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                                                               JTC 2012                                           Full Proposal Application Form

ERA-NET on Translational Cancer Research (TRANSCAN)

Joint Transnational Call for Proposals 2012 (JTC 2012) on:

“Translational research on primary and secondary prevention of cancer”
Full Proposal Application Form

All fields must be filled in using Arial font, size 11, single-spaced.

Applications should be submitted as a PDF file, formatted in DIN-A4.
Please note that full proposals either incomplete, using a different format or exceeding length limitations of any sections will be rejected without further review.
Project title
	


	Acronym (max. 10 characters)
	


	Project duration 
	
	Months


	Total requested funding 
	€


Keywords: Please indicate three to seven keywords representing: the scientific content [(primary or secondary cancer prevention); type of cancer; specific area(s) (see Call text, chapter 2. Aim of the call)]; the methodological and technological approach(es).
	


Publishable project abstract (max. ½ page)
Please note that this abstract will be published on the TRANSCAN website if your project is selected for funding
	


Name and signature of the project coordinator
	


Project coordinator (= partner 1)

	Last name 
	

	First name 
	

	Institution 
	

	Department 
	

	Address 
	

	Post code 
	

	City 
	

	Country 
	

	Phone 
	

	Fax
	

	E-mail 
	


Partner X (to be duplicated as required)

	Last name 
	

	First name 
	

	Institution 
	

	Department 
	

	Address 
	

	Post code 
	

	City 
	

	Country 
	

	Phone 
	

	Fax
	

	E-mail 
	


Project description

Please note: if a proposal comprises the implementation of a clinical trial, the section 13 of this form should be completed, in addition to the sections 1-12. 
1. Background and rationale (medical need and present state of the art in the research field(s) (max. 2 pages)
	


2. Description of the objectives (overall and at the work package level)
	Aim No.
	Description
	Participant(s) responsible for the aim/workload

	1
	
	

	2
	
	

	3
	
	

	4
	
	

	N
	
	


3. Research hypothesis(es) and work plan (max. 20 pages)

This section should contain:
a. Description of the research hypothesis(es) and of the work plan, including a general overview of the entire consortium, and the rationale of the work packages. This section should highlight the following aspects: innovative approach, originality of the project and expected progress beyond the state-of-the-art; availability and quality of preliminary data; international competitiveness; relevance and clarity of the objectives with respect to the specific medical need and aims of the call.
b. Description of the methodology and feasibility of the proposal and of the work packages. The relevance, originality and soundness of the methodology and statistical analysis should be highlighted, with particular regard to the specific aspects detailed in the “Guidelines for applicants”.
c. Description of the relevant infrastructures and resources to be used for the implementation of the work plan, concept of data and material acquisition and storage, availability of biological resources, data management and elaboration (including assessment of statistical power aspects). Please refer to the “Guidelines for applicants” for the details.

d. Description of the research consortium governance and management and of project coordination. Please: i) provide a description of the governance and management structure and of project coordination planning (meeting, monitoring, etc); ii) define the responsibilities and project effort (expressed in person months) of each participating research group per work package; iii) provide a graphic representation of the project time plan (Gantt chart).
e. References.
f. Diagrams and figures.
4. Diagram which compiles the work plan, the contribution of the partners to each work package and their interactions (Pert diagram) (max. 1 page)
	


5. Added value of the collaboration in the proposed transnational project (max. 1 page)
	


6. Description of past and ongoing research projects of each participating group related to the present topic indicating funding sources (include at least: ID number, amount and duration of funded project; funding agency) and possible overlaps with the proposal (max. ½ page per research group).
	


7. Potential medical impact, health care aspects and exploitation/dissemination of project results. Describe the potential impact of the expected results on cancer prevention and control, in terms of translation into public health or clinical practices and/or into pharmaceutical/industrial applications; appropriateness of measures for the dissemination and/or exploitation of project results including socio-economic aspects and anticipation of intellectual property issues (patenting, industrial exploitation, marketing, etc.) (max. 1½ page) 
	


8. Description of existing or potential patents (own or third party) and present/future position with regard to intellectual property rights, both within and outside the consortium (i.e. freedom to operate, barriers to sharing materials or results), if applicable (max. ½ page) 

	


9. Justification of requested budget. Please provide specific information about the use of the requested funds and specify co-funding from other sources supporting the project, if applicable) (max. ½ page per research group)
	


10. Ethical and legal issues. Please provide confirmation that the study complies with local, national and EU regulations, concerning informed consent and other legal requirements for human experimentations, data protection, and use of animals, if applicable (max. ½ page)
	


11. Brief CVs for each research partner (i.e. the project coordinator and each principal investigator) including a description of the main domain of research and a list of the five most relevant publications within the last five years, demonstrating the competence to carry out the project (max. 1 page for each partner)
	


12. Capacity building and training activities (optional section) (max. 1 page)
Please refer to the call text for the specific modalities of this section

a. Description of capacity building and training activities and relevance to the objectives of the proposal

b. Description of the candidate: CV, background (scientific, medical, etc.); scientific production; current work; and coherence of the training with the CV
c. Description of the host team (expertise in the field and qualification in research of the responsible person)
d. Justification of the additional separate budget needed for these specific activities.

13. Clinical trial description (if applicable)

a. Synopsis:
	Principal/Coordinating Investigator
	

	Title of study
	

	Study type and phase
	Classification by:

i) objective (e.g. human pharmacology, exploratory, confirmatory, use): 

ii) phase (I-II):

iii) methodology [randomised/non randomised, type of masking (none, single, double, observer blind)]:

iv) type of controls and/or comparators (active, placebo), parallel group/cross-over, preventive, prognostic, diagnostic, etc.:

	Objectives
	

	Intervention(s)
	Experimental intervention □ (Please specify the reference intervention):

Control intervention □ (Please specify the reference intervention):

Duration of intervention per individual/patient:

Duration of follow-up per individual/patient:

	Key inclusion and exclusion criteria
	Key inclusion criteria:

Key exclusion criteria:

	Endpoint(s)
	Primary endpoint(s):

Secondary endpoint(s):

	Sample size
	Number of individuals/patients to be assessed for eligibility:

Number of individuals/patients to be allocated to the trial:

Number of individuals/patients to be analysed (including subgroups if applicable):

	Statistical analysis
	Power calculations:

Strategy for secondary endpoints, (multiple) primary outcome(s), interim/subgroup analyses, etc.:

	Duration
	Recruitment period (months):

First individual/patient in to last individual/patient out (months):

Duration of the entire trial:

	Participating centres
	Total number:

Official name of the individual centres and respective location:


· Summary (max. 1 page)

· KEY WORDS (5-7)

b. The medical problem (max. 3 pages):

· Background and rationale 
· Evidence

· Medical need
c. Description and justification of trial design and methodology (max. 10 pages).

· Study type: 
· Objective (e.g. human pharmacology, exploratory, confirmatory, use)

· Phase (I-II)

· Methodology [randomised/non randomised, type of masking (none, single, double, observer blind), type of controls and/or comparators (active, placebo), parallel group/cross-over, preventive, prognostic, diagnostic, etc.]

· Description of intervention(s):
· Experimental intervention (Please specify the reference intervention)
· Control intervention (Please specify the reference intervention)

· Scheme of intervention (Please specify the drug dose and mode of administration, if applicable)
-
Additional intervention(s) 
-

Inclusion criteria
-
Exclusion criteria
-
Outcome measures/endpoints
· Bias protection

· Statistical justification of proposed sample size and power calculations [Please specify: the number of individuals/patients to be assessed for eligibility, to be allocated to trial, to be analysed (including subgroups if applicable); the expected compliance rate; the expected rate of loss to follow-up]

· Feasibility of recruitment (Please provide the evidence that the intended recruitment rate is achievable and specify whether and how the collaboration with the partners in the research consortium will facilitate the recruitment. Please specify the plans for monitoring of recruitment and contingency planning for recruitment problems)

· Frequency and scope of study visits

· Conditions and rules for trial termination
d. Statistical analyses (max. 1 page)
e. Ethical, legal and social issues (ELSI) implications (max. 2 page).
· Risks/benefits

· Protection of individuals/patients enrolled in the trial 

· Informed consent process and forms

· Compensation for individuals/patients enrolled in the trial

· Confidentiality and data protection

· Conflict of interest

· Strategies and plans for: i) data and database management, including location, access and regulatory implications; ii) dissemination of results)
f. Quality assurance and safety (max. 2 pages) 

· Quality assurance (intervention, monitoring and follow-up)
· Safety

· Pharmacy issues (if applicable)
· Planning for the management and retention of biological samples, specifying whether cooperation with existing or creation of new biobanks is envisaged.
g. Independent trial review [e.g. Institutional Review Board (IRB), Data and Safety Monitoring Board (DSMB), clinical event committee, scientific advisory or steering committee, ethical advisory board]
h. References
i. Trial flowchart
j. List of participants in the trial
· Trial sponsor:

· Trial management:

	Name
	Affiliation
	Responsibility / Role
	Signature

	
	
	
	

	
	
	
	


· Trial statistician(s):

	Name
	Affiliation
	Responsibility / Role
	Signature

	
	
	
	

	
	
	
	


· Facilities and infrastructures supporting the trial:
	Name
	Affiliation
	Role / Service

	
	
	

	
	
	


· Recruiting centres:
	Name
	Affiliation
	Expected no. of individuals/patients recruited for the trial

	
	
	

	
	
	


· Data and Safety Monitoring Board (DSMB):
	Name
	Affiliation

	
	

	
	


· Other participants:

	Name
	Affiliation
	Responsibility / Role

	
	
	

	
	
	


· Institutional Review Board (IRB):
	Name
	Affiliation

	
	

	
	


k. Financial details
· Commercial interest (max. ½ page)
· Reimbursement and contractual involvement of individual/patient recruitment sites and trial management (if applicable) [Please specify whether the reimbursement and contractual involvement will involve full beneficiaries, “third parties”, subcontractors, or contract/clinical research organisations (CRO)]
· Distribution of trial costs between health insurer, hospital and trial sponsor
· Involvement and specific contribution of patients’ organisations 
· Clinical trial financial plan
	Financial details per organizational segment

	
	Clinical trial management
	Data Management
	Biometry
	Quality Assurance/ Monitoring

	No of items / Kind of equipment/ Explanation

	Partner(s) involved (no.)
	 
	 
	 
	 
	 

	Person months (€)1
	 
	 
	 
	 
	 

	Personnel total (€) 
	 
	 
	 
	 
	 

	Consumables (€) 
	 
	 
	 
	 
	 

	Equipment (€)
	 
	 
	 
	 
	 

	Total requested budget per organizational segment (€)2
	 
	 
	 
	 
	 

	1 Please detail number of person months, current status carrier or employment (M.D.: Medical Doctor; M.D./Ph.D.: Medical Doctor and Doctor in Philosophy; Sci: scientist; Tech: technician; Oth: other). Please use one cell per person to provide this information.

	2 The total requested budget per organizational segment is part of the total budget requested for the clinical trial, which is indicated in the table “Financial details per partner and total requested budget for the clinical trial”.


	Financial details per partner and total requested budget for the clinical trial

	
	Partner 1
	Partner 2
	Partner 3
	Partner 4
	Partner 5
	Partner 6
	Partner 7
	Total

	Person months (€)1
	
	
	
	
	
	
	
	

	Personnel total (€)
	
	
	
	
	
	
	
	

	Consumables (€)
	
	
	
	
	
	
	
	

	Equipment (€) (specify kind of equipment)
	
	
	
	
	
	
	
	

	Meetings/Travel (€)
(- no. of attendees
- no. of meetings @ x €/person

- monitoring travel costs)
	 
	 
	 
	 
	 
	
	
	

	Trial drug(s) (€ per individual/patient)
	
	
	
	
	
	
	
	

	Quality Assurance/ Monitoring
(- number of visits per site

- mean number of days per visit

- monitoring costs per day

- total no of visits @ x € each)


	
	
	
	
	
	
	
	

	Insurance (€ per individual/patient)
	
	
	
	
	
	
	
	

	Fees
	
	
	
	
	
	
	
	

	IRB and DSMB (no. of members; no. of meetings @ x €/person)
	
	
	
	
	
	
	
	

	Reference

Centres (no. of samples @ x €)
	
	
	
	
	
	
	
	

	Trial manuals, files, forms
	
	
	
	
	
	
	
	

	Case payment [€ per individual/patient x no. of individuals/patients (assays/examinations/hospitalisation per individual/patient plus hours of staff per individual/patient)]
	
	
	
	
	
	
	
	

	Publications
	
	
	
	
	
	
	
	

	Other direct costs (€)3
	 
	 
	 
	 
	 
	
	
	

	Total requested budget per partner (€)
	 
	 
	 
	 
	 
	
	
	

	1 Please detail number of person months, current status carrier or employment (M.D.: Medical Doctor; M.D./Ph.D.: Medical Doctor and Doctor in Philosophy; Sci: scientist; Tech: technician; Oth: other). Please use one cell per person to provide this information.

	3 e.g. subcontracting.


· Co-financing by industry and/or other third party:

· Other funding
l. CV OF MAJOR PARTICIPANTS if not already included in section 11 (including selected publications) (max. 1 page per each participant)

m. DECLARATION OF COMMITMENT OF PARTICIPATING CENTRES

	Name of investigator:
	

	Institution:
	


Information on the clinical trial
	Trial title:
	

	Inclusion criteria:
	

	Exclusion criteria:
	

	Recruitment period (months):
	


Strategy for the determination of recruitment figures

	How many individuals/patients potentially eligible for recruitment in the above mentioned trial have you seen in your institution during the last 12 months?
	

	How many of these individuals/patients would fulfil the inclusion criteria of the above mentioned trial?
	

	How many of these individuals/patients would approximately agree to participate in the above named clinical trial per year?
	

	How many individuals/patients will approximately be recruited during the entire trial?


	


	Which source did you use for the estimation of potential participants in the above named clinical trial?

 Individual estimation

 Hospital data management system

 Patient registry

 Others

If others: please specify




	Are there any other ongoing clinical trials/projects competing for the same individuals/patients?
	 yes

 no

	If yes: How will this affect recruitment for the above-named clinical trial?




Commitment to participate

I hereby agree to participate in the above-named clinical trial and support the trial by recruiting patients. 


___________________________


Date / Signature

Conflicts of Interest

I hereby declare that I have no conflict of private, economical or financial interests with regard to the above mentioned clinical trial and the investigational drugs that will be used. 







___________________________


Date / Signature
14. Financial plan: sum of year 1-3. This table should include the costs of the clinical trial, if applicable (Please note that eligibility of costs is subject to national rules and regulations, please refer to the Annex 2 of the "Guidelines for applicants")

	Acronym:  
	 

	No.
	Project coordinator
	Partner 2
	Partner 3
	Partner 4
	Partner 5
	Partner 6 
	Partner 7

	Name (principal investigator)
	 
	 
	 
	 
	 
	
	

	Funding organization
	 
	 
	 
	 
	 
	
	

	Person months (€)1
	 
	 
	 
	 
	 
	
	

	Personnel total (€) 
	 
	 
	 
	 
	 
	
	

	Consumables (€) 
	 
	 
	 
	 
	 
	
	

	Equipment (€) 
	 
	 
	 
	 
	 
	
	

	Travel (€)2 
	 
	 
	 
	 
	 
	
	

	Other direct costs (€)3
	 
	 
	 
	 
	 
	
	

	Overheads (€)
	 
	 
	 
	 
	 
	
	

	Total requested budget (€)
	 
	 
	 
	 
	 
	
	

	Additional separate budget for capacity building and training activities (section 12) (€)
	
	
	
	
	
	
	

	1 Please detail number of person months, current status carrier or employment (Sci: scientist; Tech: technician; Oth: other). Please use one cell per person to provide this information.

	2 Travel expenses should include the participation of the coordinators and/or national group leaders at an intermediate and/or a final status symposium to present the results of their projects (organized by the Joint Call Secretariat).

	3 e.g. subcontracting, provisions, licensing fees; publications; clinical trial drugs/compounds, clinical trial fees and insurance.


15. Number of person months of personnel participating in the project for which no funding is requested (if applicable). Please detail number of person months and the qualification (Sci: scientist, e.g. postdoc; PhD: PhD-student; Tech: technician; Oth: other).
	No.
	Project coordinator
	Partner 2
	Partner 3
	Partner 4
	Partner 5
	Partner 6

	Funding organization
	 
	 
	 
	 
	 
	 

	Person months (1)
	 
	 
	 
	 
	 
	 

	Person months (2)
	 
	 
	 
	 
	 
	 

	Person months (3)
	 
	 
	 
	 
	 
	 

	Person months (4)
	 
	 
	 
	 
	 
	 


16. Signed declaration by the project coordinator and by the principal investigators partners in the project  concerning the agreement of their respective team members to participate in the proposal (signed PDF). 
I, the undersigned.        ........................................ Coordinator of the Project..........................(acronym) declare to keep records with evidence that each of my respective team members agreed to participate in the proposal submitted.
Signature.............................

I, the undersigned         .......................................Partner n. 2 of the Project......................(acronym) declare to keep records with evidence that each of my respective team members agreed to participate in the proposal submitted.

Signature.................................                                        
I, the undersigned         .......................................Partner n. 3 of the Project......................(acronym) declare to keep records with evidence that each of my respective team members agreed to participate in the proposal submitted.

Signature.................................                                        
Please note: Signed Declaration from Partners can be produced on different PDF files. In this case simply annex all files.

17 Reviewers to be excluded from refereeing this proposal (optional; please note that up to three potential reviewers can be indicated and that the CSC will respect these requests provided that they do not interfere with the objective and thorough evaluation of the proposal):
PAGE  
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