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Academic Clinical Trials Call. Proposal Application Form
Before submitting your application please read carefully the instructions provided on the last page, 
otherwise you will not be able to upload this document correctly.
 Type of research project:
PROJECT ABSTRACT  
Summary of the project's objectives and expected impact.                                                             (Max. 2,500 characters) 
 KEYWORDS
  Please indicate between seven and ten keywords that represent the scientific content of the study (medical domain, disease, etc), approaches (genetics, pathophysiology, diagnostics, etc.), tools (i.e. animal models, omics, etc.)
  RESUMEN DEL PROYECTO
Resumen del proyecto. Impacto esperado de los resultados.                                                         (Max. 2,500 characters)
  PALABRAS CLAVE
Por favor, indique entre siete y diez palabras clave que representen el contenido científico del estudio (área médica, enfermedad, etc.), enfoque (genética, fisiopatología, diagnóstico, etc.) herramientas (modelos animales, ómicas, etc.).                                                  
  BACKGROUND
Previous results in clinical research in the project area. Describe the previous clinical evidence considered in your research. Describe as well how the project goes beyond the state-of-the-art.                                                      (Max. 16,000 characters)
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REFERENCES                                                                                                                                                                                                                       
                                                                                                             (Max. 5,000 characters)
HYPOTHESIS AND OBJECTIVES 
Briefly describe the hypothesis and the specific objectives of the project. The objectives should be measurable, verifiable and realistically achievable within the timeframe of the project and with the dedicated resources.                  (Max. 5,000 characters)
SCIENTIFIC AND/OR TECHNICAL METHODOLOGY
Description of the clinical protocol: study design (sample determination, statistical analysis, inclusion criteria, risks...) and gender dimension. Include a preliminary proposal of the Data Management Plan (DMP).                                                                                                                                                                             
                                                                                                                 (Max. 26,000 characters)
SCHEDULE/TIMELINE
 (List and timing of the different activities/tasks)
ACTIVITY
1st Year
2nd Year
3rd Year
MONTH
 J   F  M  A  M  J   J   A   S  O  N  D
4th Year
DESCRIPTION OF ACTIVITIES 
Clearly define the activities and include the management plan. In case of a multicenter project, describe the responsibilities and workloads of each participating research group.                                                                                (Max. 16,000 characters)
GENDER DIMENSION 
Gender perspective must be considered in the project's research and innovation content. Describe how gender dimension is integrated in the proposal regarding:
·         Scientific background
·         Hypothesis and objectives
·         Scientific and technological methodology
·         Clinical relevance (in terms of applicability and transferability of results).
Please include any relevant ethics considerations.                                                                               (Max. 5,000 characters)
LACK OF COMERCIAL INTEREST OF THE PROPOSAL
Justify the absence of commercial interest of the proposal regarding the non-existence of patent protection or data/ market exclusivity of the drug (active ingredient and/or any of its formulation).                                                      (Max. 5,000 characters)
ADAPTATION OF THE PROPOSAL TO THE OBJETIVES AND PRIORITIES OF THE CALL 
 
Use of new technologies or drugs. Describe the extent of the participation of the ISCIII Clinical Research Support Platform, SCReN (Plataforma ISCIII de Soporte para la Investigación Clínica). If SCReN is not participating in the clinical trial, please provide a sound justification. Ability to generate synergies and scientific-technical capabilities in the SNS centers.         (Max. 10,500 characters)
CLINICAL RELEVANCE OF THE PROPOSAL 
Applicability and transferability of the results. Impact on health: prevalence of the pathology, special populations, diagnostic and therapeutic effectiveness, etc. New indications leading to an improvement of the health-care system. Potential economic impact (cost-effectiveness, effectiveness study, etc). Describe how the clinical trial contributes to the scientific strategy of the involved organisation/s.                                                                                                                     (Max. 16,000 characters) 
 
IMPACTO SOCIAL ESPERADO
(Complete esta sección en español)
 
Resuma el proyecto y los resultados esperados, con especial referencia a la población afectada. Emplee un lenguaje comprensible para las personas no científicas. Describa:
- Características generales del proyecto, especialmente en términos de relevancia y vulnerabilidad.
- Impacto esperado del proyecto, en términos de procedimientos que mejoren la salud y calidad de vida del paciente.
- Plan de difusión enfocado a la ciudadanía, acciones planeadas dirigidas especialmente a grupos de interés (entre otros, personas afectadas por el problema de salud, ciudadores, familiares o personas del entorno).                           
                                                                                                             (Max. 10,500 characters)
1. Personnel costs
Euros
	REQUESTED BUDGET (DIRECT COSTS)
2. Execution costs
A) Goods and services (Equipment, consumables and other expenses).
B) Travel and allowance
AVAILABLE RESOURCES
 Indicate the available resources to carry out the clinical trial. Describe the management capacity of the applicant organization.         
                                                                                                                   (Max. 10,450 characters)
BUDGET JUSTIFICATION
 Scientific justification of the requested budget.  
                                                                                                                  (Max. 16,000 characters)
ANNEXES (Text)
                                                                                                              (Max. 10,500 characters)
ANNEXES (Images)
                                                                                                                         Max. 1 figure
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