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Form 1
FFC Grant Application 2012
General Information   (please fit spaces and add sheets if necessary)

Project Title:_____________________________________________________________
________________________________________________________________________

Running Title: ____________________________________________________________
No. Centres Involved ____ No. 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 ____
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________________________________ 

Fiscal Code_____________________ Birth date ___/___/_____ Degree______________
Annual effort in the project % ____

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 _________________________________

    Degree ____________________________ Role ___________________________________

2. Name ____________________________  Surname _________________________________

    Degree ___________________________  Role ____________________________________

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

Partner 1 – Personal data

Name___________________________ Surname______________________________ 

Fiscal Code______________________ Birth date ___/___/_____ Degree_____________
Annual effort in the project % ____

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 _______________________________ 

   Degree_____________________________  Role __________________________________

2. Name______________________________ Surname _______________________________ 

   Degree_____________________________  Role __________________________________

Add others if necessary. Collaborators for whom a salary is requested must be indicated
Partner 2 – Personal data

Name____________________________Surname_______________________________
Fiscal Code__________________Birth date ___/___/_____ Degree__________________
Annual effort in the project % ____

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 _______________________________ 

   Degree_____________________________  Role __________________________________

2. Name______________________________ Surname _______________________________ 

   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
Form 2
FFC Grant Application 2012
Curriculum Vitae  (Add numbered sheets if necessary)
P.I. / Coordinator

Education and Training (max 3500 chars)

Employment and Research Experience (max 3500 chars)
Personal bibliography (list of references peer-reviewed, last five years)

______________________________________________________________________________________________
Partner 1
Education and Training (max 3500 chars)

Employment and Research Experience (max 3500 chars)

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

___________________________________________________________________________________________
Partner 2

Education and Training (max 3500 chars)

Employment and Research Experience (max 3500 chars)
Personal bibliography (list of references peer-reviewed, last five years)

Add further sheets if necessary

Form 3

FFC Grant Application 2012
Project Overview – (Abstract)  (max 3000 chars)

Background/Rationale

Objectives


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

Anticipated output

Relevance to Italian CF Foundation mission
Form 4
FFC Grant Application 2012
Research Plan: Background, Specific Aims and Rationale
Background (max 5000 chars)
Specific Aims and Rationale   (max 5000 chars)

Add sheets if necessary

Form 5

FFC Grant Application 2012
Research Plan: Preliminary Results (max 7000 chars, please insert into the text images or graphs as JPG files)

Add numbered sheets if necessary

Form 6
FFC Grant Application 2012
Research Plan: Experimental Plan and Methods  (max 14.000 chars, 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/Timing 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, timetable. 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). The Clinical project must be completed with Ethical Committee’s Authorisation in accordance with the laws of the Italian Ministero della Salute.
______________________________________________________________________________________________

Cited Bibliography

Add numbered sheets

Form 7
FFC Grant Application 2012
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 ____________________

No. Staff Members in the Lab or Clinical Dept ____

Facilities

Lab space ___________________________ Clinical resources ___________________________
Computer Equipment_____________________________________________________________
Major Lab Equipment _____________________________________________________________
______________________________________________________________________________
Core Facilities and Services _______________________________________________________
______________________________________________________________________________
Other _________________________________________________________________________
Partner 1
Position Title _________________________________ Permanent Position  Yes _____  No _____
Main Research Fields_____________________________________________________________
Laboratory (or clinical dept.) Name __________________________ Chief ___________________
No. Staff Members in the lab or clinical dept _____

Facilities

Lab space __________________________ Clinical resources ____________________________
Computer Equipment_____________________________________________________________
Major Lab Equipment _____________________________________________________________
______________________________________________________________________________
Core Facilities and Services _______________________________________________________
______________________________________________________________________________
Other _________________________________________________________________________
Partner 2, 3, …….
As above, add sheets

Form 8
FFC Grant Application 2012
Outside Collaborations/Services

External Collaborations must be supported by Collaborators’ letters (for both PI, Coordinator and Partner/s)
Collaboration 1

Name/Surname of principal collaborator                                                                         

Institution/Laboratory

Specific contribution to the project:

Collaboration 2
Name/Surname  of principal collaborator                                                                        

Institution/Laboratory

Specific contribution to the project:

Other

Form 9
FFC Grant Application 2012
Budget   The budget description must be accurate 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
	3rd year
	TOTAL

	Equipment

(very limited)
	
	
	
	
	

	Material,

Supplies,
	
	
	
	
	

	Salaries,

Wages
	
	
	
	
	

	Travels, training, Publications, ……
(max 5% of the total amount required)
	
	
	
	
	

	Outside

Collaborations/

Services
	
	
	
	
	

	TOTAL
	
	
	
	
	


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

	
	Description/Justification     
	1st year
	2nd year 
	3rd year
	TOTAL

	Equipment


	Coordinator

Partner 1

Partner 2
	
	
	
	

	Material,

Supplies,

Services


	Coordinator

Partner 1

Partner 2


	
	
	
	


Etc………

Other Financial Supports  (if available)

Current ___    Pending ___     Period: from__________ to ___________

Amount:

Project Title:

Brief Description:

Granting Agency:

Appropriate document must be attached

Form 10
FFC Grant Application 2012
For Multicentre Projects only 

Role and Contribution of Partner(s) in the project     

Coordination and Management    
Partner 1
Name                                                                                               Annual Effort % ___

Specific Role and Contribution:

Partner 2

Name                                                                                                Annual Effort % ___

Specific Role and Contribution:

Partner 3, 4, ……..    Add sheets

Coordination and Management

Monitoring activities of the Partners:

Facilitating communication:

Promoting exchange of ideas and methodological approaches:

Stimulating analysis and integration of results:

Form 11
FFC Grant Application 2012
Lay Summary

Project Title (in Italian)  

Keywords (in Italian)

Project Summary (in Italian) max 2500 chars

· Ragioni del progetto

· Obiettivi principali

· Materiali, pazienti, metodi

· Disegno dello studio

· Risultati attesi

· Possibili ricadute

Project Title (in English)   max 2500 chars

Keywords (English)
Project Summary

· Background

· Hypothesis and objectives

· Material, patients, methods

· Expected results and spin-offs

Form 12
FFC Grant Application 2012
List of documents included (basic and additional)  See FFC Call for Application, items 3, 4, 5 and all the other forms.
PRO FORMA DECLARATIONS
Pro forma declaration A

PROJECT TITLE: “................................................................................................................”
(PI or Co-ordinator: ..........................................)
DECLARATION OF CONSENT FOR PROCESSING PERSONAL DATA
Whereas, 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 projects 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 ____________________________
Signature_________________________

Date ____________________________

Pro forma declaration B

PROJECT TITLE: “................................................................................................................”

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

DECLARATION OF ACCEPTANCE OF 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 2012 as ................................. (role in the project)
Name ________________________________
Signature______________________________

Date__________________

Pro forma declaration C

PROJECT TITLE: “................................................................................................................”

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

DECLARATION OF ACCEPTANCE OF PARTNERSHIP

I, (name, personal data, address, telephone and fax number, e-mail and fiscal code)

DECLARE

that I will collaborate in the above mentioned project submitted to Italian CF Research Foundation – onlus for the FFC Grant application 2012 as Partner (number in the Project)
Name ________________________________

Signature______________________________

Date__________________

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

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

DECLARATION OF ACCORDANCE WITH THE INSTRUCTIONS OF THE D. LGS. 27-11-1992 N. 116 ON THE PROTECTION OF ANIMALS UTILIZED FOR EXPERIMENTAL AIMS
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. 27-11-1992 n. 116.

Type of animals: _________________________________________________________

Estimated number of animals: _______________________________________________

Institute/Laboratory at which animals will be bred and treated: ______________________

_______________________________________________________________________

PI (or Co-ordinator) Signature ______________________________________________

Name of the responsible of the animal treatment ________________________________

Signature _________________________________

Date ____________________________________

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

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

AUTHORIZATION OF THE ETHICAL 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 November 30th 2012, after the grant assignment.
Name of the responsible of the animal treatment ________________________________

Signature _________________________________

Date ____________________________________

PI (or Co-ordinator) Signature ______________________________________________

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

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

AUTHORIZATION OF THE ETHICAL COMMITTEE OF THE RESEARCH INSTITUTE 
FOR EXPERIMENTS ON HUMAN SUBJECTS
I declare that the authorization of the Ethical/Technical 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 November 30th 2012, after the grant assignment.
Name of the responsible of the clinical trial______________________________________
Signature _________________________________

Date ____________________________________

PI (or Co-ordinator) Signature ______________________________________________
Appendix 1
Check list da compilare in caso di Randomised Controlled Trial

PARTE PRIMA: dati generali



	Razionale dello studio: descrizione del problema (frequenza e gravità della condizione indagata, e rilevanza del quesito per la pratica clinica)

	Indicare (e documentare) che cosa già si conosce e che cosa ancora non si sa del problema

	Indicare chiaramente gli obiettivi dello studio

	Indicare quale disegno si intende adottare (parallelo, crossover, fattoriale, altri disegni…)


PARTE SECONDA: metodi


Popolazione 



	Criteri di inclusione: caratteristiche

- demografiche (età, sesso, etnia, ecc)

- cliniche (tipo e stadio di malattia, comorbidità)

- geografiche (area/e in cui si recluterà)

- temporali (il periodo di tempo in cui si recluterà)

	Criteri di esclusione. Si ricordano, tra i motivi dell’esclusione, i soggetti

- ad alto rischio di per sè

- a rischio aumentato se arruolati nello studio (es: eventi avversi)

- ad alto rischio di non risposta (rifiuto a partecipare, impossibilità di fornire dati)

- ad alto rischio di perdita al follow up

- ad alto rischio di confondere i risultati

	Area geografica di appartenenza dei centri coinvolti

	Numero centri partecipanti

	Modalità di reclutamento 

	Quanto tempo durerà il reclutamento?

	Ci sarà un periodo di run-in? 

	Se SI, che scopi avrà il run-in?

	Ci sarà un periodo di wash-out? 


Interventi e controlli utilizzati 



	Di quanti bracci si compone lo studio?

	(per ogni braccio) Quali farmaci/interventi vengono proposti?

	(per ogni braccio) Modalità di somministrazione

	(per ogni braccio) Durata del trattamento

	Saranno permesse terapie aggiuntive?


Esiti analizzati nello studio 



	Quali esiti o parametri di valutazione (outcomes) vengono considerati? Elencare gli esiti, distinti fra esiti primari e secondari

	(per ogni esito) indicare se l'esito è primario o secondario

	(per ogni esito) a chi è affidata la rilevazione

	(per ogni esito) gli strumenti di rilevazione

	(per ogni esito) scala di misura utilizzata


Tempi 



	Quale è la durata programmata dello studio? (reclutamento – follow up – analisi)

	Ogni quanto verranno visitati i pazienti? 

	Se possibile, allegare tempogramma del progetto


Randomizzazione



	Quale tecnica verrà utilizzata per la randomizzazione?

	Verrà effettuata una randomizzazione a blocchi?

	Verrà effettuata una randomizzazione stratificata? Per quali variabili?

	Precisare eventuali rapporti di randomizzazione diversi da 1:1

	Come verrà mantenuto l'occultamento della sequenza di randomizzazione?


Cecità



	Quanti e quali sono i livelli di cecità (chi sarà in condizione di cecità)?

	Come verrà garantita la cecità?


Elementi di analisi statistica



	Fornire una definizione dell'ipotesi sufficientemente chiara.

Si tratta di uno studio di superiorità, equivalenza, non inferiorità?

	Dimensione prevista del campione

	Come è stata calcolata la dimensione del campione? (vedi 3 items successivi)

	     - Quali caratteristiche ha il fenomeno nella popolazione considerata?

	     - C’è una differenza, dichiarata a priori, di interesse per lo sperimentatore (delta atteso)?

	     - Quali valori per alfa e per beta?

	Come verranno gestite le defezioni (Intention To Treat Analysis o altro?)

	Descrivere le tecniche che verranno utilizzate nell’analisi dei risultati

	Sono previste analisi per sottogruppo (precisare)?

	Sono previste analisi interim?

	Sono presenti regole per l’eventuale interruzione precoce dello studio?


Possibili conflitti di interesse



	Esplicitare quali sono e in che cosa consistono


PARTE TERZA: RISULTATI 


Risultati dello studio



	Quali sono i risultati attesi dello studio?


PARTE QUARTA

Trasferibilità dei risultati



	Il campione rappresenta adeguatamente la popolazione a cui è indirizzato il trattamento? 

	I soggetti studiati sono simili a quelli che si incontrano nel contesto clinico-assistenziale locale?

	Gli interventi proposti sono praticabili nel contesto clinico-assistenziale quotidiano?

	Il contesto organizzativo attuale locale può supportare quanto suggerito dallo studio?


Aspetti etici



	Verrà richiesto il consenso informato? Con quali modalità? 

	Verrà / è stata richiesta l’approvazione del comitato etico?
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