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RESEARCH PROJECT PROPOSAL:
[bookmark: _Hlk174948776]Please use this section to provide a summary of the research project’s background and to introduce the HM-specific research project to be addressed (statement of the problem), describing the significance / unmet need of the project, and why HARMONY data is required to address it. Please provide the specific aims of the project, including the (general and specific) study objectives, the hypothesis to be evaluated (where applicable) and / or the anticipated major outcome(s) of the research project, as well as whether authors expect that results will agree, differ or complement other studies and the additional benefits/impact that will be generated compared such existing, published data. Please ensure that the scientific purpose is clearly described and clarify how it will contribute to enhance the scientific and/or medical knowledge or will be used to empower policy makers and clinicians to optimize care for patients. This information will be used to determine the scientific merit of the proposed work. 
Sub-sections can be used for clarity. 






LITERATURE REVIEW, REFERENCES, AND SUPPLEMENTARY MATERIAL 
When available, review the empirical and theoretical literature relevant to the HM-specific research project to be addressed, showing clearly the linkage of literature review to the research question and the need to conduct the research. Please also use this section to include any additional information you want to include to supplement your Research Proposal.







STUDY DESIGN, METHODOLOGY, AND ANALYSIS PROPOSAL:
With regards to the scientific integrity of the research it is recommended that the research project proposals should provide sufficiently pre-defined details on the methodology of the analysis to be applied. Pre-specification, whenever possible, is an important feature of the scientific quality of the research. Thus, this section should provide a clear description of the research methods to be used to address each of the specific aims posed. 
Please outline the sample group (an estimation of the number of patient datasets needed to conduct the research project), the key variables which need to be present in the data, the inclusion/exclusion criteria, and specify the tools, modelling, and the analytical and statistical methods to conduct an outcome-driven analysis of the research project. 
Sub-heading can be used to differentiate sub-sections.
Finally, if available, please identify suggested (additional) suitable datasets to complement existing HARMONY data that are relevant to the research project and the number of datasets available in those databases.





IMPACT
[bookmark: _Hlk174950136]This section should be used to describe the potential impact of work, i.e., instrumental impact (influencing the shaping and/or development of clinical practice); conceptual impact; other, as well as who will benefit from the work. 
Please include information about potential risk factors and how authors pretend to minimize them, surrogate parameters, classical and additional endpoints, outcome definitions and measures, etc. 
Figures, graphs, and tables can be used in this section.





[bookmark: _Hlk174950207]WORKPLAN
This section should be used to provide an estimation of the anticipated project timeline and the key milestones dates for the research project. If needed, please include key meetings and performance reviews in this plan. Please also provide here the expected outputs of the research project (i.e., publications, collaborations and partnerships, etc.). 
If available at this stage, please list the collaborating organizations and additional data providers by: Full name, country – on alphabetic order of name organization. Finally, please indicate whether internal collaboration with HARMONY staff and members will be required to perform these analyses.





ETHICAL CONSIDERATIONS
This section should describe how the proposal intends to address any anticipated ethical concerns or difficulties in relation to the aims and objectives, the research and analysis methodology, and the potential of the Research Project. If you are unsure whether aspects of your project require ethics approval, check with us. The ethics approval process is often lengthy and time-consuming, and you will need to be aware of all the stages involved in this.







ADDITIONAL INFO FOR COMMUNICATION & DISSEMINATION PURPOSES
Communication and dissemination of research projects and research findings are an integral part of any research activity and one of the primary functions of the HARMONY Alliance Foundation. These activities ensure that the innovations developed through HARMONY Alliance Research Foundation Projects reach broad audiences, including the academic community, industry stakeholders, patient organizations, medical associations and policymakers. In this regard, the Foundation will present the research team(s) and inform about the research project(s) goals and will share dedicated content through various communication and dissemination channels, such as websites, social media, newsletters, videos, conferences, workshops, and webinars. 

Research results of studies conducted with HARMONY data must be promptly published or otherwise disseminated. Thus, researchers are encouraged to develop scientific content with relevant scientific groups and public and private institutions collaborating with the Foundation. While publication can take several forms and occur in a variety of media, both in print and electronic format, including dissemination through websites, at conferences, and public discussion among colleagues, the HARMONY Alliance Foundation supports publication of research in peer-reviewed and academic journals and, when possible, as Open Access publications. Researchers should choose the most appropriate place to publish their research output and are encouraged to ensure the quality and impact of their output when selecting where to publish. In all cases:
· Researchers must provide a summary of the Research Findings, using a format, language and concepts that are non-technical, to other participants in the research and to the HARMONY Alliance Foundation. 
· Researchers shall obtain prior approval from the HARMONY Alliance Foundation Board before submitting the manuscript for presentation at meetings and for publication.
· Submission of results for presentation at meetings shall only be performed by the time a first manuscript draft has been provided, with the intention that the final results shall be presented at the meeting, with the publication ideally already being submitted and advanced within the review process.
· Final results of research shall be fully publishable in the format of a first full manuscript draft within 90 days from the date of completion of the exercise of analyzing the data, or the reception of the final analytical results if conducted by HARMONY Alliance staff. Following revision and acceptance of the final manuscript version by all co-authors it should be submitted for publication without delay, i.e. within 6 months following the completion of the analyses. Only exceptionally, sharing a fist draft and submission for publication could be delayed up to a maximum of 6 and 9 months, respectively, from the date of completion of the exercise of analyzing the data, or the reception of the final analytical results if conducted by HARMONY Alliance staff, prior informing in writing of the reasons causing the delay.
[bookmark: _Hlk174362863]
Authorship should refer to the criteria that have been developed by The International Committee of Medical Journal Editors (ICMJE). Anyone who has contributed but does not meet the criteria for authorship should be listed in the ‘Acknowledgments’ section, in particular, any institution that merely contributed data institutions must be listed at least as data contributors in any proposed publication. 
The ‘Acknowledgments’ section must explicitly include that the research was supported by the HARMONY Alliance Foundation. 
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