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FFC Grant Application 2018
Form 1

General Information   (please fit spaces and add sheets if necessary)

Project Title: ___________________________________________________
______________________________________________________________
Running Title: ___________________________________________________
N. Centres Involved ____ N. Researchers involved (including PI, Partner/s and internal/external collaborators) _____    Project Duration (yrs) ______
Type of Application: 
New FFC Applicant ____     Old FFC Applicant ___ New FFC Application ___  
Extension of previous FFC Application ____ Extension of “pilot” project
Research Area (see priority areas in the FFC Call for application):_______________
Research Type (prevalent matter):___________________________________
Human subjects involved: Yes __ No __   Animal models involved: Yes __  No _
Applicant (Principal Investigator or Coordinator) – Personal data 
Name______________________ Surname___________________________
Tax Code_____________________ Birth date ___/___/_____ Degree______________
Annual effort in the project % ____

Institution and address: (Department/University/Hospital/Institution/Lab) ____________________________________________________________________________________________________________________________
Street _________________________________________ Zip Code _________ City___________________ Prov._______ Country______________________
Phone ______________ Fax__________ E-mail________________________
Internal Collaborators: 

1. Name________________________ Surname _________________________ 

   Degree_______________________ Role _____________________________
2. Name_______________________ Surname __________________________ 

   Degree_______________________ Role _____________________________
Add others if necessary. Collaborators for whom a salary is requested must be indicated if already identified
External Collaborators:

1. Name________________________ Surname _________________________ 

   Degree_______________________ Role _____________________________

2. Name_______________________ Surname __________________________ 

   Degree_______________________ Role _____________________________
Add others if necessary.
Partner 1 – Personal data

Name_____________________ Surname______________________________ 

Tax Code______________________ Birth date ___/___/_____ Degree_____________ Role ________________________________________
Annual effort in the project % ____

Institution and address: (Department/University/Hospital/Institution/Lab) 

____________________________________________________________________________________________________________________________
Street ________________________ Zip Code _____City__________________ Prov._______ Country_______________________________

Phone ________________Fax______________ E-mail___________________
Internal Collaborators: 

1. Name_________________________ Surname________________________ 

   Degree_______________________ Role _____________________________
2. Name_________________________ Surname ________________________ 

   Degree________________________ Role ____________________________
Add others if necessary. Collaborators for whom a salary is requested must be indicated

External Collaborators:

1. Name _____________Surname ______________ Institution ___________________
   Degree_____________________________ Role ___________________________
2. Name _____________Surname ______________ Institution ___________________
   Degree_____________________________ Role ____________________________
Add others if necessary. Collaborators for whom a salary is requested must be indicated
Partner 2 – Personal data

Name_________________________ Surname__________________________
Tax Code __________________Birth date ___/___/_____ Degree__________________ Role ___________________________________
Annual effort in the project % ____

Institution and address: (Department/University/Hospital/Institution/Lab) ______________________________________________________________
______________________________________________________________
Street _________________________________________________________ Zip Code ________City___________________ Prov._______ Country_______________________________

Phone ________________ Fax______________ E-mail___________________
Internal Collaborators: 

1. Name______________________ Surname ___________________________ 

   Degree_____________________ Role ______________________________
2. Name_____________________ Surname ___________________________ 

   Degree_____________________________ Role _______________________
Add others if necessary. Collaborators for whom a salary is requested must be indicated

External Collaborators:

1. Name _________________________Surname _____________________________ 
Institution ___________________________________________________________
Degree________________________ Role __________________________________
2. Name ________________________Surname ______________________________ 
Institution ___________________________________________________________
Degree_________________________ Role _________________________________
Add others if necessary. Collaborators for whom a salary is requested must be indicated

Partner 3, 4 ………..

Add further Partners and numbered sheets if necessary
FFC Grant Application 2018
Form 2

Curriculum Vitae (Add numbered sheets if necessary)
P.I. / Coordinator

Education and Training (max 3000 characters space included)

Employment and Research Experience (max 3000 characters space included)
Personal bibliography (list of relevant references peer-reviewed, last five years)

_____________________________________________________________________________________________
Partner 1
Education and Training (max 3000 characters space included)

Employment and Research Experience (max 3000 characters space included)

Personal bibliography (list of relevant references peer-reviewed, last five years)

___________________________________________________________________________________________
Partner 2

Education and Training (max 3000 characters space included)
Employment and Research Experience (max 3000 characters space included)
Personal bibliography (list of relevant references peer-reviewed, last five years)

Add further sheets if necessary

FFC Grant Application 2018
Form 3

Project Overview – (Abstract) (max 2500 chars)

Background/Rationale

Objectives


Preliminary results (personal)
Project description (experimental plan, methods, timing)

Anticipated output

Relevance to Italian CF Foundation mission
FFC Grant Application 2018
Form 4
Research Plan: Background, Specific Aims and Rationale
Background (max 4000 characters spaces included)
Specific Aims and Rationale   (max 4000 characters spacse included)

Add sheets if necessary

FFC Grant Application 2018
Form 5
Research Plan: Preliminary Results (max 6000 characters spaces included, please insert into the text images or graphs as light JPG files)

Add numbered sheets if necessary

FFC Grant Application 2018
Form 6
Research Plan: Experimental Plan and Methods (max 12.000 characters spaces included, add sheets)

Experimental Plan
Material and Methods

If human subjects or animals will be involved in the study, you should estimate the number of subjects needed in your experimental design also with regard to the effect which should be achieved for given levels of statistical significance and power. 

Sequence/Timeline of the Project

___________________________________________________________________

If Clinical Project

Clinical protocols

Study design, detailed study population, clinical procedures, study medications/drugs (if applicable), safety, data management and statistical analysis, timeline. State whether material or data will be obtained specifically for research purposes or whether use will be made of existing specimens, records or data. State also whether the clinical procedures/interventions will be specifically applied for research purposes or for usual care plans. The Informed consent form and the information sheet must be attached (see FFC Announcement, item 5) and the Appendix 1. The Clinical project must be completed with Ethical Committee’s Authorisation in accordance with the laws of the Italian Ministero della Salute (see item 5 of the Call).
_____________________________________________________________________________________________
Cited Bibliography
Add numbered sheets

FFC Grant Application 2018
Form 7
Host Institution/s: Facilities
PI / Coordinator

Position Title _____________________________ Permanent Position   Yes _____ No ___
If no permanent position, specify what type of salaried position _______________________ 

Main Research Fields_____________________________________________________
Laboratory (or clinical dept.) Name __________________________________________ Chief _______________________________________________________________
Total number of staff Members in the Lab or Clinical Dept ____

Facilities

Lab space (square meters)_____________ Clinical setting (N. beds)___________________

Clinical resources _______________________________________________________
Computer Equipment____________________________________________________
Major Lab Equipment ____________________________________________________
____________________________________________________________________
Core Facilities and Services available in the Institution ____________________________________________________________________
Other _______________________________________________________________
Partner 1
Position Title _____________________________ Permanent Position  Yes _____  No ___

If no permanent position, specify what type of salaried position _______________________
Main Research Fields____________________________________________________
Laboratory (or clinical dept.) Name _________________________________________
 Chief ______________________________________________________________
Total number of staff Members in the Lab or Clinical Dept ____

Facilities

Lab space (square meters)____________ Clinical setting (N. beds)___________________
Clinical resources ______________________________________________________
Computer Equipment____________________________________________________
Major Lab Equipment ____________________________________________________
____________________________________________________________________
Core Facilities and Services available in the Institutions _____________________________
Other ______________________________________________________________
Partner 2, 3, …….
As above, add sheets
FFC Grant Application 2018
Form 8
Outside Collaborations/Services

External Collaborations must be supported by specific letters (for both PI / Coordinator and Partner/s). In this form the “External Collaborations” are considered as external services or professional consulting
Collaboration 1

Name/Surname of principal collaborator                                                                         

Institution/Laboratory/Other
Specific contribution to the project:

Collaboration 2
Name/Surname  of principal collaborator                                                                        

Institution/Laboratory/Other
Specific contribution to the project:

Other

FFC Grant Application 2018
Form 9
Budget   The budget description must be accurate and detailed in all its parts and every item must be justified to the needs of the project. Any omission, generic description, or miscalculation may lead to the project’s rejection
	
	Description/Justification
	1st year
	2nd year
	TOTAL

	Equipment
(very limited small equipments or accessories and softwares).
Max 7% of total budget

	
	
	
	

	Consumables/animals (for lab activities)

	
	
	
	

	Fellowships or contracts (for graduated and technicians)

	
	
	
	

	- Travels, training sess., meeting/congress participation (overall international conf. on CF). Max 4% of the total budget

	
	
	
	

	- Publication expenses Max 2.5% of the budget

	
	
	
	

	- Possible patient costs 
	
	
	
	

	- Overheads

Max 4% of total budget


	
	
	
	

	External and occasional professional or technical services

	
	
	
	

	TOTAL
	
	
	
	


In case of Multicentre project you must also specify the detailed budget per Coordinator and each Partner in a unique table as follow:

	
	Description/Justification     
	1st year
	2nd year 
	TOTAL

	Equipment
(very limited small equipments or accessories and softwares).
Max 7% of total budget


	Coordinator

Partner 1

Partner 2

…………...
	
	
	

	Consumables/animals (for lab activities)


	Coordinator

Partner 1

Partner 2

……………
	
	
	

	Fellowships or contracts (for graduated and technicians)

	Coordinator

Partner 1

Partner 2

…………...
	
	
	

	- Travels, training sess., meeting/congress participation (overall international conf. on CF). Max 4% of the total budget
	Coordinator

Partner 1

Partner 2

…………...
	
	
	

	- Publication expenses Max 2.5% of the budget

	Coordinator

Partner 1

Partner 2

…………...
	
	
	

	- Possible patient costs 
	Coordinator

Partner 1

Partner 2

…………...
	
	
	

	- Overheads

Max 4% of total budget


	Coordinator

Partner 1

Partner 2

…………...
	
	
	

	External and occasional professional or technical services


	Coordinator

Partner 1

Partner 2

…………...
	
	
	

	TOTAL
	
	
	
	


Other Financial Supports to the Project  (if available)

1. Current ___    Pending ___     Period: from__________ to ___________

Amount:

Project Title:

Brief Description:

Granting Agency:

Appropriate documents must be attached
2., 3., … as above

FFC Grant Application 2018
Form 10
For Multicentre Projects only
Role and Contribution of Partner(s) in the project     

Coordination and Management    
Partner 1
Name/Surname                                                                                               Annual Effort % ___

Specific Role and Contribution:

Partner 2

Name/Surname                                                                                                Annual Effort % ___

Specific Role and Contribution:

Partner 3, 4, ……..    Add sheets if necessary
Coordination and Management modalities
(Precise description)

FFC Grant Application 2018
Form 11
Lay Summary

Project Title (in Italian)  

Keywords (in Italian)

Project Summary (Italian) max 2500 characters space included
· Ragioni del progetto

· Obiettivi principali

· Materiali, pazienti, metodi

· Disegno dello studio

· Risultati attesi

· Possibili ricadute

_________________________________________________________
Project Title (in English)   

Keywords (English)
Project Summary (English) max 2500 characters space included
· Background

· Hypothesis and objectives

· Material, patients, methods

· Expected results and spin-off

FFC Grant Application 2018
Form 12
List of documents included (basic and additional) 
See FFC Call for Application, items 3, 4, 5 and all the other forms.
FFC Grant Application 2018
PRO FORMA DECLARATIONS
Pro forma declaration A
ACCEPTANCE OF APPLICATION BY THE HOST INSTITUTION

Applicant Name: ______________________________________
I, Dr./Prof. _____________________________________________, on behalf of the

(name of the Director of the Institute or other Responsible official)

Host Institution

___________________________________________________________________
(name of the Institution )

Department or equivalent

___________________________________________________________________
(name of the Department )

declare that I have read the research application submitted to the Italian Cystic Fibrosis Research Foundation

by Dr./Prof. ____________________________________________ 
                       (name of the Applicant)
            
      Coordinator/Principal Investigator

with the partnership of___________________________________________________________                                                                      


             (name of the Partner/s)

declare that I have read the research application submitted to the Italian Cystic Fibrosis Research Foundation entitled

__________________________________________________________________________

__________________________________________________________________________

__________________________________________________________________________

__________________________________________________________________________

and that it is complete and correct.

The Host Institute also declares that it will provide the necessary facilities and personnel to carry out the above research project. 

In case the Applicant or Partner is not holder of a permanent position, the Host Institution declares that it will provide the salary for the duration of the entire project (Contract attached).

Name of Director (or other Responsible official) ________________________________________
Position ______________________________________________

Signature ____________________________________________  

Date___________________________
Pro forma declaration B
PROJECT TITLE: “................................................................................................................”
(PI……………………………………….. or Co-ordinator: .................................................................)
DECLARATION OF CONSENT FOR PROCESSING PERSONAL DATA
The processing of my personal data shall be performed for the following purposes:

· Administrative management of the dossier;

· Evaluation of the value of the research project with transmission of the data to the Italian and non Italian referees/evaluators;

· Activities ancillary and/or pursuant to the above

· I give my consent

· I deny my consent

The communication of personal data for these purposes is not compulsory, although refusal to do so, owing to the peculiarity of the relationship between the data and the aim for which they are requested, may mean that the candidate will not be able to be considered for selection.

Whereas, for the purpose of carrying on its activity the Italian Cystic Fibrosis Research Foundation – Onlus, shall communicate and/or make public the personal data of the researchers to whom funds have been allocated (indicating their affiliations) as their research projects have been deemed worthy of funding

· I give my consent

· I deny my consent

Name ____________________________ Surname _________________________
Signature_________________________

Date ____________________________

Pro forma declaration C
PROJECT TITLE: “................................................................................................................”

(PI or Co-ordinator: ..........................................................)

DECLARATION OF ACCEPTANCE OF PERSONAL COLLABORATION

I certify that I will collaborate in the above mentioned project submitted to the Italian CF Research Foundation – Onlus for the FFC Grant Application 2018 
My role in the project (detailed):
Name ________________________________ Surname ________________________
Institute / Dept. / Lab. of belonging ___________________________________________
Signature______________________________

Date__________________

Pro forma declaration D
PROJECT TITLE: “................................................................................................................”

(PI or Co-ordinator: ..........................................................)

DECLARATION OF ACCEPTANCE OF PARTNERSHIP

I declare that I will collaborate in the above mentioned project submitted to Italian CF Research Foundation – onlus for the FFC Grant Application 2018 as Partner …… (number in the Project).
My role in the project (detailed):

Name ________________________________ Surname _______________________
Institute / Dept. / Lab. of belonging __________________________________________
Signature______________________________

Date__________________

Pro forma declaration E
PROJECT TITLE: “................................................................................................................”

(PI ………………………………………or Co-ordinator: ..........................................................)

DECLARATION OF ACCORDANCE WITH THE INSTRUCTIONS OF THE
D. LGS. 4-03-2014, n. 26 for use of animals
Carry out of the directive 2010/63/UE, “Legislation for the protection of animals used for scientific purposes”, issued on the Gazzetta Ufficiale Italiana n.61, 14-3-2014

I declare that any procedures planned in this project with reference to the use of animal models will follow the instructions included in the D. LGS. 4-03-2014, n. 26
Type of animals: _______________________________________________________
Estimated number of animals on annual basis: __________________________________
Institute/Laboratory at which animals will be breed and treated: ______________________

__________________________________________________________________
PI (or Co-ordinator) Signature ______________________________________________

Name of the responsible of the animal treatment ________________________________

Signature _________________________________

Date ____________________________________

Pro forma declaration F
PROJECT TITLE: “................................................................................................................”

(PI …………………………………….. or Co-ordinator: ..........................................................)

DECLARATION FOR GOOD CLINICAL PRACTICE
I declare that any procedures planned in this project with reference to clinical trials on human subjects will follow the instructions of Good Clinical Practice [Italian Decree July 15, 2007; D.Lgs 211/2003 (adoption of the European direction 2001/20/CE); D.Lgs 200/2007 (adoption of the European direction 2005/28/CE)].
PI (or Co-ordinator) Signature ______________________________________________
Signature _________________________________

Date ____________________________________

Pro forma declaration G
PROJECT TITLE: “................................................................................................................”

(PI …………………………………….. or Co-ordinator: ..........................................................)

COMMITMENT TO PROVIDE THE AUTHORIZATION OF THE 
ETHICAL/TECHNICAL COMMITTEE OF 
THE RESEARCH INSTITUTE FOR ANIMAL EXPERIMENTS
I declare that the authorization of the Ethical/Technical Committee of the Research Institute (Name) for the animal experiments that will be performed in this project will be provided by October 31th 2018, after the grant assignment. If Ethical/Technical Committee Approval is not available by this due date, I guarantee that, at the same date, I will send to FFC by email (fondazione.ricercafc@aovr.veneto.it) a follow-up report on the application to the Italian Ministero della Salute.
Name of the responsible of the animal treatment ________________________________

Signature _________________________________

PI (or Co-ordinator) Signature ______________________________________________

Date ____________________________________

Pro forma declaration H
PROJECT TITLE: “................................................................................................................”

(PI ………………………………………..or Co-ordinator: ..........................................................)

COMMITMENT TO PROVIDE THE AUTHORIZATION OF 
THE ETHICAL COMMITTEE 
OF THE RESEARCH INSTITUTE FOR EXPERIMENTS ON HUMAN SUBJECTS
I declare that the authorization of the Ethical Committee of the Research Institute (Name) for experiments on human subjects, which are going to be performed in this project, will be provided not later than October 31th 2018, after the grant assignment.  If Ethical Committee Approval and “Parere Unico” are not available by this due date, I guarantee that, at the same date, I will send to FFC by email (fondazione.ricercafc@aovr.veneto.it) a follow-up report on the application to the Local Ethical Committee 
Name of the responsible of the clinical trial______________________________________
Signature _________________________________

Date ____________________________________

FFC Grant Application 2017
Appendix 1
Check list to be considered in case of Randomised Controlled Trial

Part one: background, rationale, objectives

	Rationale of the study: description of the problem (frequency and gravity of the investigated condition, importance of the question for clinical practice)

	Indicate (and supply with documents) what is actually known and unknown about the problem

	Indicate the purpose of the study clearly


Part two: patients and methods

Study design

	Indicate which kind of design is going to be adopted (parallel, crossover, factorial, other designs…)


Population



	Inclusion criteria

- demographic (age, sex, ethnic group etc.)

- clinical (type and phase of the disease, comorbidity)

- geographic (area/s of the enrollment)

- timeline (period and time of the enrollment)

	Exclusion criteria. To be remembered, among exclusion criteria, people who are:

- high risky themselves

- high risky if included in the study (e.g. adverse effects of drugs)

- high risky of not responding (deny participation, impossibility of furnishing data)

- high risky of loss at the follow up

- high risky of confounding results

	Geographic area of enrolled centres

	Number of enrolled centres

	Procedure of enrollment

	How long the enrollment will last?

	There will be a period of run-in? 

	If yes, which purpose will have it?

	There will be period/s of wash-out? 


Interventions and type of control 



	How many arms are planned?

	Which drugs or interventions are proposed? (for each arm)

	Modality of drug administration (for each arm)

	Time of the treatment (for each arm)

	Will additional therapies be allowed?


Outcomes analysis



	Which outcomes will be considered? List outcomes, divided in primary and secondary.

	For each outcome, indicate the primary and the secondary ones

	For each outcome, indicate who are in charge of the survey

	For each outcome, indicate the means of surveying

	For each outcome, indicate the type and the range of the measure


Timing_



	How the study is going to last? (recruitment – follow up – analysis)

	On which regular basis patients are going to be visited? 

	Include the timetable of the project.


Randomization___________________________________________________

	Which modality of randomization is going to be used?

	Will block randomization be implemented?

	Will stratified randomization be implemented? For which variables?

	Specify other randomization different from ratio 1:1

	How the sequence of blinding randomization will be concealed?


Blinding



	How and how many are blinding levels (who is going to be blind?)

	How blinding will be guaranteed?


Statistical analysis



	Providing an enough clear definition of the hypothesis.

Is it a superiority, non-inferiority or equivalence study?

	Expected sample size

	How was calculated the sample width? (see next three items)

	     - What is the distribution of the phenomenon in the studied population? 

	     - Is there a difference of interest, previously declared, for the experimenter? (expected ∆)

	     - Which value for α and β?

	How  the withdrawals  will be managed? (Intention To Treat Analysis or other?)

	Describe technique of analysis of outcomes

	Are subgroup analyses going to be planned? (describe)

	Are interim analyses going to be planned?

	Are specific “stopping rules” planned (in case of an early interruption of the study)?


Part three: study results

Study results



	Which are the expected results?


Part four: transferability and ethics
Transferability of the results

	Does the sample properly represent the target population for the treatment?

	Are subjects similar to the ones in the local clinical contest?

	Are the proposed interventions suitable in the local clinical contest?

	Is the organization of the current local clinical contest adequate to support what the study suggests?


Ethics_



	Is informed consent going to be required? How? Add an informative sheet

	Is the Ethical Committee approval going to be required?


Conflict of interests



	Declare them and in what they consist.
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