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Einleitung

Dieser Leitfaden stellt die Anforderungen für die Erstellung von beurteilungsfähigen Projekt​skizzen dar. Er ergänzt die am 14.12.2021 im Bundesanzeiger veröffentlichte o. g. Förderricht​linie (http://www.gesundheitsforschung-bmbf.de/de/13795.php). Er soll offene Fragen im Vorfeld der Einreichung klären.

Projektskizzen, die den Vorgaben der Förderrichtlinie und des folgenden Leitfadens nicht entsprechen, können ohne weitere Prüfung abgelehnt werden. 
Es wird dringend empfohlen, zur Beratung mit dem DLR Projektträger Kontakt aufzunehmen. Ansprechpartnerinnen sind: 

Frau Dr. Michaela Fersch

Telefon: 02 28/38 21-12 68

E-Mail: michaela.fersch@dlr.de
Frau Dr. Katarzyna Saedler

Telefon: 02 28/38 21-19 47

E-Mail: katarzyna.saedler@dlr.de
Herr Dr. Ralph Schuster

Telefon: 02 28/38 21-12 33

E-Mail: ralph.schuster@dlr.de
Entscheidungsverfahren

Projektskizzen für einen Forschungsverbund sind durch den/die Verbundkoordinator/in 

bis spätestens zum 22. Februar 2022, 23:59 Uhr (MEZ)
als ein PDF-Dokument in folgendem Portal einzureichen: 

https://foerderportal.bund.de/easyonline/reflink.jsf?m=GM-SELTENE_ERKR&b=GM2021&t=SKI
Begutachtung und Hearing

Die eingereichten Projektskizzen werden unter Beteiligung eines internationalen Begutachtungsgremiums nach den in der Bekanntmachung definierten Kriterien begutachtet. Im Rahmen dieser Begutachtung werden die Antragstellenden eingeladen, ihre Projektskizze dem Gremium in einer Präsentation vorzustellen (Hearing). Anschließend können Fragen des Gremiums besprochen und das Konzept diskutiert werden. Das Hearing wird entweder als Präsenzveranstaltung, sofern es die Pandemielage zulässt, oder alternativ online durchgeführt.

Nach dem Hearing werden die Gutachtenden darüber beraten, welche Anträge zur Förderung vorgeschlagen werden.

Weitere Details zu dem genauen Datum sowie zum Ablauf des Hearings werden den Antragstellenden separat mitgeteilt.

Formale Vorgaben für die Projektskizzen

Der vorliegende Leitfaden stellt die Anforderungen für die Antragstellung detailliert dar und ergänzt die Förderrichtlinie des BMBF.

Die vollständigen Unterlagen für einen Forschungsverbund müssen folgende Teile umfassen: 

(1) die Projektskizze des Forschungsverbundes als ein PDF-Dokument (gemäß den Vorgaben des Leitfadens);

(2) ein Unterschriftenblatt, auf dem Vertreterinnen und Vertreter des Verbundes (in der Regel die Projektleiterinnen bzw. Projektleiter) mittels rechtsverbindlicher Unterschrift die Kenntnisnahme sowie die Richtigkeit der in der Projektskizze gemachten Angaben bestätigen. Diese eingescannte Seite ist in die hochzuladende Projektskizze / PDF-Datei einzubinden. Ein weiteres Anschreiben ist nicht erforderlich. 

Das unterzeichnete Unterschriftenblatt ist dann im Original innerhalb von drei Wochen nach Einreichungsfrist an die folgende Adresse zu senden: 

DLR Projektträger

Bereich Gesundheit

Frau Luiza Sturm

Heinrich-Konen-Straße 1

53227 Bonn

Für das unterzeichnete Unterschriftenblatt in Papierversion gilt das Datum des Poststempels. Eine Papierversion der Projektskizze muss nicht eingereicht werden.
Mustervorlagen für die Projektskizze
Bitte erstellen Sie Ihre Projektskizze in englischer Sprache. 

Die Projektskizze besteht mindestens aus den unten dargestellten Teilen 1, 2, 6 und 7. Die Teile 3, 4 und 5 müssen nur dann ausgefüllt werden, wenn entsprechende Studien innerhalb des Konsortiums geplant sind. Die maximal zulässige Seitenzahl für jeden Teil ist in Klammern angegeben. Bitte nutzen sie unbedingt die für das jeweilige Teilprojekt passende Mustervorlage, damit eine sachgerechte Bewertung auf Grundlage aller notwendigen Angaben erfolgen kann. 
Teil 1: Darstellung des Konsortiums (max. 17 Seiten inklusive Finanzplan)
Teil 2: Mustervorlage für ein Forschungsprojekt (max. 5 Seiten inklusive Finanzplan, bzw. max. 7 Seiten bei Studien mit Tierexperimenten)
Teil 3: Mustervorlage für eine klinische Studie (max. 17 Seiten exklusive Finanzplan)
Teil 4: Mustervorlage für eine epidemiologische Studie (Register- / Kohortenstudie) (max. 10 
Seiten inklusive Finanzplan)

Teil 5: Mustervorlage für eine Biomaterialbank (max. 10 Seiten inklusive Finanzplan)

Teil 6: CVs aller Teilprojektleiter/innen inkl. der wichtigsten Publikationen der letzten 10 Jahre inkl. derjenigen, die aus dem Verbundvorhaben entstanden sind (max. 1 Seite pro CV) 
Teil 7: Bestätigung der Vertreterinnen und Vertreter aller Projektpartner über die Kenntnisnahme sowie Richtigkeit der in der Skizze gemachten Angaben
Für alle 7 Teile der Projektskizze ist folgendes Format zwingend einzuhalten: 

DIN A4, 11 Punkt Arial, 1-zeilig. Referenzen dürfen in kleinerer Schriftartverfasst werden, jedoch nicht kleiner als 8 Punkt Arial. Der Vancouver Style ist für alle Referenzen zwingend anzuwenden (siehe: International Committee of Medical Journal Editors. Uniform Requirements for Manuscripts submitted to Biomedical Journals. NEJM 1997;336:309-15). Alle Unterlagen der Projektskizze sind in einem PDF Dokument einzureichen.

Bitte nutzen Sie die vorgegebene Gliederung. Hierbei sind alle vorgegebenen Punkte zu adressieren. Die vorhandenen Eintragungen in kursiver Schrift sind als Hinweise für die Projektskizzenerstellung gedacht und vor Projektskizzeneinreichung zu löschen.

Allgemeine Hinweise

Nachfolgende Hinweise sind bei der Planung und Einreichung der Projektskizze zu beachten. 

· Wissenschaftliche Standards 

Die Antragstellenden sind verpflichtet, nationale und internationale Standards zur Qualitätssicherung der Forschung sowie zur Interoperabilität und zur standardisierten Dokumentation von Daten zu beachten. Hierzu sind insbesondere die nachfolgenden Dokumente in der jeweils geltenden Fassung zu berücksichtigen (die Aufzählung ist nicht abschließend):

· Memorandum zur Sicherung der guten wissenschaftlichen Praxis (DFG),
· Memorandum III: Methoden für die Versorgungsforschung,
· Leitlinien für Gute Epidemiologische Praxis,
· Leitlinien für Gute Praxis Datenlinkage,
· FAIR Data Principles,
· Richtlinien des Council for International Organization of Medical Sciences,

· Richtlinie "Proposed International Guidelines For Biomedical Research Involving Human Subjects" (World Health Organization).

· Qualität der angewendeten Methoden 

Die Generierung neuer Daten zur Schließung vorhandener Datenlücken kann in den Forschungsverbünden umgesetzt werden, so lange diese Daten in entsprechenden Modellierungen im Verbund eingesetzt werden. Die Validität der Erhebungsverfahren muss dabei in Bezug auf die gewählte Forschungsfrage gewährleistet sein. Die kontinuierliche Einbindung methodologischer Expertise in das Vorhaben muss gewährleistet sein. 

· Zugänglichkeit und langfristige Sicherung von Forschungsdaten und -ergebnissen

Forschungsergebnisse, die im Rahmen dieser Förderrichtlinie entstehen, müssen unabhängig von ihrem Ergebnis publiziert werden. Die Veröffentlichung soll grundsätzlich als Open-Access-Publikation erfolgen. Originaldaten zu den Publikationen sollen zur Nachnutzung zur Verfügung gestellt werden (gemäß o. g. FAIR Prinzipien). 

· Weitere Voraussetzungen 

Bitte beachten Sie, dass alle in der Förderrichtlinie beschriebenen Regelungen und Voraussetzungen Gültigkeit haben. Wir empfehlen daher dringend, den Text der Förderrichtlinie ganz genau zu lesen und zu befolgen. Ein Nichtberücksichtigen auch einzelner Regelungen kann dazu führen, dass die Projektskizze ohne weitere Prüfung abgelehnt wird.

Guidelines for Grant Application

1. Description of Consortium

The description of the consortium must not exceed 17 pages from heading 1.1 to 1.3.9. Use of DIN A4, 11 point Arial for description of the consortium and 8 point Arial for references, single-spaced is mandatory. Make an entry under every heading.
1.1
GENERAL INFORMATION ON THE CONSORTIUM 
	APPLICANT / CO-INVESTIGATORS
	In case of multiple applicants, the coordinating investigator of the consortium who will take responsibility for managing the entire consortium should be listed first.

· First name, last name, academic title

· Institution and department (complete name)

· Postal address

· Telephone

· Fax

· E-mail address

	TITLE 
	The title of the consortium should be precise.

	ACRONYM
	The acronym for the consortium.

	CONDITION / TOPIC
	The exact medical condition / topic being addressed.

	OBJECTIVE(S)
	Which principal research questions are addressed? Clearly specify the primary goal of the consortium. Which (main) results are expected?

	KeyWORDS
	Maximum 5 keywords outlining the area of research.

	CONSORTIUM DURATION
	Indicated in months.

	Summary
	Please provide a summary of the main goals and methodological approach of the consortium (max. 1600 characters, including spaces). 


	Sub- project No.
	Principal investigator
	Institution
	Title of Subproject
	Function in the consortium

	1
	Prof. xx
	University of X..
	Coordination unit of the consortium for research on fragile-X syndrome
	Coordination, Monitoring, Processing of results

	2
	Dr. xy
	University of Y….
	Genotype-Phenotype correlations in patients with fragile-X syndrome 
	Analysis and description of genotype / phenotype correlations


A1.2.
Results of the Previous funding period

A1.2.1
Scientific results
Describe the highlights of scientific results achieved so far through the networking in the consortium. List all publications and patents directly resulting from the activities of the funded consortium. Here, only those publications are to be cited in which sponsoring through the BMBF in the context of the consortium has been mentioned univocally.
A1.2.2
Structural development
Describe: achievements in management infrastructure, organisational support, quality assurance; achievements of networking, e.g. methods developed, biobanks, well-characterized patient cohorts, databases, high throughput sequencing or other relevant research platforms / service components; added value of the cooperation so far; other national and international collaborations of the consortium; dissemination of results and public relations work.
1.2.
Objectives, RELEvANCE, EXPERTISE AND iNNOVATION

1.2.1
OBJECTIVES, OVERALL CONCEPT AND RELEVANCE OF THE CONSORTIUM
Describe the planned research priorities with respect to the current state-of-the-art, outlining a clearly defined thematic focus. What is the prevalence and medical relevance of the chosen disease (group)? How many patients can be reached within the planned collaboration? Which medical problem is addressed? Which results are expected? What strategies will be used to ensure translation of the results?
1.2.2
Existing Infrastructure and previous achievements
Describe the quality and scope of existing national and international networking in disease-oriented research addressed by this call as well as existing infrastructure and previous achievements relevant for the application, e.g. developed methods, biobanks, well-characterized patient cohorts, databases, high throughput sequencing or other relevant research platforms / service components. 
Additionally, please list ongoing projects related to the present topic, indicating funding sources and possible overlaps and synergies with the proposed consortium.
1.2.3
NOVEL ASPECT AND FUTURE IMPACT

What is the novel aspect of the proposed investigations? Which impact will the results have on clinical practice (e.g. prevention, diagnosis, therapy) or understanding of the addressed disease? 
1.3.
Structure of the planned Cooperation
1.3.1
COOPERATION, Coordination and communication
Which coordination structure is available or will be implemented for an efficient cooperation within the consortium? How will the consortium be managed? What are the contributions of the individual partners? Describe existing or planned measures of coordination and communication as well as structures of internal and external controlling. A diagram depicting the coordination structure may be useful. Please also describe what kind of procedures are planned to ensure extensive information of patients and medical professionals about the results of the planned research and best practices in diagnosis, treatment and care.
1.3.2
Added value
Comment on the synergistic effects of interaction within the consortium. For the collaboration with groups outside of the consortium (associated groups) that are essential for the implementation of the work program, please describe nature and content of the intended collaboration. Please also describe potential themes for networking with other consortia.
1.3.3
QUALITY ASSURANCE, STANDARDIZATION, EXCHANGES
Explain planned measures for quality assurance as well as for standardization and exchange of procedures, samples and data within the consortium.
1.3.4
DATA MANAGEMENT STRATEGY
Describe what measures will be implemented to ensure data management, maintenance and long-term accessibility for future reuse of your results (also by third parties, taking into account privacy rules and proprietary data). Also mention at which stage data sharing will be ensured. Please use existing standards and data repositories where appropriate. Please describe how the new research data in this project will be findable, accessible, interoperable and re-usable (FAIR).
1.3.5 
Concept for sustainability of infrastructures initiated by the project
Please describe the concept for sustainability for infrastructures (e.g. registries, cohorts, biobanks, databases etc.) and their possible interaction with national or European Infrastructure Initiatives (where applicable, e.g. BBMRI, ELIXIR, INFRAFRONTIER, INSTRUCT, RD-Connect, etc.).
1.3.6
Involvement of Patients and Patient Representatives
Please clearly present the role and responsibilities of the patient representatives and Patient Advocacy Organisations (PAOs); how they will operate, at what levels and stages of the research, and provide justifications for allocated resources. Patient representatives and PAOs can be involved in all levels of the proposed work, including in project design, by advising on prioritization, sitting on advisory groups, being a member of the consortium steering group or the governance group
. Patient representatives and PAOs may be part of institutional scientific boards to discuss the proposal and subsequent study on issues such as:

· the research idea, for relevance to patient concerns,

· possible outcomes, especially patient reported outcome measures,

· informed consent,

· patient input on appropriate outcome measures,

· possible patient intervention in the project, 

· review of the data collected,

· dissemination of research findings.
1.3.7
TIMEFRAME / MILESTONES
In which time-frame will major work packages be achieved? What kind of milestones are planned?
1.3.8 
REFERENCES 

For your references please use the Vancouver style (Further information: International Committee of Medical Journal Editors. Uniform Requirements for Manuscripts submitted to Biomedical Journals. NEJM 1997;336:309-15). Please use at least 8 point Arial for references.
1.3.9 
FINANCIAL SUMMARY 

Please provide a brief financial summary here, showing the overall financial structure of the consortium. Please make sure that all overhead costs (e.g., “Projektpauschale” for universities and university clinics) are properly considered. Inclusion of overhead costs must be clearly visible here. In addition, do also consider the added value tax (Mehrwertsteuer) for commissions if applicable.
	Financial Plan

	Title of the consortium: "….."

	Subproject number and short title
	Personnel 
	Consum-ables 
€
	Equipment 
€
	Commis-sions 
€
	Travel 
€
	Other
€
	
	Total of BMBF funds applied €
	Co-financing 
by industry 
or others
€

	
	Number of Sci, Grad, Eng, T, O*
	€
	
	
	
	
	
	Overhead€
	
	

	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	

	TOTAL CONSORTIUM
	
	
	
	
	
	
	
	
	
	


(Insert lines according to space required.)

*Sci = Scientist, Grad = Graduate student, Eng = Engineer, T = Technician, O = Other

Other costs: e.g. animal costs etc.

For industrial partners, please note: insert not total project costs, but BMBF share only.

Description of Subprojects (N° XY, refer to main list)
The following outline shall be used for the description of regular research projects. In case you want to apply for funding of a clinical trial (including a diagnostic study), an epidemiological (registry / cohort) study or a biobank, please proceed to part 3, 4 or 5 of this guideline. If funds for other central projects such as coordination or service components are applied for, please use the regular research project scheme (part 2) and, if necessary, modify it accordingly. 
2. Description of Research Project 

The description of each research project must not exceed 5 pages from heading 2.1 to 2.4.4. References are not included in the page limit. Use of DIN A4, 11 point Arial for description of the project and at least 8 point Arial for references, single-spaced is mandatory. Two additional pages are allowed for the description of further details in case of a study involving animals. Structure your application using the headings below. Make an entry under every heading.
2.1.
GENERAL INFORMATION ON THE RESEARCH PROJECT
	APPLICANT / CO-INVESTIGATORS OF THE SUBPROJECT
	In case of multiple applicants, the principal investigator / coordinating investigator of the project should be listed first.

· First name, last name, academic title

· Institution and department (complete name)

· Postal address

· Telephone

· Fax

· E-mail address

	TITLE OF SUBPROJECT
	The title of the project should be precise.

	CONDITION / TOPIC
	The exact medical condition / topic being examined.

	INVOLVEMENT OF ANIMALS
	( yes                             ( no

	OBJECTIVE(S)
	Which principal research questions are addressed? Clearly specify the primary goal of the project. Which (main) results are expected?

	KeyWORDS
	Maximum 5 keywords outlining the area of research.

	DURATION OF SUBPROJECT
	Indicated in months. 

	Summary
	Please provide a summary of the main goals and the methodological approach of the project (max. 1600 characters, including spaces). 


A2.2. 
Results of the Previous FUnding Period 
Only fill out if applicable

A2.2.1. ORIGINAL AIMS OF THE PROJECT

Describe the original aims at the starting point of your project.

A2.2.2. SCIENTIFIC RESULTS 

Describe the scientific highlights so far of your project. Compare the obtained results with the schedule and milestones envisaged in the initial proposal.

A2.2.3. RELEVANT PUBLICATIONS AND PATENTS

List all publications directly resulting from the activities of the funded project (here, only those publications are to be cited in which sponsoring through the BMBF in the context of the consortium has been mentioned univocally). Indicate if a publication represents the joint activities of two or more consortium groups. Describe additional dissemination and exploitation of results.
A2.2.4. NETWORKING

Provide a summary how you have contributed to networking. Focus (i) on the use of the consortium structure by the project and (ii) on the special contributions of the project to the overall aims of the consortium.

2.2.
SPECIFIC INFORMATION ON THE RESEARCH PROJECT
2.2.1
STATE-OF-THE-ART AND OWN PREVIOUS WORK
Describe the international state-of-the-art and your own previous work in the research field. List 5 of your most relevant publications of the past 5 years and the relevant patents over the last 5 years, both with respect to your proposal.
2.2.2
AIMS
What is the hypothesis to be tested? What is the aim / purpose of the subproject? Which are the novel aspects of the subproject? What results are expected? How will the results contribute to better health care?

2.2.3
METHODS
Please describe the key methods used in the proposed project. Indicate which methods are established in your group and which methods will be established through collaborations. For subtasks, which will be entirely delegated to other groups, please provide a confirmatory letter of collaboration.
In case animal studies are planned, comment on the items below considering the ARRIVE Guidelines
. Note that 2 additional pages are allowed for the description of the animal experiments. Also mention if an item is not applicable to the planned study and provide a reason why. 

· Background and objectives (experimental approach and rationale; how the animal model being used can address the scientific objectives; the study’s relevance to human biology)

· Nature of the ethical review permissions (licences, guidelines)

· Study design (number of experimental control groups, steps to minimise the effects of subjective bias)
· Experimental procedures (details of procedures concerning drug delivery, anaesthesia / analgesia, surgery, e.g. How, When, Where and Why)

· Experimental animals (details of the animals e.g. species, strain, sex, developmental stage, age, weight, source of the animals, genetic modification status, etc.)

· Housing and husbandry (housing type, husbandry conditions)
· Sample size (total number of animals in each experiment and experimental group, sample size calculation)
· Allocating animals to experimental groups (details of allocation including randomisation or matching, order of treatment and assessment)

· Experimental outcomes (definition of assessed primary and secondary outcomes)

· Description of statistical methods
2.2.4
RESOURCES
Does the project involve utilization of (characterized) biomaterial banks or collections, patient registers or cohorts, high throughput sequencing or other relevant research platforms? If yes, please specify the nature of the respective infrastructure and how access to the resources is granted and organised. Are potential co-founders informed? If yes, how? How is the co-authorship regulated?
2.2.5
WORK PLAN INCLUDING MILESTONES
Please describe the work packages, the milestones you plan to achieve and the necessary time-frame.
2.2.6
NETWORKING
What is the special contribution of the individual subproject to the overall goals of the consortium? How does the subproject benefit from the consortium?
2.3.7. 
International collaborations
If the proposed project includes non–German centres or collaboration with organisations in other countries please give full details of funding arrangements agreed or under consideration.

2.2.8
POTENTIAL HEALTH IMPACT, EXPLOITATION AND DISSEMINATION STRATEGIES
Please indicate how the expected results of the subproject will be used. What is the potential health impact of the expected results? How will translation be facilitated? What are the steps necessary to bring the results to practice? Describe the proposed arrangements for disseminating the results of the research to potential users.
2.2.9
PATIENT INVOLVEMENT 

How were the patients’ needs, goals, and preferences considered in developing the main question and in defining endpoints? How have patient representatives / patient advocacy groups been involved?

2.2.10 
Gender aspects
Please describe how gender- and / or age-specific aspects of the subproject have been addressed, if applicable. 
2.3
ETHICAL CONSIDERATIONS
Comment on ethical considerations relating to the project (confidentiality, informed patient consent).

2.4
FINANCIAL DETAILS OF THE PROJECT
2.4.1
EQUIPMENT

Please list all requested research equipment. Explain why the equipment is essential to the project. Note that equipment commonly in use at the research institution (Grundausstattung) cannot be granted.

2.4.2
Co-financing by industry and / or other third parties

Co-financing by industry or other third parties is possible if 

· the independence of investigators is ensured and 

· terms and conditions of the financial commitment are disclosed. 

If co-financing is intended the application should briefly describe the type and volume of the intended co-financing, indicating the respective company or other third party. 

· Describe the type and volume of support (including any services or consumables provided free of charge). 

· Indicate the amount of support to be provided and assure in writing that the third party will render these services, stating their terms and conditions, if any. 

· Assure that the coordinating investigator is independent, in particular with regard to the analysis of the project and the publication of its results. A statement giving such assurances will be demanded by the BMBF after the review process is finished. 

Please don’t make any agreements before notion of award has been made; please contact DLR-PT first! Appropriate agreements on intellectual property, confidentiality, publication of results, property rights should be concluded between all those playing a leading part in the conduct of the project. 

2.4.3
Other funding
In case you have already submitted the same request for financial support or parts hereof to other institutions, please provide this information. Indicate those third parties which will provide funds, free services or consumables.

If this is not the case please declare: 

"A request for funding this project has not been submitted to any other addressee. In case I submit such a request I will inform the Federal Ministry of Education and Research immediately".

2.4.4
FINANCIAL SUMMARY

Please provide a brief financial summary here, showing the overall financial structure of the project. Please make sure that all overhead costs (e.g., “Projektpauschale” for universities and university clinics) are properly considered. Inclusion of overhead costs must be clearly visible here. In addition, do also consider the added value tax (Mehrwertsteuer) for commissions if applicable. It is strongly advised to consult your local administration for correct salary calculations.
	
	Organizatio-nal Segment


	Qualification and task of staff

No of items/
Kind of equipment/
Explanation / Justification
	Salary group

e.g. TV-ÖD, TV-L, TV-Ä
	Total months
	Total (€)

	
	
	
	
	
	

	
	
	
	
	
	

	1
	Personnel
	position, task
	 
	 
	

	2
	Materials
	consumables, laboratory expenses
	
	

	3
	Equipment
	>410 €
	
	

	4
	Commissions
	Incl. 19% tax
	
	

	5
	Meetings / 
Travel
	no. of meetings x € /person
	
	

	6
	Other
	e.g. animal costs
	
	

	Total Budget:
	

	Institutional Overhead: e.g. “Projektpauschale” for universities / university clinics
	

	Requested Budget (sum):
	

	Co-Financing applicable? Yes / No (e.g. by industry): 
	


2.5
REFERENCES
For your references please use the Vancouver style (Further information: International Committee of Medical Journal Editors. Uniform Requirements for Manuscripts submitted to Biomedical Journals. NEJM 1997;336:309-15). Please use at least 8 point Arial for references.
3. Description of Clinical Trial 

To ensure comparability of all submitted applications please prepare your application in English not exceeding 17 pages for the headings 3.1 to 3.8. Use of DIN A4, 11 point Arial for description of the project and 8 point Arial for references, single-spaced is mandatory. Structure your application using the headings below. Make an entry under every heading.
Scanned signatures of principal investigator / coordinating investigator and trial statistician are mandatory in section 3.10 “LIST OF PARTICIPANTS INVOLVED IN THE TRIAL”.
3.1
STUDY SYNOPSIS
	Applicant / Co- Investigators
	In case of multiple applicants, the principal investigator / coordinating investigator
 of the trial, who will assume responsibility for conducting the clinical trial, should be listed first.
· First name, last name, academic title 

· Institution and department (complete name) 

· Postal address 

· Telephone 

· Fax 

· E-mail address 

	Title of study
	Descriptive title identifying the study design, population, and interventions. Acronym is optional. 

	Condition
	The medical condition being studied (e.g. asthma, myocardial infarction, depression). 

	Objective(s)
	Which principal research questions are to be addressed? Specify clearly the primary hypotheses of the trial that determine sample size calculation. 

	Intervention(s)
	Brief description of the experimental and the control treatments or interventions as well as dose and mode of application. 
Experimental intervention:

Control intervention:

Duration of intervention per patient: 

Follow-up per patient:

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

	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
	e.g. randomized / non-randomized, type of masking (single, double, observer blind), type of controls (active / placebo), parallel group / cross-over, prognostic, diagnostic

	Statistical analysis
	Efficacy: 

Description of the primary efficacy 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
	Time for preparation of the trial (months): 

Recruitment period (months):
First patient in to last patient out (months): 

Time for data clearance and analysis (months):

Duration of the entire trial (months): 

	Participating centers
	To be involved (n): How many centres will be involved? 

Signed agreement to participate (n): How many centres have signed an agreement to participate? Full list under 3.10.


A.3.2.
Results of the Previous FUnding Period 
Only fill out if applicable

A3.2.1.
ORIGINAL AIMS OF THE PROJECT

Describe the original aims at the starting point of your project.

A3.2.2.
SCIENTIFIC RESULTS 

Describe the scientific highlights so far of your project. Compare the obtained results with the schedule and milestones envisaged in the initial proposal.

A3.2.3.
RELEVANT PUBLICATIONS AND PATENTS

List all publications directly resulting from the activities of the funded project (here, only those publications are to be cited in which sponsoring through the BMBF in the context of the consortium has been mentioned univocally). Indicate if a publication represents the joint activities of two or more consortium groups. Describe additional dissemination and exploitation of results.

A3.2.4.
NETWORKING

Provide a summary how you have contributed to networking. Focus (i) on the use of the consortium structure by the project and (ii) on the special contributions of the project to the overall aims of the consortium.

3.2
SUMMARY OF THE TRIAL
3.2.1
SUMMARY
Give a summary of the main aspects of the project; it should not exceed 15 lines (max. 1600 characters incl. spaces). The project summary serves the main goal to inform the multidisciplinary committees which make the final decision on your grant of the principal aspects e.g. goals, design, subjects, expected outcome of your project.
3.2.2
KEY WORDS
3.2.3
INTERVENTION SCHEME / TRIAL FLOW
Describe the intervention scheme in depth and give a schematic diagram (flow chart) of design, procedures and stages. Recommendations for a complete description you may find in the TIDieR (template for intervention description and replication) checklist and guide.
3.2.4
FREQUENCY AND SCOPE OF STUDY VISITS
What is the proposed frequency and scope of study visits and, if applicable, the duration of post-trial follow-up? Please also give a table with time-points of visits and procedures per time-point. Specify items to be recorded on CRF per procedure.
3.3
THE MEDICAL PROBLEM
Which medical problem is to be addressed? What is the novel aspect of the proposed trial? Which principal research questions are to be addressed? Bring them into order indicating major and minor motivations / starting hypotheses of the investigation planned.

3.3.1
EVIDENCE 

Set your trial into perspective. This section should detail the background of the starting hypotheses of the trial. Also give evidence why a confirmatory/exploratory trial is justifiable at this stage, if applicable. 

A description of how you searched for the evidence (databases, search terms, limits) is mandatory: Please indicate the electronic databases searched. MEDLINE, Cochrane Central, the Cochrane library, clinicaltrials.gov, Deutsches Register Klinischer Studien (DRKS) and International Clinical Trials Search Portal (ICTRP) are recommended as a minimum, but other databases may be relevant in special occasions. Include search terms, limits, date of search and time period covered. Provide a narrative summary: Which trials have been conducted either by you or by others? What is the relevance of their results? Give references to any relevant systematic review(s)
 and / or pilot studies, feasibility studies, relevant previous / ongoing trials, case reports / series. State what your study adds to the existing body of evidence. Also explain why a confirmatory/exploratory trial is justified in this case, if applicable. 

A full electronic search strategy for one database, including any limits used, has to be presented in section 3.12 (max. one page). Guidance concerning search techniques can be found in the following document:  

http://www.cochrane.de/sites/cochrane.de/files/uploads/20130523_Manual_Literaturrecherche_Final.pdf
Please note that insufficient clinical evidence precludes funding.

3.3.2
THE NEED FOR A TRIAL 

How significant is the trial in terms of its potential impact of relieving the burden of disease and / or improving human health? What impact will the results have on clinical practice? How will the individual patient benefit from the trial? 
3.3.3
PATIENT INVOLVEMENT 

Please describe how patient involvement is implemented in the planning, conduct and exploitation of results of the trial
. Please note: Patient involvement should be implemented wherever feasible.
Who? Which patients, patient representative(s), patients’ self-help group(s) or patient advocacy group(s) was / were involved in the planning of the trial? Who is planned to be involved during the conduct of the ongoing trial? Who is planned to be engaged in dissemination of the results?
How? How have patient representative(s), patients’ self-help group(s) or patient advocacy group(s) been involved in the planning of the trial? How were the patients’ needs, goals, concerns and preferences considered? How will patient representative(s), patients’ self-help group(s) or patient advocacy groups be engaged during the conduct of the trial and dissemination of results?
When? When were / are patients, patient representative(s), patients’ self-help group(s) or patient advocacy group(s) involved in e. g. developing the main question, developing the trial design, defining endpoints, accompanying the ongoing trial, communicating trial results? Is engagement at specific time points or continuous engagement (including feedback loops) planned?
Patient involvement can be implemented in different stages of the trial and to a different extent. Please justify why your concept is adequate for the planned trial.
3.3.4
STRATEGIES FOR DATA HANDLING AND THE DISSEMINATION OF RESULTS
Describe how data will be collected / generated and how consistency and quality of data will be controlled and documented. Describe how data will be stored, backed up, managed and curated in the short to medium term. Specify any community agreed or other formal data standard used. Which metadata is produced about the data generated from the research to enable research data to be used by others outside of your own team (taking into account privacy rules and proprietary data), e.g. documentation of methods used to generate the data, analytical and procedural information, provenance of data and their coding, detailed descriptions for variables, records etc.? Provide plans and place for long-term storage and preservation for the research data. Please use existing standards and data repositories where appropriate. See also: http://www.dfg.de/download/pdf/foerderung/antragstellung/forschungsdaten/guidelines_research_data.pdf.

Please provide a data sharing statement, which includes answers to the following questions: Will individual de-identified participant data (including data dictionaries) be shared at all? What data in particular will be shared? Will additional, related documents be available (e.g., study protocol, statistical analysis plan, etc.)? When will the data become available and for how long? By what access criteria will the data be shared (including with whom, for what types of analyses, and by what mechanism)? Further information on the data sharing statement can be found under https://www.nejm.org/doi/full/10.1056/NEJMe1705439.

Discuss the dissemination of results of the trial, especially beyond regular journal publication.
3.3.5 
Gender aspects
Please describe how gender- and / or age-specific aspects of the subproject have been addressed, if applicable. 

3.4
JUSTIFICATION OF DESIGN ASPECTS
Please provide justifications. It is not sufficient to list respective parameters only.

3.4.1
CONTROL(S) / COMPARATOR(S) 

Justify the choice of control(s) / comparison(s): Is placebo acceptable? Is there a gold standard? Which trials establish efficacy and safety of the chosen control regimen? For diagnostic trials: What is the rationale for the units, cut off and/or categories?

3.4.2
DOSE; MODE AND SCHEME OF INTERVENTION
Justify the dose, the mode and the scheme of the intervention. How does the intervention compare to other interventions for the same condition? For pharmacological studies: Will the trial drugs be readily available for the trial? How will the mode of intervention (e.g. drug or medicinal product) and controls be provided for this study? For diagnostic trials: What is the rationale for the units, cut off and/or categories?

3.4.3
ADDITIONAL TREATMENTS
Please describe the medication(s) / treatment(s) permitted (including rescue medication) and not permitted before and/or during the trial, if applicable.

3.4.4 
INCLUSION / EXCLUSION CRITERIA 

Justify the population to be studied, include reflections on generalisability and representativeness, specifically with regard to gender and age.
3.4.5
OUTCOME MEASURES
Justify the endpoints chosen: Are there other trials that have utilized this endpoint? Are there any guidelines proposing this endpoint / these endpoints? Patient-relevant endpoints have to be prioritized, if possible. Discuss the clinical relevance as well as the relevance for the patient of the outcome measures for the target population or the patient. Have the measures been validated? Justify appropriateness and limitations of composite endpoints, if applicable.

Determination of primary and secondary measures

How will primary and secondary endpoints be derived from actual measurements, e.g. how is the figure used in the statistical test calculated from the variables initially measured in the subjects?

3.4.6
METHODS AGAINST BIAS 

Is randomisation feasible? Which prognostic factors need to be regarded in the randomisation scheme and the analysis? What are the proposed practical arrangements for allocating participants to trial groups? Will trial site effects be considered in randomisation?
Is blinding possible? If blinding is not possible please explain why and give details of alternative methods to avoid biased assessment of results (e.g. blinded assessment of outcome).

For diagnostic trials: what is the training and expertise of persons executing and reading the index tests and the reference standards.
3.4.7 
PROPOSED SAMPLE SIZE / POWER CALCULATIONS
What is the proposed sample size and what is the justification for the assumptions underlying the power calculations? Include a comprehensible, checkable description of the power calculations and sample sizes detailing the outcome measures on which these have been based for both control and experimental groups; give event rates, means and medians, the software used for sample size calculation etc., as appropriate. Justify the size of difference that the trial is powered to detect, or in case of a non-inferiority or equivalence study, the size of difference that the trial is powered to exclude. Give evidence / references for the estimated effect size. Sample size calculations need to take into account anticipated rates of non-compliance and loss to follow up.

Compliance / Rate of loss to follow up 

Provide details for assumptions on compliance issues. On what evidence are the compliance figures based? What is the assumed rate of loss to follow up? On what evidence is the loss to follow up rate based? How will loss to follow up or non-compliance be handled in the statistical analysis?

3.4.8 
FEASIBILITY OF RECRUITMENT
What is the evidence that the intended recruitment rate is achievable? 

a) Pilot study

Has any pilot study been carried out using this design?

b) Achievability of recruitment rate

Demonstrate conclusively the potential for recruiting the required number of suitable subjects (the best piece of evidence being pilot studies and preceding trials in a similar population / same institutions). Comment on the prevalence of the disease, the access to patients and their willingness to be randomized in a trial. How did you assess that you can recruit the necessary number of patients in each participating centre? Show justification of numbers of eligible patients per trial site in a table. The recruitment plan should show the projected recruitment including the criteria for the selection of trial sites. 

Note that - in case of funding - pre-study-visits will be mandatory to confirm the estimated recruitment numbers.

3.4. 9 International collaborations 
If the proposed trial includes foreign centres or collaboration with organisations in other countries please give full details of funding arrangements agreed or under consideration in the appendix.

3.4.10
STOPPING RULES
Please specify the “stopping rules” or “discontinuation criteria” 
a) for the individual patient, 
b) for participating centres, which fail to include the estimated number of patients and

c) for the whole trial. 
3.5
STATISTICAL ANALYSES
What is the proposed strategy of statistical analysis? If multiple hypotheses are foreseen for confirmatory testing what is the procedure to ensure Type I error control and what will be the primary data analysis set (e.g. ITT-population in case of superiority RCT). What is the strategy for analysing the primary outcome? If applicable, how will multiple primary endpoints be analysed statistically? If interim analyses are planned, please specify. Are there any subgroup analyses? How will missing data and subjects withdrawn from the trial be handled statistically? What are the methods for calculating test reproducibility in diagnostic trials? 

3.6
ETHICAL CONSIDERATIONS
Give a description of ethical considerations relating to the trial (assessment of risks and benefits, care and protection for research participants, protection of research participants’ confidentiality, informed consent process).
3.7
QUALITY ASSURANCE, SAFETY AND MANAGEMENT STRUCTURE
3.7.1
QUALITY ASSURANCE / MONITORING
What are the proposed measures for quality assurance? Which institution will perform the monitoring? Which SOPs will be utilized? Describe and justify the monitoring strategy (percentage of source data verification, number of monitor visits per trial site).

Please note: The funding agency (DLR-PT) will insist on the conduct of pre-trial visits. Those visits must be carried out before the trial begins in each recruiting centre by independent bodies, if feasible also accompanied by the PI or a member of the steering committee. Visiting an excess number of sites to allow selection of the most suitable sites is possible. Please make sure to include these as a milestone into the time plan and into the budget. The report of the results and the consequences drawn from these visits by the steering committee or the PI must be documented and can be requested by the funding agency. Note that delays in patient recruitment may lead to discontinuation of funding, especially if reports from pre-study visits and monitoring visits addressing possible shortcomings were not adequately dealt with in time. If conducting the pre-study visits is not possible or feasible, this has to be well justified in the proposal.
3.7.2
sAFETY / PHARMACOVIGILANCE
Describe and justify briefly the proposed strategy for the assessment of patients’ safety in the trial (Monitoring of adverse events, documentation, reporting procedures, etc.).
3.7.3
MANAGEMENT STRUCTURE AND PROCEDURES
Arrangements for the management of the trials will vary according to the nature of the study proposed. However, all should include an element of expert advice and monitoring, that is entirely independent of the principal / coordinating investigator and the medical institution involved. This will normally take the form of a scientific advisory board / trial steering committee (TSC) and / or an independent data monitoring and safety committee (DSMB).

It is recognised that these arrangements may not always be appropriate and the committees needed may vary according to the nature of the study. Thus, the arrangements for supervision should be detailed and justified. The role of these committees can comprise to monitor and supervise the progress of the trial (including the safety data and the critical efficacy endpoints at intervals), to review relevant information from other sources, to ensure adherence to protocol, to consider interim analyses, to advise whether to continue, modify or stop a trial and provide the funding organisations with information and advice.

Applicants should submit their proposed arrangements for overseeing of the trial and a suggested membership for the committee(s). A minimum of 3 members should be named. List under 3.10.

3.8
REFERENCES
For your references please use the Vancouver style (Further information: International Committee of Medical Journal Editors. Uniform Requirements for Manuscripts submitted to Biomedical Journals. NEJM 1997;336:309-15). Please use at least 8 point Arial for references.
3.9
TRIAL TIME FLOW
As funding by BMBF will critically depend on the study progression according to milestones, please provide a diagram reflecting preparation, pre-study-visits and initiation of centres, recruitment, follow-up and data cleaning / analysis. An example of such a diagram is given below. 
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3.10.
LIST OF PARTICIPANTS INVOLVED IN THE TRIAL
	Trial Sponsor

	

	Trial Management

	#
	Name
	Affiliation
	Responsibility / Role
	Signature

	
	
	
	
	

	
	
	
	
	

	Trial statistician

	#
	Name
	Affiliation
	Signature

	
	
	
	

	Trial Supporting facilities (reference laboratories, pharmacies etc.)

	#
	Name
	Affiliation
	Responsibility / Role

	
	
	
	

	
	
	
	

	Recruiting centres (please provide signatures on declaration of commitment)

	#
	Name
	Affiliation (only institution and city, no complete address)
	No. of patients with condition relevant to the trial seen in the last 12 months 
	No. of these patients fulfilling the inclusion criteria 
	No. of these patients which would approx. agree to participate in the trial per year
	Expected no. of patients recruited for the complete trial
	Source of these figures 

	
	
	
	
	
	
	
	

	
	
	

	
	
	
	
	

	Total sum of recruited patients
	                                               Σ = 

	Data Safety and Monitoring Board (DSMB)

	#
	Name
	Affiliation (only institution and city, no complete address)

	
	
	

	
	
	

	
	
	

	Other participating groups / bodies (e.g. steering committee in international trials)

	#
	Name
	Affiliation
	Responsibility / Role

	
	
	
	

	Review of trial protocol (who will review and finalize the protocol? Please refer to numbers above and / or include others)

	#
	Name
	Affiliation (only institution and city, no complete address)

	
	
	


Include tabular scientific CVs (one page) for academic staff members playing a leading role (i.e. applicant and co-applicants, biostatistician, not all collaborating partners at all trial centres) in part 6 (general CV part of the consortium application, not in the appendix). Recruiting centres must detail their commitment on a separate sheet (see appendix) as provided by the funding agency.

A final version of the trial protocol has to be submitted to the funding agency together with the statement by the ethics committee before the first patient is included. 

Note: Any potential conflicts of interest must be disclosed in the appendix. The rules set forth in the “Guidelines for avoiding conflicts of interest” by the German Research Foundation (http://www.dfg.de/formulare/10_201/).

3.11
FINANCIAL DETAILS OF THE TRIAL
Funds can only be granted for research activities. Do not include patient care costs. The tables submitted should detail resources requested clearly yet briefly. 
The funds applied for should correspond to defined tasks and each task should be attributed to its respective resources. Please use the tables below. 

Also list tasks for which you do not request funding. In these cases, indicate the third parties which provide financial support, free services or consumables e.g. trial-related drugs and indicate their name(s) under separate headings (see also chapter 3.11.5).

3.11.1
COMMERCIAL INTEREST
Please justify, why this trial should be funded by a public funding agency and describe any potential commercial interest of a company in the results of the trial or explain why no such interest exists. Note that direct commercial interest of a company in the results of the trial precludes funding.

3.11.2
FINANCIAL SUMMARY
Indicate total duration of the trial, the period of time for which funding is requested and when funding should begin. The overall expenditure should be summarized in the table below (maximum 1 page). Indicate amounts in € in the column “Total (€)”. 

Keep in mind that this financial summary serves as an overview of the funds you apply for and must not exceed 1 page. For creation of the financial summary you must use the template table on the next page of this document. 

A more detailed list of funds applied for has to be provided in the financial plan (point 3.11.3). This financial plan should justify in detail each item of the financial summary. 

	 
	Organizational Segment


	Institution/
Participant/
Trial Site
	No of items/
Kind of equipment/
Explanation
	Qualification of staff
	TV-ÖD

TV-L

TV-Ä
	Total months
	 Total (€) 

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	1
	Clinical Project Management
	
	
	
	
	
	

	2
	Project Management
	
	
	
	
	
	

	3
	Patient Involvement
	
	
	
	
	
	

	4
	Data Management
	
	
	
	
	
	

	5
	Biometry
	
	
	
	
	
	

	6
	Quality Assurance / Monitoring 
	
	number of visits per site (incl. pre-study, initiation, interim and close-out visits):

mean number of days per visit (incl. preparation / post-processing):

mean travel time per visit:

monitoring costs per day:

total no of days @ x € each:
	
	
	
	

	7
	Safety / Pharmaco-vigilance
	
	
	
	
	
	

	8
	Trial Committees
	no. of DSMB members 
	no. of meetings @ x €/p
	
	
	
	

	9
	Meetings / 
Travel
	no. of attendees
	no. of meetings @ x €/p

travel costs monitoring
	
	
	
	

	
	
	
	
	
	
	
	

	10
	Case Payment
	
	Assays / examinations per patient
hours of staff per patient 
€/patient x no of patients
	
	
	
	

	11
	Reference

Centres
	
	no. of samples@ x €
	
	
	
	

	12
	Materials
	
	consumables, trial manuals, files, forms
	
	
	
	

	13
	Trial Drug
	
	€/patient
	
	
	
	

	14
	Insurance
	
	€/patient
	
	
	
	

	15
	Fees
	
	
	
	
	
	

	16
	Equipment
	
	> 410 €
	
	
	
	

	17
	Publications 
	
	resources for open access publications only 
	
	
	
	

	18
	Other 
	
	
	
	
	
	

	
	TOTAL
	 
	 
	
	
	
	 € 


months = staff indicated in months where applicable; € = other expenditures indicated in Euro where applicable; /p = per person

3.11.3
FINANCIAL PLAN
Please justify in detail the requested resources regarding each single task / item of the financial summary (3.11.2). 

Trial stages and tasks associated with each task / item should be listed in the second column of the financial plan. You may list the individual tasks separately for each participating trial site or institute, if adequate. In the third column, please explain and justify the funds necessary for carrying out the individual tasks. Explanations given should be concise and clear to make the table easier to read. Where necessary, itemise more detailed justifications below the table, referring to the number of the individual task. 

State the financial resources required of the trial in the other columns. For each individual task, indicate the man months required, using one line for each level of salary; list necessary consumables (“Sachmittel”) in a separate column. 

Costs for tasks directly associated with the individual subject must be detailed and justified and pooled into a fixed rate per case, as far as reasonably possible. The individual tasks including these case payments should be highlighted (e.g. by shading the relevant lines in the table). Payment of the fixed rate per case to the participating trial centres by the principal investigator/applicant should be made in instalments.
Please make sure that all overhead costs (e.g., “Projektpauschale” for universities and university clinics) are properly considered. Inclusion of overhead costs must be clearly visible here. In addition, do also consider the added value tax (Mehrwertsteuer) for commissions if applicable. It is strongly advised to consult your local administration for correct salary calculations.
	No.
	Organizational
segment/ 
activity/ task
	Explanation/ Comments/ Items
	Total resources required

	
	
	
	Staff
	Con-
sumables

	
	
	
	salary group
	 Months1)
	€2)
	€2)

	1
	Clinical Project Management
	
	
	
	
	

	2
	Project Management
	 
	 
	 
	
	

	3
	Data Management
	 
	 
	 
	
	

	4
	Patient Involvement
	
	
	
	
	

	5
	Biometry
	 
	 
	 
	
	

	6
	Quality Assurance/ Monitoring 
	 number of visits per site (incl. pre-study, initiation, interim and close-out visits):

mean number of days per visit (incl. preparation / post-processing):

mean travel time per visit:

monitoring costs per day:

total no of days @ x € each:
	 
	
	
	

	7
	Safety / Pharmaco-vigilance
	
	
	
	
	

	8
	Trial Committees
	no. of meetings @ x €/p
	
	
	
	


	9
	Meetings/
Travel
	no. of meetings @ x €/p

travel costs monitoring


	
	
	
	

	10
	Case Payment
	assays / examinations per patient

hours of staff per patient 
€/patient x no of patients
	
	
	
	

	11
	Reference

Centres
	no. of samples@ x €
	
	
	
	

	12
	Materials
	consumables, trial manuals, files, forms
	
	
	
	

	13
	Trial Drug
	€/patient
	
	
	
	

	14
	Insurance
	€/patient
	
	
	
	

	15
	Fees
	
	
	
	
	

	16
	Equipment
	> 410 €
	
	
	
	

	17
	 Publications 
	Please note that only resources for open access publications will be granted 
	
	
	
	

	18
	Other
	
	
	
	
	

	
	
	TOTAL
	 
	
	

	
	
	TOTAL RESOURCES APPLIED FOR
	 
	 
	
	


1) please indicate full-time equivalents

2) please use thousands separator
3.11.4
EQUIPMENT
Please list all requested research equipment. Explain why the equipment is essential to the project. Note that equipment commonly in use at the research institution (Grundausstattung) cannot be granted.
3.11.5
CO-FINANCING BY INDUSTRY AND / OR OTHER THIRD PARTIES
Co-financing by industry or other third parties is possible if 

· the independence of investigators is ensured and 

· terms and conditions of the financial commitment are disclosed. 

If co-financing is intended the application should briefly describe the type and volume of the intended co-financing, indicating the respective company or other third party. 

· Describe the type and volume of support (including any services or consumables provided free of charge, e.g. drugs for the trial). 

· Indicate the amount of support to be provided and assure in writing that the third party will render these services, stating their terms and conditions, if any. 

· Assure that the coordinating investigator is independent, in particular with regard to the analysis of the trial and the publication of its results. A statement giving such assurances will be demanded by the BMBF after the review process is finished. 

Please don’t make any agreements before notion of award has been made; please contact DLR-PT first! Appropriate agreements on intellectual property, confidentiality, publication of results, property rights should be concluded between all those playing a leading part in the conduct of the trial. 

3.11.6
OTHER FUNDING 

In case you have already submitted the same request for financial support or parts hereof to other institutions or the BMBF, please mention this here. Indicate those third parties which will provide funds, free services or consumables such as trial medication. 

If this is not the case please declare: 

"A request for funding this project has not been submitted to any other addressee. In case I submit such a request I will inform the Federal Ministry of Education and Research immediately".
3.12.
SEARCH STRATEGY
To substantiate the evidence presented in section 3.3.1, please present the full search strategy for one electronic database (e.g. MEDLINE, the Cochrane library or clinicaltrials.gov) including any limits used, such that it could be repeated. Indicate filters used. Present the search strategy only, do not provide further explanations. The narrative of the results is to be presented under section 3.3. For guidance refer to section 3.3.5 in the document that can be accessed at http://www.cochrane.de/sites/cochrane.de/files/uploads/20130523_Manual_Literaturrecherche_Final.pdf.
APPENDIX

DECLARATIONS OF COMMITMENT OF PARTICIPATING CENTRES
Please use the template provided to declare the commitment of each participating centre (including the centre of the principal investigator). The template is to be signed personally by the investigator at the respective site (as named in the list of participants involved in the trail; see heading 3.10.). Do not submit facsimiles. 

Note: Only fully completed forms will be used for the assessment of recruitment feasibility in the review process. Individual estimation of recruitment figures is not regarded as a reliable source. Reported recruitment figures will be checked in case of funding (pre-study visits). In case of inconsistencies between self-assessment and checked numbers, the principle investigator will have to react appropriately and timely. 
Note also that delays in patient recruitment may lead to discontinuation of funding, especially if reports from pre-study visits and monitoring visits addressing possible shortcomings were not adequately dealt with in time.
	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 specified 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 interests
 with regard to the above mentioned clinical trial and the investigational drugs that will be used. I have no patents, whether planned, pending or issued, broadly relevant to the work.






 ___________________________


Date/ Signature5
4. Description of an Epidemiological Study 

Please prepare your application in English not exceeding 10 pages for the headings 4.1 to 4.8.4. Use of DIN A4, 11 point Arial for description of the project and 8 point Arial for references, single-spaced is mandatory. Structure your application using the headings below. Make an entry under every heading.
Scanned signatures of principal investigator / coordinating investigator and responsible biostatistician / data manager are mandatory in section 4.5.1 “MAJOR PARTICIPANTS”.

4.1
STUDY SYNOPSIS
	Applicant / Co- InvestigatorS
	In case of multiple applicants, the principal investigator / coordinating investigator of the study who will assume responsibility for conducting the study, should be listed first.

· First name, last name, academic title 

· Institution and department (complete name) 

· Postal address 

· Telephone 

· Fax 

· E-mail address

	Title of study
	The title of the project should be as precise as possible. In case of funding this title shall be quoted in the annual reports of the funding organisation.

	Condition / Topic
	The exact medical condition / topic being addressed.

	Objective(s)
	Which principal research questions are to be addressed? Specify clearly the primary hypotheses of the study.

	Type of project
	clinical / epidemiological register or cohort study

	Probands (key inclusion and exclusion criteria)
	

	Main outcomes to be analysed
	

	Statistical analysis
	Anonymisation or pseudonymisation of data and statistical details

	Size and duration of Register / Cohort
	Indicated in months.

	Summary
	Please provide a summary of the main goals and methodological approach of the project (max. 1600 characters, including spaces). 

	Participating centers
	


A.4.2. 
Results of the Previous FUnding Period 
Only fill out if applicable

A4.2.1. ORIGINAL AIMS OF THE PROJECT

Describe the original aims at the starting point of your project.

A4.2.2. SCIENTIFIC RESULTS 

Describe the scientific highlights so far of your project. Compare the obtained results with the schedule and milestones envisaged in the initial proposal.

A4.2.3. RELEVANT PUBLICATIONS AND PATENTS

List all publications directly resulting from the activities of the funded project (here, only those publications are to be cited in which sponsoring through the BMBF in the context of the consortium has been mentioned univocally). Indicate if a publication represents the joint activities of two or more consortium groups. Describe additional dissemination and exploitation of results.
A4.2.4. NETWORKING

Provide a summary how you have contributed to networking. Focus (i) on the use of the consortium structure by the project and (ii) on the special contributions of the project to the overall aims of the consortium.

4.2 
Background and previous work

4.2.1. 
Background
Provide an overview about the background for the research question. Describe how the planned register / cohort is different from other existing or planned national or international registers / cohorts. 

4.2.2. 
Own previous work
Describe your previous work in the field and list all publications directly relevant for the planned project.

4.2.3 
Medical problem

Which medical problem is to be addressed? Which principal research questions / hypotheses are to be addressed? Bring them into order indicating major and minor motivations / starting hypotheses of the investigation planned.
4.2.4.
Evidence 

Set your project into perspective. Give references to relevant publications and running comparable projects. What is the novel aspect that will be studied by the proposed project?
4.2.5.
The need for the project
What impact will the results have on clinical practice or understanding of the disease? Why is the project needed now? How will a) the individual patient and b) society / science benefit from the register / study?

4.2.6
PATIENT INVOLVEMENT 

How were the patients’ needs, goals, and preferences considered in developing the main question and in defining endpoints? How have patient representatives / patient advocacy groups been involved?
4.3
Justification of design aspects

4.3.1. 
Type of project

Is it a clinical / epidemiological register or cohort study?

In case of an epidemiological register / cohort study: Is the project population-based? Which degree of completeness will be achieved? Which region will be covered?

In case of a clinical register / cohort study: Which institutions of the health care system will contribute to the project (number of private practices, regional and university hospitals, regions covered, completeness of patients recorded by the institutions)?

Describe and justify the population to be studied (inclusion / exclusion criteria). Include reflections on generalisability and representativeness.
What is the planned duration for the project? What are the long-term plans for sustainability and how will the financing be assured?

4.3.2. 
Data items to be analysed
Justify the data items chosen: Are there other projects that have utilized them before or guidelines proposing these data items? What is the planned follow-up for a single patient? Discuss the relevance of the data items for the target population. 

4.3.3 
Gender aspects
Please describe how gender- and / or age-specific aspects of the subproject have been addressed, if applicable. 
4.3.4. 
Methods against Bias

What measures against bias due to selection or confounding will be implemented? Which additional information will be documented for confounding? Please comment on anticipated non-response and missing data.

4.3.5. 
Data acquisition and storage

How will the patients be elected and recruited for the project? How will the participating institutions be motivated for a timely and accurate data acquisition? Which instruments will be used to record the data? Are the instruments validated and reliable? Which standards will be used to classify diagnoses and stages of the diseases?

Describe the concept of data acquisition and storage. How will the personal responsible for data acquisition be trained?

Comment on the accessibility of data origins and on the possibilities to use or integrate already existing sources of data.
4.3.6. 
Biometric concept / Statistical analyses

What is the proposed strategy of statistical analysis? Which data items and variables will be included in the analyses? What are the intended recruitment rate and total number of patients necessary for these analyses? Which concrete statistical evaluations are planned at what time and which methods will be used? What is the assumed rate of loss due to follow up or missing/incomplete data? On what evidence are these assumptions based?

4.3.7. 
Feasibility of recruitment
What is the evidence that the intended recruitment rate and total number of patients for the project is achievable? Demonstrate conclusively the potential for recruiting the required number of suitable subjects (the best piece of evidence being pilot data collections and projects in a similar population / institution).

4.3.8. 
International collaborations
If the proposed project includes non–German centres or collaboration with organisations in other countries please give full details of funding arrangements agreed or under consideration.

4.4 
Ethical Considerations 

Comment on ethical considerations relating to the project (confidentiality, informed patient consent).
4.5 
PrOJECT Management

4.5.1.
Major participants 

	Major Participants

	#
	Name
	Affiliation
	Responsibility / Role
	Signature

	
	
	
	Principal / Coordinating Investigator
	

	
	
	
	Co-Investigator
	

	Statistician

	#
	Name
	Affiliation
	Signature

	
	
	
	

	Quality Assurance / Data Management

	#
	Name
	Affiliation
	Responsibility / Role
	Signature

	
	
	
	
	


Please indicate roles of major participants.
4.5.2. 
Project supporting facilities
Which specific facilities and other resources are available for conducting the project? 

4.5.3. 
Quality assurance
Describe and justify the concept for quality assurance. How is the data integrity and plausibility controlled? Describe the actual organisational and technical measures for quality assurance and quality control (e.g. second control of data which cannot be controlled by plausibility tests, coding of data, second control of coding, documentation of data corrections). How and when will they be implemented? Are these e.g. outlined in a special quality manual (“Operationshandbuch”)? Comment on the usefulness of feedback strategies concerning data quality.

Which indicators are used to measure and quantify the quality of the register concerning e.g.:

· structures (e.g. indicators measuring data plausibility)

· processes (e.g. indicators measuring the organisation of data acquisition)

· results (e.g. indicators measuring correctness, completeness, representativeness and accuracy).

Comment on the necessity of an external quality assurance/monitoring.

4.5.4. 
Data safety concept
How will the existing legal requirements for data safety be met? Describe the data safety concept applied and the planned data flow (diagram). If applicable, provide positive vote of the data security organisation in charge. Depending on the type of project, is anonymisation or pseudonymisation of data planned? Comment on the following aspects of the data safety concept, if applicable:

· Technical and organisational instruments

· Central patients list (localisation)

· Identification data

· Pseudonymisation and de-pseudonymisation (localisation)

· Informed patient consent

· Patient right of access to personal data

· Storage time of data

· Workflow for quality assurance

· Safety of data transmission and documentation

· Policy document including all legal regulations and agreements

4.6 
References

For your references please use the Vancouver style (Further information: International Committee of Medical Journal Editors. Uniform Requirements for Manuscripts submitted to Biomedical Journals. NEJM 1997;336:309-15). Please use at least 8 point Arial for references.
4.7 
Time flow / Milestones

Please provide a proposal of milestones reflecting planning, recruitment status and data clearing / analysis progress. Include a diagram showing stages and milestones. Comment on the possibility of sustainable establishment of the project after funding, if applicable.

4.8 
Financial details of the study

4.8.1
EQUIPMENT

Please list all requested research equipment. Explain why the equipment is essential to the project. Note that equipment commonly in use at the research institution (Grundausstattung) cannot be granted.

4.8.2. 
Co-financing by industry and / or other third parties

Co-financing by industry or other third parties is possible if 

· the independence of investigators is ensured and 

· terms and conditions of the financial commitment are disclosed. 

If co-financing is intended the application should briefly describe the type and volume of the intended co-financing, indicating the respective company or other third party. 

· Describe the type and volume of support (including any services or consumables provided free of charge). 

· Indicate the amount of support to be provided and assure in writing that the third party will render these services, stating their terms and conditions, if any. 

· Assure that the coordinating investigator is independent, in particular with regard to the analysis of the project and the publication of its results. A statement giving such assurances will be demanded by the BMBF after the review process is finished. 

Please don’t make any agreements before notion of award has been made; please contact DLR-PT first! Appropriate agreements on intellectual property, confidentiality, publication of results, property rights should be concluded between all those playing a leading part in the conduct of the project. 

4.8.3
OTHER FUNDING 

In case you have already submitted the same request for financial support or parts hereof to other institutions or the BMBF, please mention this here. Indicate those third parties which will provide funds, free services or consumables. 

If this is not the case please declare: 

"A request for funding this project has not been submitted to any other addressee. In case I submit such a request I will inform the Federal Ministry of Education and Research immediately".
4.8.4. 
Financial summary
Please provide a brief financial summary here, showing the overall financial structure of the project. Please make sure that all overhead costs (e.g., “Projektpauschale” for universities and university clinics) are properly considered. Inclusion of overhead costs must be clearly visible here. In addition, do also consider the added value tax (Mehrwertsteuer) for commissions if applicable. It is strongly advised to consult your local administration for correct salary calculations.
	
	Organizational Segment


	Institution / 
Participant/

Trial Site

	Qualification and task of staff

No of items/
Kind of equipment/
Explanation / Justification
	Salary group

e.g. TV-ÖD, TV-L, TV-Ä
	Total months
	Total (€)

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	1
	Scientific 

Management
	 
	position, task
	 
	 
	   

	2
	Organisational Management
	
	position, task
	
	
	

	3
	Data (Security) Management
	
	position, task
	
	
	

	4
	Statistical 

Data analysis
	
	position, task
	
	
	

	5
	Quality assurance
	
	position, task
	
	
	

	6
	Case payment
	
	Assays / examinations per patient; hours of staff per patient; €/patient x no. of patients
	
	
	

	7
	Documentation payment
	
	Documentation per patient; hours of staff per patient; €/patient x no. of patients
	
	
	

	8
	Commissions
	 
	Incl. 19% tax
	 
	 
	 

	9
	Meetings / 
Travel
	no. of attendees
	No. of meetings x € /person
	 
	 
	   

	
	
	
	
	
	
	

	10
	Materials
	 
	consumables, laboratory expenses
	 
	 
	   

	11
	Equipment
	 
	>410 €
	 
	 
	   

	12
	Other
	 
	e.g. animal costs
	 
	 
	   

	Total Budget:
	

	Institutional Overhead: e.g. “Projektpauschale” for universities / university clinics
	

	Requested Budget (sum):
	

	Co-Financing applicable? Yes / No (e.g. by industry): 
	


months = staff indicated in months; € = other expenditures indicated in Euro

5. Description of Biomaterial Bank 

Please prepare your application in English not exceeding 10 pages for the headings 5.1 to 5.8. Use of DIN A4, 11 point Arial for description of the project and 8 point Arial for references, single-spaced is mandatory. Structure your application using the headings listed below. Make an entry under every heading.
Scanned signatures of principal investigator / coordinating investigator and responsible biostatistician / data manager are mandatory in section 5.5.2 “MAJOR PARTICIPANTS”.

5.1.
Summary
	APPLICANT / CO-INVESTIGATORS
	In case of multiple applicants, the principal investigator / coordinating investigator of the project who will take responsibility for conducting the entire project should be listed first.

· First name, last name, academic title

· Institution and department (complete name)

· Postal address

· Telephone

· Fax

· E-mail address

	TITLE OF STUDY 
	The title of the project should be as precise as possible. In case of funding this title shall be quoted in the annual reports of the funding organisation. Acronym is optional.

	CONDITION / TOPIC
	The medical condition / topic being studied

	OBJECTIVE(S)
	Please specify the relation of the project within the network or to other subprojects. Comment on the correlation / connection to the entire consortial research. 

	KeyWORDS
	Maximum 5 keywords outlining the area of research.

	PROJECT DURATION
	Indicated in months

	Summary
	Please provide a summary of the main goals of the project (max. 1600 characters incl. spaces). 

	PARTICIPATING CENTRES
	


A5.2. 
Results of the first FUnding Period 
Only fill out if applicable

A5.2.1. ORIGINAL AIMS OF THE PROJECT

Describe the original aims at the starting point of your project.

A5.2.2. SCIENTIFIC RESULTS 

Describe the scientific highlights so far of your project. Compare the obtained results with the schedule and milestones envisaged in the initial proposal.
A5.2.3. RELEVANT PUBLICATIONS AND PATENTS

List all publications directly resulting from the activities of the funded project (here, only those publications are to be cited in which sponsoring through the BMBF in the context of the consortium has been mentioned univocally). Indicate if a publication represents the joint activities of two or more consortium groups. Describe additional dissemination and exploitation of results.

A5.2.4. NETWORKING

Provide a summary how you have contributed to networking. Focus (i) on the use of the consortium structure by the project and (ii) on the special contributions of the project to the overall aims of the consortium.

5.2.
Aim of the project

Which medical area / disease entity will be addressed? Does the biomaterial bank relate to a specific disease(s)? What are the novel aspects that will be studied by the proposed biomaterial bank itself or within the network and/or subprojects? Which principal research questions / hypotheses to be addressed, if applicable in cooperation with subprojects? Bring them into order indicating major and minor motivations / starting hypotheses of the investigation(s) planned.

5.2.1
Evidence 

Set your biomaterial bank (BMB) into perspective. Do related (systematic) collections exist? In which context were these collections sampled (basic and / or clinical research, treatment context)? Have relevant results been drawn? Give references to any relevant (systematic) BMB(s) and / or (own) publications, if applicable. What are the novel aspects of the planned BMB?
5.2.2
The need for a biomaterial bank
What impact will potential results provide for the clinical practice or understanding the disease? Why is a (systematic) collection necessary? How will the society / science benefit from the BMB?

5.2.3
Strategies for the Exploitation / dissemination of Results AND Materials

What will be your strategies for the dissemination of results? Indicate how the expected results of the BMB will be used; discuss dissemination of results, especially beyond publication in scientific journals; describe potential sustainability measures (i.e. open to scientific community or non-academic research). If applicable, how is the scientific community in general informed about the availability of samples?

5.2.4
added value

Comment on the interaction between the planned project and the other subprojects within the network. 

5.2.5
PATIENT INVOLVEMENT 

How were the patients’ needs, goals, and preferences considered in developing the main question and in defining endpoints? How have patient representatives / patient advocacy groups been involved?

5.2.6 
Gender aspects
Please describe how gender- and / or age-specific aspects of the subproject have been addressed, if applicable. 

5.3.
organisation and breadth of intended biomaterial bank
5.3.1
Type of biomaterial bank
What organisational model does apply to your intended BMB? Is the BMB itself performing research? Is the purpose of the BMB exclusively the collection and distribution of biomaterials and data without own research projects? Will the BMB project provide services (RNA / DNA extraction, immunohistology, tissue microarrays, PCR, Affymetrix Chips, etc) on assignment of other projects in the consortium? 

· Centralised collection (multiple providers, primary storage in one place and limited access for third parties) or 

· Decentralized collection (multiple providers, primary storage in one place, broad access for and investigations by third parties different from the holder) or 

· Decentralized collection of cooperative nature (storage and / or investigation of collected materials primarily decentral)

What biological material is intended to be sampled (nature [tissue or sample type] and numbers)? 

Comment on the primary goal of the material collection: 

· Is the material primarily stored for routine diagnostic or therapeutic purposes and can additionally be used for research questions? If applicable, in which amount yet? Is the treatment context embedded in a clinical study (purpose commitment)? If applicable, in which amount yet?

· Is the material only sampled and stored for research question(s)? 

What is the planned duration for the BMB?

5.3.2
Population to be Studied

Describe and justify the (patient) population to be studied (inclusion / exclusion criteria). Include reflections on generalisability. 
5.3.3
Data AND MATERIAL Acquisition and Storage

Describe the concept of data and material acquisition and storage.

Which data are intended to be sampled and stored (data of patient, data of the sample(s), data of sample analysis)? If applicable, describe obtained numbers and comment on data protection.

Does or will the database contain clinical, genetic or pathological information? Who does or will provide that input and where? Who is responsible for update and maintenance of the database? Which instruments will be used to record the data? Are the instruments validated and reliable? How will the personal responsible for data acquisition be trained? How will the patients be selected and recruited for the BMB? Which standards will be used to classify diagnoses and stages of the disease(s)? 
Comment on the potential accessibility of related resources (if applicable, cf. 5.2.1) and on the possibilities to use or integrate already existing sources or data. 
5.3.4
Feasibility OF COMPREHENSIVE SAMPLING
What is the evidence that the intended recruitment rate and total number of samples / patients for the BMB is achievable? In case of existing (systematic) collections, which publications of the last 2 years are based on this material bank?

5.3.5 
INTERNATIONAL COLLABORATIONS

If the proposed BMB includes non–German centres or collaboration with organisations in other countries please provide full details of the funding arrangements agreed or under consideration. 

5.4
Ethical Considerations 

Specify the ethical considerations relating to the BMB (informed patient consent, purpose commitment declaration, interest in property, personal rights). Do you / did you ask for permission to use the clinical / genetic / pathological data for research purposes? If possible, provide a "Letter of Intent" from respective partners / institutions.
5.5.
biomaterial bank oPERATORShip and Management

5.5.1

OWNERSHIP

Who will be the operator of the BMB? What will be the legal form of the BMB? Where is the ownership defined? Is the acquisition of ownership intended or the concession of life estate (w/o acquisition of ownership) on the samples? If any of these, by what means can the different regulations be met? 

According to your organisational model, what measures are intended to support potential long-term usage? How is access to the BMB organised? Are potential co-founders informed? If yes, how? How is the co-authorship regulated? How are formal aspects, e.g. ethical review and / or rationing with scare material taken into account? 
If applicable, how many material / data applications did you receive in the last 2 years? 
If applicable, how were / are material / data applications reviewed (e.g. independent board?) Do scientists pay for samples? (how much)? Is there a fee difference between internal and external usage? 

5.5.2

Major participants (please indicate roles of major participants according to your organisational model)
	Major Participants

	#
	Name
	Affiliation
	Responsibility / Role
	Signature

	
	
	
	Principal / Coordinating Investigator
	

	
	
	
	Co-Investigator
	

	Statistician

	#
	Name
	Affiliation
	Signature

	
	
	
	

	Quality Assurance / Data Management

	#
	Name
	Affiliation
	Responsibility / Role
	Signature

	
	
	
	
	


Please indicate the expertise of all major participants by citing own relevant publications and / or specifying their responsibility / role in ongoing comparable research projects (list max. 5 publications of the last 5 years per person). Who is responsible for statistics? Professional background / expertise should be given. Who is responsible for quality assurance and the data documentation?
5.5.3

BioMaterial bank supporting facilities
Which BMB-specific facilities and other resources are available for conducting the systematic collection? 
5.5.4

Quality assurance
Describe and justify the concept for quality assurance. Describe the actual organisational and technical measures for quality assurance and quality control (coding of data, second control of coding, documentation of data corrections). Are GLP guidelines implemented? Have quality procedures (Standard operation procedures, SOPs) been developed? Are they formulated in specific manuals? 

5.5.5

DATA PROTECTION concept
How will the existing legal requirements for data protection be met? Describe the data protection concept applied and the planned data and work flow (diagrams). If applicable, provide positive votes of the data protection organisation in charge. Depending on organisational model and purpose of the BMB, is anonymisation of data applicable? Comment on the following aspects of the data protection concept:

· Technical and organisational instruments 

· Central patients list (localisation)

· Patient identification data 

· Pseudonymisation and de-pseudonymsation (localisation, where does this process take place)

· Informed patient consent 

· Right of withdrawal
· Purpose commitment declaration

· Storage time of data

· Workflow for quality assurance

· Safety of data transmission and documentation

· Criteria of material dissemination

· Policy document including all legal regulations and agreements
5.6.
REFERENCES

For your references please use the Vancouver style (Further information: International Committee of Medical Journal Editors. Uniform Requirements for Manuscripts submitted to Biomedical Journals. NEJM 1997;336:309-15). Please use at least 8 point Arial for references.
5.7.
TIMELINE / MILESTONES

As funding by BMBF will critically depend on the progress according to milestones, please provide major milestones reflecting planning, recruitment status and data clearing / analysis progress. Include a diagram, which illustrates the clinical trial stages and the milestones. Comment on the possibility of sustainable establishment of the biomaterial bank after BMBF funding.

5.8.
FINANCIAL DETAILS OF THE STUDY

5.8.1
Equipment

Please list all requested research equipment. Explain why the equipment is essential to the project. Note that equipment commonly in use at the research institution (Grundausstattung) cannot be granted.

5.8.2
Co-financing by industry and / or other third parties

Co-financing by industry and/or other third parties is possible if

· the independence of investigators is ensured and 

· terms and conditions of the financial commitment are disclosed. 

If co-financing is intended the application should briefly describe the type and volume of the intended co-financing, indicating the respective company or other third party.

Details are to be specified: 

· Describe the type and volume of support (including any services or consumables provided free of charge). 

· Indicate the amount of support to be provided and assure in writing that the third party will render these services, stating their terms and conditions, if any. 

· Assure that the coordinating investigator is independent, in particular with regard to the analysis of the BMB and the publication of its results. A statement giving such assurances will be demanded by the funding organizations after the review process is finished.

Please don’t make any agreements before a formal notion of award has been received; please contact DLR-PT first! Appropriate agreements on intellectual property, confidentiality, publication of results, property rights should be concluded between all those playing a leading part in the conduct of the BMB. 

5.8.3
Other funding
In case you have already submitted the same request for financial support or parts hereof to other institutions, please provide this information. Indicate those third parties which will provide funds, free services or consumables for the BMB.

If this is not the case please declare: 

"A request for funding this project has not been submitted to any other addressee. In case I submit such a request I will inform the Federal Ministry of Education and Research immediately".

5.8.4

FINANCIAL SUMMARY

Please provide a brief financial summary here, showing the overall financial structure of the project. Please make sure that all overhead costs (e.g., “Projektpauschale” for universities and university clinics) are properly considered. Inclusion of overhead costs must be clearly visible here. In addition, do also consider the added value tax (Mehrwertsteuer) for commissions if applicable. It is strongly advised to consult your local administration for correct salary calculations.
	
	Organizational Segment


	Institution / 
Participant/

Trial Site

	Qualification and task of staff

No of items/
Kind of equipment/
Explanation / Justification
	Salary group

e.g. TV-ÖD, TV-L, TV-Ä
	Total months
	Total (€)

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	1
	Scientific 

Management
	 
	position, task
	 
	 
	   

	2
	Organisational Management
	
	position, task
	
	
	

	3
	Data (Security) Management
	
	position, task
	
	
	

	4
	Statistical 

Data analysis
	
	position, task
	
	
	

	5
	Quality assurance
	
	position, task
	
	
	

	7
	Documentation payment
	
	Documentation per sample / patient; hours of staff per sample / patient; €/patient x no. of patients
	
	
	

	8
	Commissions
	 
	Incl. 19% tax
	 
	 
	 

	9
	Meetings / 
Travel
	no. of attendees
	No. of meetings x € /person
	 
	 
	   

	
	
	
	
	
	
	

	10
	Materials
	 
	consumables, laboratory expenses
	 
	 
	   

	11
	Equipment
	 
	>410 €
	 
	 
	   

	12
	Other
	 
	e.g. animal costs
	 
	 
	   

	Total Budget:
	

	Institutional Overhead: e.g. “Projektpauschale” for universities / university clinics
	

	Requested Budget (sum):
	

	Co-Financing applicable? Yes / No (e.g. by industry): 
	


months = staff effort indicated in months; € = expenditures indicated in Euro
6. Template for a CV
Please prepare all CVs according to this template. Please include the CVs of all principal investigators / subproject leaders.

For all CVs, please use a maximum of 1 page (DIN A4, 11 pt. Arial, single-spaced; References may be presented in a smaller font-size, but not smaller than 8 pt Arial).
	Personal information

	First name, last name, academic title

Institution and department (complete name)

	Current position

	

	Position in the consortium

	

	Work experience relevant for the consortium

	

	Professional background

	

	Publications

	Please list your five most relevant publications of the last ten years

	Additional information

	Please list your five most relevant publications of the last ten years


7. Confirmation of knowledge of the research proposal and correctness of information

Fördermaßnahme „Translationsorientierte Verbundvorhaben im Bereich der seltenen Erkrankungen - Anschlussförderung erfolgreicher Verbünde“ 

	Consortium title
	

	Acronym
	


"With my signature, I hereby confirm that I have taken note of the research proposal and that all information provided is correct".

This confirmation can be signed by the coordinator and principal investigators separately. All signed confirmations have to be included in the final PDF file.
____________________________

(Date / Signature, Coordinator)

____________________________

(Date / Signature, Principal Investigator 1)

____________________________

(Date / Signature, Principal Investigator 2)

� s. auch INVOLVE „Briefing note for Researchers“: � HYPERLINK "http://www.invo.org.uk/resource-centre/resource-for-researchers/" �http://www.invo.org.uk/resource-centre/resource-for-researchers/�; Handreichung zur Patient*innenbeteiligung an klinischer Forschung: � HYPERLINK "https://doi.org/10.26092/elib/229" �https://doi.org/10.26092/elib/229�; EJP RD short guide on patient partnerships in rare diseases research projects �HYPERLINK "https://www.ejprarediseases.org/wp-content/uploads/2021/03/SHORT-GUIDE-ON-PATIENT-PARTNERSHIPS-IN-RARE-DISEASE-RESEARCH-PROJECTS.pdf"��SHORT-GUIDE-ON-PATIENT-PARTNERSHIPS-IN-RARE-DISEASE-RESEARCH-PROJECTS.pdf�


� The ARRIVE Guidelines: Animal Research: Reporting of In Vivo Experiments. Originally published in PLOS Biology, June 2010 (� HYPERLINK "http://www.nc3rs.org.uk/arrive-guidelines" \t "_blank" �http://www.nc3rs.org.uk/arrive-guidelines�)


� "Investigator" as defined in the harmonised “Guideline for Good Clinical Practice” of the International Conference on Harmonisation of Technical Requirements for Registration of Pharmaceuticals for Human Use (ICH GCP) (� HYPERLINK "http://www.ich.org/fileadmin/Public_Web_Site/ICH_Products/Guidelines/Efficacy/E6/E6_R1_Guideline.pdf" �http://www.ich.org/fileadmin/Public_Web_Site/ICH_Products/Guidelines/Efficacy/E6/E6_R1_Guideline.pdf�). This definition should be used accordingly for non-drug trials/studies: (1.34 Investigator) ”A person responsible for the conduct of a clinical trial at a trial site. If a trial is conducted by a team of individuals at a trial site, the investigator is the responsible leader of the team and may be called the principal investigator.” (1.19 Coordinating investigator) “An investigator assigned the responsibility for the coordination of investigators at different centres participating in a metacentre trial.”


� A definition of a systematic review can be found here Cook DJ, Mulrow CD, Haynes RB. Systematic Reviews: Synthesis of Best Evidence for Clinical Decisions. Ann Intern Med 1997; 126 (5): 376-380


� see Clark S and Horton R (2010). Putting research into context – revisited; The Lancet; 376(9734); 10-11


�s. auch INVOLVE „Briefing note for Researchers“: � HYPERLINK "http://www.invo.org.uk/resource-centre/resource-for-researchers/" �http://www.invo.org.uk/resource-centre/resource-for-researchers/�; Handreichung zur Patient*innenbeteiligung an klinischer Forschung: � HYPERLINK "https://doi.org/10.26092/elib/229" �https://doi.org/10.26092/elib/229�; EJP RD short guide on patient partnerships in rare diseases research projects �HYPERLINK "https://www.ejprarediseases.org/wp-content/uploads/2021/03/SHORT-GUIDE-ON-PATIENT-PARTNERSHIPS-IN-RARE-DISEASE-RESEARCH-PROJECTS.pdf"��SHORT-GUIDE-ON-PATIENT-PARTNERSHIPS-IN-RARE-DISEASE-RESEARCH-PROJECTS.pdf� 


� Note: This document is to be signed personally by the investigator at the respective site (as named in the list of participants involved in the trial; see 3.10.), do not submit facsimiles.


� Any potential conflicts of interest must be disclosed in the appendix. The rules set forth in the “Guidelines for avoiding conflicts of interest” by the German Research Foundation (� HYPERLINK "http://www.dfg.de/formulare/10_201/" �http://www.dfg.de/formulare/10_201/�).
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