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Leitfaden für die Antragstellung

im Rahmen der Fördermaßnahme

„Zellbasierte, regenerative Medizin"
Dieser Leitfaden stellt einen erläuternden Text zu der Förderrichtlinie des BMBF zur "Zellbasierten, regenerativen Medizin“ dar. Er dient als Hilfestellung zur Gestaltung eines begutachtungsfähigen Antrags und soll offene Fragen im Vorfeld der Antragstellung klären. Anträge, die den Vorgaben der Förderrichtlinie und des Leitfadens nicht entsprechen, können ohne weitere Prüfung abgelehnt werden. 
Für weitere Fragen steht der vom BMBF beauftragte Projektträger Gesundheitsforschung im PT-DLR zur Verfügung. 
Im Rahmen dieser Fördermaßnahme stehen Fördermittel für interdisziplinäre Forschungsverbünde zur Verfügung, in denen klinische, experimentell grundlagennahe und methodisch/technisch-orientierte Arbeitsgruppen mit dem Ziel zusammenarbeiten, zellbasierte, regenerative Behandlungskonzepte für konkrete Krankheitsbilder zu entwickeln. Die geförderten regenerativen Therapieansätze sollen einen klaren Anwendungsbezug aufweisen und sich deutlich von bereits seit längerem verfolgten Ansätzen unterscheiden. Insofern wird sich die Förderung nicht auf folgende Themen erstrecken:
· nicht anwendungsorientierte Forschung zum grundsätzlichen Verständnis von Zelldifferenzierungsmechanismen

· die Entwicklung abiotischer bzw. rein synthetischer Gewebe- oder Organsysteme

· die Entwicklung von Vorrichtungen, die nur kurzfristig, zum Beispiel zu Überbrückungs- zwecken die Organfunktion ersetzen

· die Entwicklung von intrakorporalen Vorrichtungen für die Medikamentenapplikation

· die Optimierung der hämatopoetischen Stammzelltherapie (wie z.B. die Weiterentwicklung bereits therapeutisch genutzter Allo- und Autotransplantationsverfahren)

· Forschungen zum Einsatz von Xenotransplantaten

· die Optimierung der medikamentösen Erzeugung von Immuntoleranz

· die Optimierung bereits etablierter Methoden des Tissue Engineering 

Allgemeine Hinweise zur Förderung:

· Die Projektförderung von Forschungseinrichtungen, die gemeinsam von Bund und Ländern grundfinanziert werden (d.h. Helmholtz-Zentren sowie Einrichtungen der Max-Planck-Gesellschaft und der Wilhelm-Gottfried-Leibnitz-Gemeinschaft), ist nur im Rahmen einer Zusatzfinanzierung für ihren zusätzlichen Aufwand möglich. Eine Einbindung der Forschungseinrichtung in ein Verbundvorhaben muss im Hinblick auf die Bereitstellung ihrer spezifischen Expertise und Know-how für die Durchführung des Gesamtprojektes unbedingt notwendig sein. Hierbei handelt es sich um bestimmte zeitlich befristete projektspezifische Aufgaben die im Rahmen der Grundfinanzierung der Institution nicht durchgeführt werden können. 
· Bonität:

Unternehmen der gewerblichen Wirtschaft können nur dann gefördert werden, wenn die Bonität des Unternehmens für die beantragte Laufzeit der Fördermaßnahme gesichert ist. Der Förderer behält sich daher vor, geeignete Unterlagen (z.B. testierte Jahresabschlüsse, Lageberichte, Betriebswirtschaftliche Auswertung) in der zweiten Verfahrenstufe bei Vorlage des förmlichen Förderantrages anzufordern, durch die nachzuweisen ist, dass die in den Vorhaben aufgeführten Ressourcen der Antragsteller für die gesamte Laufzeit der Förderung aufgebracht werden können.
· Unternehmen der gewerblichen Wirtschaft können i.d.R. je nach Anwendungsnähe des Vorhabens - bis zu 50% vom BMBF anteilfinanziert werden. Den verbleibenden Eigenanteil trägt der Konsortialpartner, der überwiegend die Ergebnisse wirtschaftlich verwerten wird (d.h. die Verwertungsrechte liegen laut „Business Development Concept” und Kooperationsvereinbarung bei diesem Partner; darzustellen unter Punkt 1.4.3 in der Beschreibung des Konsortiums). 
· Bei KMU
 kann über die oben genannten Förderquoten hinaus noch eine Erhöhung der Förderquote um 10% (KMU-Bonus) und um weitere 10% gewährt werden, wenn es sich um eine „wirkliche“ Zusammenarbeit zwischen KMU und öffentlicher Hochschule/Forschungseinrichtung handelt (Verbundbonus). 
· Die Einbindung ausländischer Partner in ein Verbundvorhaben ist möglich, sofern deren Kompetenz für den Erfolg des Gesamtprojektes entscheidend ist und ein hoher Anteil an der Wertschöpfungskette in Deutschland erfolgt. Die Finanzierung des ausländischen Teilprojektes muss entweder durch andere Geldgeber gesichert sein oder der Partner per Auftragsvergabe eingebunden werden. Für deutsche Partner kann ein Bonus von 10% gewährt werden, wenn das Projekt im Rahmen einer „wirklichen“ grenzüberschreitenden Zusammenarbeit (keine Auftragsvergabe) zwischen mindestens zwei unabhängigen Partnern aus anderen EU-Mitgliedsstaaten durchgeführt wird. Dieser Bonus kann nicht mit dem o.g. Verbundbonus kombiniert werden. 
· Die Boni können nur bis zu maximal 20% kumuliert werden. 
· Klinische Studien:

· Falls die Durchführung einer klinischen Studie (bis zu Phase 2) beantragt werden soll, muss vorab mit dem zuständigen Projektträger (siehe unten) Kontakt zur Beratung aufgenommen werden.
· Bei Beantragung einer klinischen Studie sind die unter Punkt 3 „Descripton of Clinical Study“ der „Guideline for Project Application“ aufgeführten Angaben essentiell. Zudem müssen die GMP-Herstellungserlaubnis, die Genehmigung der klinischen Prüfung durch die zuständige Behörde, ein Exemplar des vollständigen Studienprotokolls (mit erforderlichen Unterschriften) sowie die Sponsorenerklärung dem Antrag beigefügt werden. 
· Im Falle einer positiven Begutachtung muss dem Förderer vor Beginn der Patientenrekrutierung das uneingeschränkt positive Ethikvotum (für die vorliegende Version des Studienprotokolls) und eine Bestätigung über die erfolgte Registrierung in einem öffentlich zugänglichen Register (wie z.B. clinicaltrials.gov oder controlled-trials.com/ vorgelegt werden.

Hinweise zur Antragstellung: 
Ein Projektantrag besteht aus (1) einer postalisch einzureichenden ausführlichen Vorhabensbeschreibung und (2) den über das Internet zu übermittelnden Datenblättern (unter www.gesundheitsforschung-bmbf.de/de/1870.php). Es wird empfohlen, vor Vorlage des Projektantrages mit den beim Projektträger im DLR zuständigen wissenschaftlichen Mitarbeitern Kontakt aufzunehmen (Tel. 0228/3821-204 oder -251).
(1)
Die ausführlichen Projektbeschreibungen in englischer Sprache sind unter Berücksichtigung der Vorgaben der Förderrichtlinie und der nachfolgenden Antragsgliederung zu erstellen und von der Verbundkoordination beim 
Projektträger im DLR für das BMBF

- Gesundheitsforschung -

Heinrich-Konen-Str. 1
53227 Bonn
Tel.: 0228-3821-210

Fax: 0228-3821-257

Internet: www.pt-dlr.de
auf dem Postweg einzureichen. Eine Vorlage per Email oder Fax ist nicht möglich. Als Hilfestellung für die Antragstellung ist die unten vorgegebene Antragsgliederung bereits in Englisch formatiert.
Die Anträge sind in 15-facher Ausfertigung sowie im PDF-Format auf CD vorzulegen. Der Umfang soll für 7 Seiten für das übergeordnete Verbundkonzept (1) und 7 Seiten pro geplantem Teilprojekt (2) nicht überschreiten. Im Falle der Beantragung einer klinischen Studie, ist darüber hinaus eine detaillierte Darstellung der klinischen Studie entsprechend den Vorgaben des Leitfadens (3) erforderlich. Diese darf 8 Seiten nicht überschreiten (DIN-A-4 Format, 1,5-zeilig, doppelseitig, Arial Schriftgröße 11). Die Ausgestaltung muss der unten aufgeführten Antragsgliederung ("Guideline for Project Application") entsprechen. 

(2) Zusätzlich sind elektronische Datenblätter für den Verbund und für jedes der geplanten Teilprojekte im Internet auszufüllen und dem Projektträger über das Internet zu übermitteln (www.gesundheitsforschung-bmbf.de/de/1870.php). Die Angaben in den elektronischen Datenblättern dürfen nicht vom ausführlichen Projektantrag abweichen. Die Datenblätter dienen der Erfassung der eingegangenen Anträge. Diese Dopplung ist notwendig und unvermeidbar. 
Projektanträge können bis spätestens 14.04.2008 (Datum des Poststempels) eingereicht werden. 

Projektanträge müssen entsprechend der folgenden Gliederung verfasst werden. Anträge, die den Vorgaben dieses Leitfadens nicht entsprechen und bei denen keine elektronischen Datenblätter vorliegen, können nicht berücksichtigt werden. Es steht den Antragstellern frei, innerhalb des vorgegebenen Umfangs weitere Punkte anzufügen, die ihrer Auffassung nach für die Beurteilung des Projektes von Bedeutung sind.
Guideline for Project Application
Applications that fail to comply with the requirements of this guideline will be considered as not eligible and will be rejected without further review.

1. DESCRIPTION OF CONSORTIUM
The overall description of the consortium should not exceed 7 pages 

1. Title of the consortium
The title of the project proposal of the consortium should be concise and brief (max. 40 characters). The title will be used for consortium identification.
2. KEY WORDS

Please give up to six keywords indicative for the entire project. The keywords will be used for project classification.
3. Coordinator
· First and last name and academic title of the coordinator
· Institution and department (complete name)

· Postal address

· Telephone contact
· Fax number
· E-mail address

4. Duration of project

Please indicate the duration of the project (up to 3 years).

5. SUMMARY 
Please give a concise summary of the concept and methodological approaches of the entire project (max. 1600 characters).
6. PROJECT PARTNERS of the consortium
Please characterize the participating project partners and their contribution within the consortium by filling in the table below. (A ‘project partner’ is a workgroup at a distinct institution, which accomplishes a well-defined work package (subproject) within the consortium.
	No.
	Principal investigator 
	Institution
	Title subproject
	Function of the partner within the consortium

	1
	e.g. Prof. Plum
	University of …
	Replacement of..
	Coordination…

	2
	e.g. Dr. …
	…
	…
	Provision of…

	3
	…
	…
	…
	…

	…
	
	
	
	


7. SCIENTIFIC CONCEPT AND OBJECTIVES 
Please describe the scientific background and the overall topic, concept, goals and methodological approaches of the entire project. Delineate the state-of-the-art in the field and the innovative aspects of your project also with respect to international developments. 
8. Clinical perspective

Please shortly describe the targeted disease and the clinical picture. Outline the perspective and relevance of the project for future or existing cell-based regenerative therapies. What would be their advantage over existing therapy options?
9. ORGANIZATION OF THE CONSORTIUM

From the organization chart, the cooperation within the consortium and the resulting synergies should become clear. 

10. COoperation and COORDINATION
Delineate your concept for the consortium’s coordination and cooperation and depict measures for knowledge exchange within and beyond the consortium. Outline the quality, degree and benefit of cooperation between the project partners, the different fields of expertise and with national and international cooperation partners. 
11. Previous results

In case the consortium has already been funded in the first phase of the funding program ‘Cell-based, regenerative medicine’, please delineate the objective of the previous project and the obtained results. Describe how far you succeeded to meet your milestones and project goals.
12. Existing Cell material and infrastructure
Outline the nature and quality of the available cell material and the availability of other research infrastructure relevant for the application

13. FINANCIAL PLAN OF THE CONSORTIUM

Outline the financial plan of the project by filling in the table below. 
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*Sci = Scientist (ca. 60.000 €/year), Grad = Graduate student (ca. 30.000 €/year), Eng = Engineer (ca. 50.000 €/year), T = Technician (ca. 40.000 €/year), O = Other
2. DESCRIPTION OF INDIVIDUAL SUBPROJECTS
The description of each subproject should not exceed 7 pages. 

2.1
Title of the subproject

The title of the subproject should be concise and brief (max. 40 characters). The title will be used for subproject identification.
2.2
Subproject number
Please indicate the used number of the subproject within the consortium.
2.3
Key words

Please give up to six keywords indicative for the subproject. The keywords will be used for subproject classification.
2.4
Principal investigator
· First name, last name and academic title of the principle investigator

· Institution and department (complete name)

· Postal address

· Telephone

· Fax

· E-mail address

2.5
Duration of the subproject

Time period for which funding is requested (up to three years).
2.6
Summary of the subproject

Give a concise summary of the subproject (max. 1200 characters). 

2.7
Scientific concept and principal objectives of the subproject 
Describe the scientific background and the concept and goals of the subproject. Delineate the state-of-the-art in the field.

2.8
Methodologies and techniques
Describe the methodologies and technical approaches of the subproject.
2.9
Work plan, milestones and expected results
Describe the time frame and work plan of the subproject including milestones and expected results.
2.10
Resources and expertises 
Describe the resources necessary for the accomplishment of the project: infrastructure, capacities, apparatuses, installations, expertises and previous achievements (e.g. methodologies, cells/tissues, animal models etc.). How are the required resources integrated in the project? 

If relevant for the application, please list projects or project applications for the work with human embryonic stem cells according to the German “Stammzellgesetz (StZG)” that were applied for or are already approved by the Robert Koch-Institut.
2.11
Previous work
Please describe the focus of your previous work and results that are relevant for the project. In case the subproject has already been funded within the first phase of the program ‘Cell-based, regenerative medicine’, please explicitly name your results accomplished within that frame. 
2.12
Collaborations

Please name existing or planned national and international collaborations beyond the consortium that are relevant for the subproject.
2.13
Financial plan
a) Outline the financial plan of your subproject in agreement with No. 13 of this application by filling in the table below.
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b) Specify the needs of your project concerning personnel, consumables, equipment, commissions and “other” in agreement with the table above.
2.14
Co-financing and other funding
Indicate any co-financing and funding of the project applied here by other sources. Also name, if you have already submitted an application for funding of this project, or parts thereof, elsewhere. If not, please declare: “A request for funding for this project has not been submitted to any other addressee. In case I submit a request, I will inform the Federal Ministry of Education and Research (BMBF) immediately”.

Please list your ongoing projects funded by third parties (e.g. DFG, EU, BMBF, other foundations). 

2.15
Publications and patents
List your publications that are most relevant for the project (not more than 10, please also indicate the impact factor of the journal). Name all patents and licences that are relevant for the accomplishment of the project.

3. DESCRIPTION OF CLINICAL STUDY
3.1 STUDY SYNOPSIS
The following outline is relevant for projects with focus on clinical studies only.

The description of the clinical research project (study synopsis as required by the respective registration authority) should not exceed 8 pages max. (DIN A4, at least 11 point Arial, single space). Make an entry under every heading/subheading.
Note that in addition to the study synopsis one complete study protocol has to be submitted.

3.1.1
STUDY SUMMARY

	APPLICANT / COORDINATING INVESTIGATOR
	Name, address, telephone, fax, e-mail
In case of multiple applicants the principal investigator / coordinating investigator of the study who will assume responsibility for conducting the clinical study, should be listed first.

	TITLE OF STUDY
	The title of the study (not exceeding 140 characters) should be as precise as possible. In case of funding this title shall be quoted in the annual reports of the funding organisations. Please change accordingly in the header.

	CONDITION/TOPIC
	The medical condition being studied (e.g. Parkinson, diabetes, stroke…)

	OBJECTIVE(S)
	Which principal research questions are to be addressed? Specify clearly the primary hypotheses of the study that determine sample size calculation (not exceeding 140 characters).

	INTERVENTION(S)
	Description of the experimental and the control treatments or interventions as well as dose and mode of application. For diagnostic tests or procedures the experimental test and the gold-standard or reference procedure should be described.
Experimental intervention:

Control intervention / Reference therapy if applicable:

Duration of intervention per patient/subject:

Accompanying measures: (e.g. pharmacokinetic analyses, biomarkers):

	KEY INCLUSION AND EXCLUSION CRITERIA
	Key inclusion criteria:

Key exclusion criteria: 

Special Populations (elderly, children, gender, impaired organ function):

	OUTCOME(S)
	Primary endpoint(s) (e.g. for dose-finding in Phase I, e.g. for assessment of activity in Phase II)

Key secondary endpoint(s):

Assessment of safety:

	DURATION OF TREATMENT AND FOLLOW-UP
	Duration of treatment per patient:

Follow-up per patient:

	STUDY DESIGN
	Study type (e.g. single agent or combination, parallel group, cross-over)

Type of controls e.g.(active / placebo)

Measures taken against bias e.g. randomized / non-randomized, type of masking (single, double, observer blind),

	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 study (n = …)

To be analysed (n = …) (reasons for and handling of drop outs)

	STUDY DURATION
	First patient/subject in / last patient/subject out:
Duration of the entire study:

	PARTICIPATING CENTERS
	How many centres will be involved? 


3.2.
Medical problem

Which medical problem is to be addressed? What is the novel aspect of the proposed study?

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

3.2.1 Evidence 

Set your study into perspective. Which studies have been conducted either by you or by others? What is the relevance of their results and what are the key differences compared with your study? Give references to any relevant systematic review(s) and/or (own) pilot studies, feasibility studies, relevant previous/ongoing studies, case reports / series. If you believe that no relevant previous studies have been done, give details of your search strategy for existing information. This should both detail the background of the starting hypotheses and the feasibility of the study.
3.2.2. need for a Clinical study 

What impact will the results have on clinical practice or understanding of the proposed intervention or underlying disease? Discuss a possible positive as well as negative study outcome. What is the risk of inconclusive results?

3.3
JUSTIFICATION OF DESIGN ASPECTS

3.3.1
Control(s) / comparator(s) 

Justify the choice of control(s)/comparison(s) or justify the conduct of a single agent study.

Are placebo controls acceptable/feasible? Which previous studies established efficacy and safety of the chosen control regimen?

3.3.2
Inclusion / exclusion criteria 

Justify the population to be studied, include reflections on generalizability and representative​ness.
3.3.3
Outcome measures
Justify the endpoints chosen. Are there other studies that have utilized this endpoint? Are there any guidelines proposing this endpoint/these endpoints? Discuss the clinical relevance of the outcome measures for the target population. Have the measures been validated? If you have chosen surrogate endpoints (e.g. biomarkers) justify. How accurate can the outcome be measured in relation to clinical practice (e.g. when patient's visits are restricted to a periodical or irregular schedule, interval censored data).

3.3.4
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 study groups? Can/should the study population be subdivided into strata?

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).
3.3.5
Proposed sample size / power calculations

What is the proposed sample size and what is the justification for the assumptions underlying the sample size determinations (statistical hypotheses, statistical error probabilities and power calculations). If the sample size is not based on statistical hypotheses justify why another approach has been chosen and why that enables to answer the medical question of the study. In particular, in Phase I studies: describe the dose escalation scheme and the stopping rule, and in Phase II studies, distinguish between single stage and two/multistage designs, give the samples sizes at each stage and the stopping rules. In comparative studies, 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. Justify the size of difference that the study is powered to detect, or in case of a non-inferiority or equivalence study, the size of difference that the study is powered to exclude. It is important that the sample size calculations take into account anticipated rates of non-compliance and losses to follow up. Give event rates, means and medians of quantitative outcomes, etc., as appropriate.
3.3.6
Feasibility OF RECRUITMENT
What is the evidence that the intended recruitment rate is achievable (e.g. pilot study)? Describe from what data you assessed the potential for recruiting the required number of suitable subjects. With regard to the planned study estimate the drop-out rate.

3.4
Statistical Analyses

What is the proposed strategy of statistical analysis? What is the strategy for analysing the primary outcome? If interim analyses are planned, please specify. Are there any subgroup analyses? Discuss the robustness of your results e.g. with respect to unavoidable incomplete or missing data. If high-throughput data are generated (e.g. when using microarrays) which methods are used to adjust for multiplicity and an inflated error of false positive results?
3.5
Ethical Considerations

Discuss briefly the acceptability of the risk incurred by the individual participant versus the potential benefit for the participant / population concerned. In particular in Phase I studies: What measures have been taken to detect serious adverse events immediately such that the study can be terminated or taken on hold? What are the most important issues about which the patients have to be informed? 
3.6
study Management

3.6.1
Clinical Study expertise
Please indicate persons responsible for design, management, and analysis of the study.

	#
	Name
	Affiliation
	Responsibility / Role

	
	
	
	Sponsor of the study 

	
	
	
	Principal/Coordinating Investigator

	
	
	
	Study Statistician 



Please indicate studies expertise of all above-mentioned participants by citing relevant previous work, publications and/or specifying major role in ongoing study(s) (to be identified; max. 5 publications of the last 5 years). Ensure that the team of investigators has the necessary range of disciplines and expertise to carry out the study.  

3.6.2
Study-supporting facilities 

Which study-specific facilities and other resources are available for conducting the study?

3.7
STUDY TIMELine FLOW

As funding by BMBF will critically depend on the study progression according to the milestones, please provide a proposal of milestones reflecting planning, recruitment status and data clearing/analysis progress. Include a diagram showing trial stages and milestones.

3.8
Co-FINANCING BY INDUSTRY AND/OR OTHER THIRD PARTIES

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

In case of industry participation: Co-financing by industry or other third parties is at least

· 50% of the costs for a phase I study. 

· 75% of the costs for a phase II study. 

The application should briefly describe the type and volume of the co-financing, indicating the respective company or other third party. Details are to be specified in the study protocol: 

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

· 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 study and the publication of its results. A statement giving such assurances will be demanded by the funding organization after the review process is finished.

· Declare conflicts of interest

Please do not enter any contracts before notice of award has officially been given; please contact the funding organization 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 study. Make sure that the agreements cover ALL relevant points in detail, especially with respect to the exploitation of the results, e.g. proportion of contribution of partners reflected in patents and first as well as last authorship in publications.

3.9.2 Other funding

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

3.9
DECLARATIONS 
3.9.1 Sponsors declaration

The awarding of funds is linked to the condition that the institution employing the principal/coordinating investigator assumes full responsibility and all functions and obligations of the sponsor as listed in chapter 5 of 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), notwithstanding the fact that the funding organisation provides additional external funds. In particular, appropriate agreements should be concluded with the parties conducting the study in order to ensure that the responsibility referred to above can be exercised. A corresponding declaration has to be submitted comprising the assurance that

1.         the study will be conducted in accordance with the principles of ICH GCP and
2.         the institution will assume the sponsor's responsibilities in
 accordance with chapter 5 of ICH GCP.

The text of the sponsor's declaration is available on the funding organisation's web sites (http://www.gesundheitsforschung-bmbf.de/de/1859.php). Please use this text for your declaration, which must be duly signed by a representative of the employing institution and the principal/coordinating investigator. The sponsor’s declaration should be joined to the application electronically as well as in hard copy.

3.10
STUDY PROTOCOLL 
Please provide one complete study protocol electronically as well as a hard copy.
� EMBED Word.Picture.8  ���











�Kleine und mittlere Unternehmen im Sinne der Definition der Europäischen Kommission (�HYPERLINK "http://ec.europa.eu/enterprise/enterprise_policy/sme_definition/index_de.htm"��http://ec.europa.eu/enterprise/enterprise_policy/sme_definition/index_de.htm�). Das bedeutet, dass die Unternehmen weniger als 250 Beschäftigte, einen Jahresumsatz von höchstens 50 Mio. EUR oder eine Jahresbilanzsumme von höchstens 43 Mio. EUR haben und nicht zu 25% oder mehr des Kapitals oder der Stimmanteile im Besitz von Unternehmen sind, welche die KMU-Kriterien nicht erfüllen. 


� 	Assure that the biostatistician has the expertise to carry out clinical studies, e.g.: GMDS certificate, � HYPERLINK "http://www.gmds.de/organisation/zertifikate/zertificate.php" �http://www.gmds.de/organisation/zertifikate/zertificate.php�; ICH guidance E9 "Statistical Principles of Clinical Trials"
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Tabelle1

		

				Financial Plan

				Short title subproject: "….."

				No		Institution		Subproject (short title)		Personnel*				Consuma-bles		Equip-ment		Commis-sions		Travel		Other		Total

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

				...		…		…		…		…		…		…		…		…		…		…

				*Sci = Scientist (ca. 60.000 €/year), Grad = Graduate student (ca. 30.000 €/year), Eng = engineer (ca. 50.000€/year), T = Technician (ca. 40.000€/year), O = Other






_1258890603.xls
Consortium

		

				Financial Plan

				Title of the consortium: "….."

				No		Institution		Subproject (short title)		Personnel*				Consuma-bles		Equip-ment		Commis-sions		Travel		Other		Total

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

				1		…		…		…		…		…		…		…		…		…		…

				2

				3

				…

				Sum consortium

				*Sci = Scientist (ca. 60.000 €/year), Grad = Graduate student (ca. 30.000 €/year), Eng = engineer (ca. 50.000€/year), T = Technician (ca. 40.000€/year), O = Other
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