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Research Protocol Template
Instructions:
· Use this model to develop the research protocol, removing the explanatory text in italics.

· DO NOT alter the font (Arial size 11) or page configuration (A4, 1.5 line spacing, justified text, 15 mm margins). For tables, the minimum allowed size is 8.

· If applicable, annexes (questionnaires, informed consent, etc.) may be included in a separate document.

Title
Authors and Affiliations
ABSTRACT: Must not exceed 300 words, covering Background to Discussion, excluding registration. Minimize the use of abbreviations and do not use references.
BACKGROUND: … OBJECTIVES: … METHODOLOGY: … DISCUSSION: Justification (applicability and relevance of the study); impact (on society, public health, physiotherapy), implications for practice and research.

STUDY REGISTRATION: Registration number if applicable (not mandatory but will be scored).

KEYWORDS: Four to six keywords representing the main content of the study, preferably using MeSH terms.

PRIORITIZATION: Indicate if the study aligns with one of the priority topics set by the Governing Board. If so, specify the topic and justify the selection briefly.
TYPE OF STUDY:
· a) Intervention study.

· b) Design and/or validation of diagnostic instruments or treatment protocols.

· c) Observational study.

· d) Qualitative study.

· e) Review.

BACKGROUND. Evaluation aspects:
· Content: Must demonstrate knowledge of the background and current state of the topic, aligned with objectives and hypotheses.

· Citations: References must be cited appropriately. Every phrase or paragraph must contain at least one citation.

· Bibliography: Must be relevant (Vancouver citation style); preferably, most references should be from the last 10 years.

· Form: Ensure scientific language, correct spelling, logical structure, and paragraph formation.

JUSTIFICATION

The study's importance must be justified based on scientific literature. Background alone should justify the study’s necessity, highlighting its innovation and contribution to science. Justification must be oriented toward the research hypothesis and objectives.

HYPOTHESES AND OBJECTIVES

· Hypotheses must be clearly defined, well-written, and related to the background and objectives.

· Must assess originality, feasibility, and scientific, social, and health relevance.

· Hypotheses can be conceptual (non-quantifiable assumptions), operational (quantifiable, measurable, and analyzable translations of conceptual hypotheses), or statistical.

· Identify the primary and secondary objectives, ensuring they are concrete, evaluable, and consistent. Each objective should correspond to at least one hypothesis.

METHODOLOGY

Depending on the type of study, the following must be included:

a) Intervention Studies

· Study design

· Participants (study population, setting, inclusion/exclusion criteria)

· Intervention and control groups

· Interventions

· Variables

· Sample size calculation

· Randomization

· Blinding

· Statistical analysis

· Ethical considerations

· Study limitations

It is recommended to consider the evaluation rubric for intervention studies, as well as the CONSORT checklist (http://www.consort-statement.org/) and the “SPIRIT 2013 Statement: Defining Standard Elements of a Clinical Trial Protocol,” which describe the contents required to develop a clinical trial protocol.

Chan, A. W., Tetzlaff, J. M., Altman, D. G., Laupacis, A., Gøtzsche, P. C., Krleža-Jerić, K., & Dore, C. J. (2015). SPIRIT 2013 Statement: Defining Standard Elements of a Clinical Trial Protocol. Revista Panamericana de Salud Pública = Pan American Journal of Public Health, 38(6), 506.

b) Diagnostic Instrument Design/Validation Studies

· Study design

· Research context

· Participants (eligibility, selection/recruitment criteria)

· Sample size calculation

· Data (variables and instruments)

· Data collection process

· Data analysis methods

· Ethical considerations

· Limitations

It is recommended to consider the evaluation rubric for studies on the design and/or validation of diagnostic or treatment instruments. Although these types of studies vary in methodology, the following can also be consulted as a guide: checklist STARD-“Standards for Reporting Diagnostic accuracy studies” (http://www.equator-network.org/reporting-guidelines/stard).
c) Observational Studies

· Study design

· Study population and setting

· Participants (inclusion/exclusion criteria, selection)

· Variables

· Instruments

· Biases

· Sample size calculation

· Statistical analysis

· Ethical considerations

It is recommended to consider the evaluation rubric for observational studies, as well as the “STROBE Initiative Statement (Strengthening the Reporting of Observational Studies in Epidemiology): Guidelines for Reporting Observational Studies,” which describes the minimum content required to develop the protocol for an observational study.

Von Elm, E., Altman, D. G., Egger, M., Pocock, S. J., Gøtzsche, P. C., & Vandenbroucke, J. P. (2008). Declaración de la Iniciativa STROBE (Strengthening the Reporting of Observational studies in Epidemiology): directrices para la comunicación de estudios observacionales. Gaceta Sanitaria, 22(2), 144-150.

d) Qualitative Studies

· Study design

· Researcher characteristics

· Research context

· Sampling strategy

· Data collection methods

· Data collection instruments

· Data processing methods

· Data analysis methods

· Ethical considerations

· Limitations

It is recommended to consider the rubric for evaluating qualitative studies, as well as the “Standards for reporting qualitative research: a synthesis of recommendations” which describes the minimum content for developing the protocol for a qualitative study.
O’brien, B. C., Harris, I. B., Beckman, T. J., Reed, D. A., & Cook, D. A. (2014). Standards for reporting qualitative research: a synthesis of recommendations. Academic Medicine, 89(9), 1245-1251.

e) Review

· Review protocol (registration)

· Eligibility criteria (studies, participants)

· Information sources

· Search strategy

· Study selection

· Variables

· Study quality analysis (risk of bias)

· Data extraction process

· Planned data analysis methods

· Limitations

It is recommended to consider the evaluation rubric for Systematic Reviews/Meta-Analysis, as well as “The extension of the PRISMA statement for systematic reviews that incorporate network meta-analysis: PRISMA-NMA” which describes the minimum content for developing the protocol for a systematic review or meta-analysis.
Hutton, B., Catalá-López, F., & Moher, D. (2016). La extensión de la declaración PRISMA para revisiones sistemáticas que incorporan metaanálisis en red: PRISMA-NMA. Med Clin (Barc), 147(6), 262-6.

Shamseer L, Moher D, Clarke M, Ghersi D, Liberati A, Petticrew M, Shekelle P, Stewart L, PRISMA-P Group. Preferred reporting items for systematic review and meta-analysis protocols (PRISMA-P) 2015: elaboration and explanation. BMJ. 2015 Jan 2;349(jan02 1):g7647.

IMPACT. It should include:
· a. Impact on society, public health, and physiotherapy (implications for practice and research). The impact that the project will have on society in general, its socioeconomic relevance, impact on quality of life, etc. must be explained. The clinical impact in the field of Physiotherapy, the practical usefulness of the results in relation to Public Health (specific or potential recipients who can benefit from the results of this intervention) must be stated. The scientific relevance (for research) must be clear: originality, ability to improve specific problems, possibility of producing significant advances.
· b. Plan for dissemination, communication, and exploitation of results. A specific strategy must be included to disseminate the results to the scientific community; it is necessary to specify how many articles, papers at conferences, etc., the team intends to produce and to what type of journal, conference, etc., providing examples if possible. It is also necessary to specify how the results will be communicated to the non-scientific community, to society in general. If the results are likely to be exploited (patent, registration, etc.), the exploitation plan should also be specified. This plan for dissemination, communication and exploitation of results must be complete and be in line with the previous section in order to ensure the maximum possible impact of the project.
IMPLEMENTATION. It should include:
· a. Research team:
It is necessary to briefly explain the experience of the research team and its suitability to achieve the project objectives. Complete the following table:
	Indicator
	Number

	Funded research projects
	Team total
	

	
	Principal Investigator (PI)
	

	Scientific articles
	Team total
	

	
	Team total in JCR-indexed journals (last 5 years)
	

	
	PI total
	

	
	                               PI in last 5 years
	


· b. Work plan.
A work plan must be presented, preferably in the form of a Gantt Chart with at least the following: months, workpackages and the corresponding tasks, deliverables (at least, the interim and final report to be submitted to the CFC) and milestones (important milestones to be achieved during the execution of the project). This Gantt Chart (an example is provided in the call) can be included as an image and must be accompanied by text or an explanatory table of the different elements. In addition to these formal elements, the work plan must be appropriate and coherent with the methodology and the dissemination, communication and exploitation plan.

· c. Risk plan:

A table must be included with the possible risks in the implementation of the project, their potential impact (minor, medium or major) and the mitigation mechanism to control them. It must be clear that the research team is aware of the most important risks and is able to have an efficient strategy to ensure that the project can be developed appropriately. This section does not specifically refer to the risks for patients (or not only), but to the possible risks for the implementation of the project.
TRANSVERSAL ASPECTS. Brief explanation of aspects related to gender, interdisciplinarity, social inclusion, citizen participation, and open science. More details on evaluation criteria can be found in the assessment rubrics.
For further information on gender aspects: https://www.uvic.cat/sites/default/files/guia_genererecerca.pdf
For open science policy: https://www.youtube.com/watch?v=Nrn4wq9Cc04
https://www.uab.cat/doc/HoritzoEuropa_CienciaOberta
For social inclusion in research: https://ec.europa.eu/regional_policy/en/policy/themes/social-inclusion/
For citizen participation in research: https://www.participatorymethods.org/task/research-and-analyse
REFERENCES

Follow Vancouver citation style.
------------------------------------ Maximum document length: 15 pages --------------------------------------
(Content exceeding 15 pages will not be considered for evaluation.) 
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