box below, please BRIEFLY [no more than 1000 characters] identify and justify any novel biomarker(s) that could advance the development of the identified agent.)
	[Click and BRIEFLY describe the biomarker]








	[bookmark: Part_C_Basic_Scientists]Part C: Basic Scientists
	Please fill out the fields below.

	Provide current funding source(s) for applicant’s research activities that are directly relevant to the objectives of the Project Team and the applicant’s proposed studies: 
	[Click and enter Granting Agency and/or Award Number]
[Click and enter Grant Title]
[Click and enter Active Dates of Grant] 
Grant PI:  [Click and enter Name of Grant PI]
(List all applicable grants, following the format above.)


	If the basic or translational science applicant is a member of an ETCTN institution (LAO or AO), please provide the Award Number and certification of the submission by a UM1 grant PI.
	[Click and enter Award Number]
[Click and enter LAO/Group Code] / [Click and enter LAO/Group Name]

	Grant-PI Name:
	[Click and type Full Name to certify the submission]
	Date:
	[Click and enter Date]

	Grant-PI Address:
	[Click and enter Room/Suite/Dept.]

	
	[Click and enter Street Address]

	
	[Click and enter City, State, Postal Code]

	Grant-PI Phone:
	[Click and enter Phone No.]

	Grant-PI Fax:
	[Click and enter Fax No.]

	Grant-PI E-mail:
	[Click and enter E-mail Address]

	Basic scientists will be expected to provide scientific guidance for the study design based on the understanding of the mechanism of action of the investigational agent, and to help prioritize the clinical study choices based on published literature and unpublished data.  Basic scientists selected to the team will have access to CTEP agents for laboratory studies.
NIH Biosketch:
Attach an NIH Biosketch (relevant experience prioritized) with a personal statement that describes how your laboratory research program can contribute to the development of the identified agent (no more than one-half page).  Please indicate your willingness to adapt your schedule to attend Drug Project Team meetings.
Proposed Laboratory Studies:
In the box below, BRIEFLY (no more than 1000 characters / one-half page) outline a laboratory experiment that you could perform with your current resources which would be helpful in shaping the clinical development plan for this agent.
	[Click and BRIEFLY describe the experiment]
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