Seite 8 von 8

Full Application for the Funding of a Clinical Trial

1.
STUDY SYNOPSIS 

	APPLICANT/COORDINATING INVESTIGATOR
	

	TITLE OF STUDY
	

	CONDITION
	

	OBJECTIVE(S)
	

	INTERVENTION(S)
	Experimental intervention / index test:

Control intervention / reference test:

Follow-up per patient:

Duration of intervention per patient:

Experimental and / or control off label or on label in Germany:

	KEY INCLUSION AND EXCLUSION CRITERIA
	Key inclusion criteria:

Key exclusion criteria:

	OUTCOME(S)
	Primary efficacy endpoint:
Key secondary endpoint(s):
Assessment of safety:

	STUDY TYPE
	

	STATISTICAL ANALYSIS
	Efficacy / test accuracy:
Description of the primary efficacy / test accuracy analysis and population:

Safety:

Secondary endpoints:

	SAMPLE SIZE
	To be assessed for eligibility (n = …)

To be allocated to trial (n = …)

To be analysed (n = …)

	TRIAL DURATION
	First patient in to last patient out (months):

Duration of the entire trial (months):

Recruitment period (months):

	PARTICIPATING CENTERS
	To be involved (n):

Signed agreement to participate (n):

	PREVIOUS DFG / BMBF PROJECT NUMBER
	


1.1
Summary 
1.2
Key WORDS
1.3
Intervention Scheme / Trial Flow
1.4
Frequency and Scope of study Visits

1.5 
Application History 

2.
THE Medical problem

2.1
Evidence 

2.2
The need for a trial 

2.1 Strategies for DATA Handling and the dissemination of Results

3.
JUSTIFICATION OF DESIGN ASPECTS

3.1
Control(s) / comparator(s) 

3.2
DOSE, MODE AND SCHEME OF INTERVENTION

3.3 
ADDITIONAL TREATMENTS

3.4 
Inclusion / exclusion criteria 

3.5 
Outcome measures

Determination of primary and secondary measures
3.6 
Methods against bias 

3.7 
Proposed sample size / power calculation

Compliance / Rate of loss to follow up 

3.8 
Feasibility OF RECRUITMENT

International collaborations
3.9 STOPPING RULES
4.
Statistical Analyses

5.
Ethical Considerations

6.
qUALITY aSSURANCE AND SAFETY

6.1 Quality assurance / monitoring

6.2 Safety

7.
REFERENCES

8.
TRIAL TIMELINE FLOW

9.
List of Participants involved in the Trial
	Trial Sponsor

	

	Trial management

	#
	Name
	Affiliation
	Responsibility / Role
	Signature

	
	
	
	
	

	
	
	
	
	

	Trial statistician

	#
	Name
	Affiliation
	Signature

	1
	
	
	

	Trial supporting facilities 

	#
	Name
	Affiliation
	Responsibility / Role

	
	
	
	

	
	
	
	

	Recruiting centres

	#
	Name
	Affiliation
	Expected no. of 

patients recruited for the complete trial

	
	
	
	

	
	
	
	

	Total sum of recruited patients
	

	Data Monitoring and Safety Board (DMSB)

	#
	Name
	Affiliation

	
	
	

	
	
	

	
	
	


	Other participating groups / bodies

	#
	Name
	Affiliation
	Responsibility / Role

	
	
	
	

	Review of trial protocol

	#
	Name
	Affiliation

	
	
	


10.
FINANCIAL DETAILS OF THE TRIAL

10.1

ComMERCIAL Interest
10.2

FINANCIAL SUMMARY

	 
	Organizational Segment


	Institution/
Participant/
Trial Site
	No of items/
Kind of equipment/
Explanation
	Qualification of staff
	BAT
	Total months
	 Total (€) 
	y1 – y3

(months/€)
	y4 - yx
(m/€)

	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	

	1
	Clinical project management
	
	
	
	
	
	
	 
	

	2
	Project management
	
	
	
	
	
	
	 
	 

	3
	Data Management
	
	
	
	
	
	
	 
	 

	4
	Biometry
	
	
	
	
	
	
	 
	 

	5
	Quality Assurance/ Monitoring 
	
	number of visits per site

mean number of days per visit

monitoring costs per day

total no of visits @ x € each
	
	
	
	
	 
	 

	6
	Trial committees
	no. of DSMB members 
	no. of meetings @ x €/p
	
	
	
	
	 
	 

	7
	Meetings/
Travel
	no. of attendees
	no. of meetings @ x €/p

travel costs monitoring


	
	
	
	
	 
	 

	
	
	
	
	
	
	
	
	
	

	8
	Case payment
	
	assays/examinations per patient hours of staff per patient 
€/patient x no of patients
	
	
	
	
	 
	 

	9
	Reference

centers
	
	no. of samples@ x €
	
	
	
	
	 
	 

	10
	Materials
	
	consumables
	
	
	
	
	 
	 

	
	
	
	trial manuals, files, forms
	
	
	
	
	 
	 

	11
	Trial drug
	
	€/patient
	
	
	
	
	 
	 

	12
	Insurance
	
	€/patient
	
	
	
	
	 
	 

	13
	Fees
	
	
	
	
	
	
	 
	 

	14
	Publications
	
	
	
	
	
	
	 
	 

	15
	Equipment
	
	< 10.000 €
	
	
	
	
	 
	 

	
	
	
	> 10.000 €
	
	
	
	
	 
	 

	
	
	
	> 50.000 €
	
	
	
	
	 
	 

	16
	Other
	
	
	
	
	
	
	 
	 

	
	TOTAL
	 
	 
	
	
	
	 € 
	 € 
	 € 


months = staff indicated in months where applicable; € = other expenditures indicated in Euro where applicable;  /p = per person
10.3 
FINANCIAL PLAN 
	No.
	Organizational
segment / 
activity / task
	Explanation / Comments / Items
	Total ressources required
(DFG: years 1-3 only, further resources 
subject to reapplication)

	
	
	
	Staff
	Con-
sumables

	
	
	
	salary group
	 Months1)
	€2)
	€2)

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	TOTAL
	 
	
	

	
	
	TOTAL RESOURCES APPLIED FOR
	 
	 
	
	


1) please indicate full-time equivalents

2) please use thousands separator
10.4
Equipment

10.5
Co-financing by industry and / or other third parties

10.6
Other funding
11.
CVs of major participants

12.
Declarations 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 patients with the condition speci​fied above have you seen in your institution during the last 12 months?
	

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

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

	How many 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?

 FORMCHECKBOX 
 Individual estimation

 FORMCHECKBOX 
 Hospital data management system

 FORMCHECKBOX 
 Patient registry

 FORMCHECKBOX 
 Others

If others: please specify

 


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

 FORMCHECKBOX 
 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 interestswith regard to the above mentioned clinical trial and the investigational drugs that will be used. 







___________________________


Date / Signature

APPENDICES

1. 
Staff and institution’s contribution (Grundausstattung)

2. 
Supporting infrastructure of the medical institution(s)

3.
“Vertrauensdozent” (only for applications to the Deutsche Forschungsgemeinschaft)

4.
Declaration of conflicts of interest

5. 
Monitoring details

	Duration of the entire trial
	
	years

	Number of patients to be allocated to trial
	
	

	Mean number of patients / site
	
	

	Participating sites (n)
	
	

	Total monitoring costs
	
	€

	One site visits
	
	

	Preparation and postprocessing
	
	

	Travel
	
	

	Monitoring costs / patient
	
	

	Monitoring costs (staff) / day
	
	€

	Total number of visits per site (n)
	
	

	Duration of initiation visit / site
	
	days

	Duration of interim visits / site
	
	days

	Duration of close-out visit / site
	
	days

	Mean travel time / visit
	
	days

	Preparation and postprocessing / visit
	
	days


6.
Registration
7.
Sponsor’s Declaration 

8.
Appoval of the responsible ethics committee
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