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[bookmark: _Toc272228324][bookmark: _Toc369008431]				Project ID: 
To be completed by PERSIMUNE 

PERSIMUNE Project Proposal Form 
The PERSIMUNE Project Proposal Form is required to gain access to data and/or samples generated as part of the Danish National Research Foundation Grant 126 and in line with the PERSIMUNE regulatory approvals and collaborative agreements with the associated clinical departments. Proposals that fall outside the scope of these approvals and agreements may be rejected. 

For those without any experience collaborating with PERSIMUNE, please complete a feasibility assessment prior to submitting a proposal to ensure data and/or other resources are available and sufficient to meet your research aims. For help with any aspect of this form or for further information on the feasibility assessment, please contact us at persimuneproposal.rigshospitalet@regionh.dk.

Prior to submission, please ensure your proposal is in line with the PERSIMUNE principles outlined on page 7 of this form. When completed, please submit to persimuneproposal.rigshospitalet@regionh.dk.

Please fill out this form in English.

Date of submission:      

Before submission, please make sure that all sections have been completed:

1. From which hospital department(s) will your project require data from? 

	Select
	Afdeling for
	Head of Dept/other approver

	
	Allergi, Hud‐ og Kønssygdomme, Herlev Gentofte Hospital 
	Claus Zachariae 

	
	Bedøvelse, Operation og Intensiv Behandling 
	Jens Christian Nilsson 

	
	Blodsygdomme 
	Henrik Sengeløv

	
	Børn og Unge 
	Eva Mosfeldt Jeppesen

	
	Dermato-Venerologisk Afdeling og Videncenter for Sårheling, Bispebjerg Hospital 
	Simon Francis Thomsen 

	
	Fertilitet 
	Søren Ziebe 

	
	Genomisk Medicin 
	Maria Rossing

	
	Hjerte- og Lungekirurgi 
	Jesper Ravn 

	
	Hjertesygdomme 
	Søren Boesgaard 

	
	Infektionssygdomme 
	Åse Bengård Andersen 

	
	Intensiv Behandling af Nyfødte og Mindre Børn
	Morten Breindahl

	
	Intensiv Behandling i Center for Kræft og Organsygdomme 
	Simon Hyttel-Sørensen 

	
	Kræftbehandling 
	Ulrik Lassen ​

	
	Kræftbehandling, Herlev Hospital 
	Lisa Sengeløv 

	
	Kvindesygdomme 
	Kasper Aaboe 

	
	Nyresygdomme 
	Bo Feldt Rasmussen  

	
	Organkirurgi og Transplantation 
	Jens Hillingsø  

	
	Rygkirurgi, Led- og Bindevævssygdomme
	Henrik Røgind

	
	Tarmsvigt og Leversygdomme 
	Palle Bekker Jeppesen 


Unless stated otherwise, the departments belong to Rigshospitalet. Please obtain written approval (in the form of a signature or email) from the departments selected above and submit approvals together with this project proposal. Contributing clinics must be offered the opportunity to nominate at least one member to the study group if they wish to do so. 

2. Required regulatory approvals before project initiation:	
Mark all that apply for your project and justify below.

☐ Project to be covered by PERSIMUNE approvals for historical cohort 
(Danish Data Protection Agency and Danish Patient Safety Authority, data available 01-JAN-2005 to 28-FEB-2021)

Project specific:
National/Regional ethics committee	☐ obtained	☐ pending	☐ NA
National videnskabsetisk komité (NVK)/
Videnskabsetisk komité i Region H (VEK)
Danish data protection agency		☐ obtained	☐ pending	☐ NA
Datatilsynet
Danish patient safety authority		☐ obtained	☐ pending	☐ NA
Styrelsen for patientsikkerhed/
Center for regional udvikling
Danish medicines agency		☐ obtained	☐ pending	☐ NA
Lægemiddelstyrelsen

Please provide a short description of why these additional approvals are needed for this project:      

Please note that copies of all relevant protocols, approvals and applications for Danish data protection agency must be submitted with this proposal.

3. Feasibility assessment with regards to sufficient patient and data coverage in PERSIMUNE Data Warehouse has been performed ☐ Yes  ☐ No
If yes, please provide the 4-digit ID number of the Feasibility analysis:     
You can contact us at persimuneproposal.rigshospitalet@regionh.dk to receive your ID number.

4. The project requires biological material from the PM biobank ☐ Yes  ☐ No
Please also answer these questions if you selected “Yes” above:
a. Do you wish to combine biological material from another biobank with biological material from PERSIMUNE biobank? ☐ Yes  ☐ No

b. Do you wish to perform whole genome sequencing (WGS) on the requested samples? ☐ Yes  ☐ No

5. Review by the Scientific Advisory Committee is requested ☐ Yes  ☐ No
All projects requesting biological material from the PERSIMUNE biobank will be reviewed by the Scientific Advisory Committee

6. I wish to combine my own dataset with a PERSIMUNE dataset? ☐ Yes  ☐ No 

7. Project details
Please complete all sections in English. If you intend to use graphics, please indicate in the text where the graphic should be displayed by e.g. writing <fig. 1> and supply the graphic files in the submission email.

	Proposal title
(max. 120 characters)
	[bookmark: Tekst1]      

	Project PI
	Name
	Email
	Affiliation

	Project lead/ alternative contact
(if different from PI)
	Name
	Email
	Affiliation

	Project group
	Name
	Email
	Affiliation

	
	Name
	Email
	Affiliation

	
	Name
	Email
	Affiliation

	
	Name
	Email
	Affiliation

	
	Name
	Email
	Affiliation

	
	Name
	Email
	Affiliation

	
	Name
	Email
	Affiliation

	
	Name
	Email
	Affiliation

	Background and scientific hypotheses
(max. 4000 characters)
	     

	Objectives
(max. 1000 characters)
	     

	Feasibility
Refer to PERSIMUNE feasibility assessment or previous experience using PERSIMUNE to outline the feasibility of this project in relation to PERISMUNE data and/or samples, including sufficient funding for biobank projects (e.g. the relevant data is contained within PERSIMUNE data warehouse)
(max. 1000 characters)
	     

	Patient cohort and data items required
(max. 1000 characters)
	Patient cohort
Patient inclusion criteria 	
☐ I will provide a list of CPR numbers of interest
☐ I will provide the necessary information to define the patient group
☐ I need help to define the patient group

Description of patient group:      	      

Time period in which patients were seen at the hospital      	     

Data items
By data domain
☐ Biobank
☐ Bloodbank
☐ Biochemistry
☐ COVID
☐ Demography and Diagnoses
☐ Imaging/diagnostics
☐ Medication/Ordination/Admin
☐ Microbiology
☐ Oncology
☐ Pathology
☐ Radiation 
☐ Transplantation
☐ Vital signs
☐ Ad hoc (please specify):      

Or by description (please be as specific as possible):      

Sample type (for biobank projects only):
☐ Whole blood
☐ Plasma
☐ Faeces
☐ Sputum (ekspektorat)
☐ Saliva
☐ BAL
☐ BAL pellet

	Analysis plan, sample size and power calculations
If additional relevant confounders need to be adjusted for, please include them as well
(max. 2500 characters)
	     

	Please describe how your project fits under the PERSIMUNE hypothesis (https://www.persimune.dk/About-us/About-PERSIMUNE)
(max. 1000 characters)
	     

	Significance
Added value compared to current scientific consensus and ongoing projects in individual clinics and collaborations
(max. 1000 characters)
	     

	Deliverables and timelines, including potential journal submissions
(max. 1000 characters)
	     

	Please describe authorship rules
(max. 1000 characters)
	     

	Possible limitations and overlap with other projects
(max. 1000 characters)
	     

	Relevant references 
(max. 4000 characters)
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In order to be endorsed, please note that proposals must comply with other PERSIMUNE principles:
1. The proposals should not threaten the scientific plans of individual participating clinics or compete with existing cross clinic collaborations.
2. The scientific question to be addressed must be scientific issues not already addressed by individual clinics or other PERSIMUNE collaborations. The scientific question proposed should therefore carry added value as compared to current scientific plans of clinics and collaborations.
3. Individual clinics and departments contributing data will receive proposals for review and offered participation as part of the approval process.
4. Proposers must be willing to contribute with resource for data standardization/validation in case the parameters requested from the Data Warehouse have not yet undergone standardization/validation.

Please note that new ideas generated within approved PERSIMUNE projects must be submitted as a new project. 
Please send this proposal to the PERSIMUNE CORE: 
RH-FP-PERSIMUNE Proposal, persimuneproposal.rigshospitalet@regionh.dk



Checklist for new project proposals

	
	Step
	Responsible
	Timeline to completion

	1
	Complete project proposal form.
	Project PI or lead
	

	2
	Submit proposal form to PM CORE.
	Project PI or lead
	

	3
	Review of proposal – if concerns are raised, proposal is returned to Project PI/lead for revision. If SAC review is necessary (e.g. projects requesting to use biobank samples), see also steps 4-8 below. If SAC review is not necessary, PM CORE will provide a recommendation for final decision to Centre leader.
	PM CORE
	2-4 weeks*

	4
	Three members of the Scientific Advisory Committee (SAC) are nominated to review the proposal and one of them is requested to act as ad hoc lead. The proposal is circulated to these SAC members.
	PM CORE
	Immediately after completion of step 3

	5
	Review of proposal.
	SAC
	2-3 weeks

	6
	Comments from SAC reviewers are summarized and anonymized and sent to the SAC lead.
	PM CORE
	1-2 days

	7
	SAC lead drafts a review conclusion. If requested, PM CORE returns proposal to Project PI/lead for revision.
	SAC lead, PM CORE
	2 days

	8
	Proposal (revised if necessary) and SAC recommendation are circulated to the PM Executive Committee (ExCom) for final decision.
	PM CORE
	1 day

	9 
	Final decision is communicated to Project PI/lead.
	Centre leader on behalf of ExCom
	


*Proposals that are received in the first two weeks of the month (except for July and December) can be expected to finish CORE review (Step 3) by the end of the month.  

Next Steps after ExCom Endorsement:
 
The Project PI or lead, with the assistance of the CORE, assembles a Project Group and schedules an initiatory meeting/TC to discuss the analysis plan, contribution to data standardization and validation work, and next steps for the project. All clinics are allowed to participate in the Project Group. 

Once the Project Lead has received the dataset, distribution of data should be assessed in order to determine which clinics should be represented on the Writing Group. Only clinics who have contributed data to the project and other members of the Project Group who have made a significant contribution (e.g. statisticians, bioinformaticians, other scientific experts – to be determined by Project Lead) are included in the Writing Group and thus listed as co-authors. 

Any deviations in terms of representation on the Writing Group or any other authorship issues must be addressed within the first trimester after reception of dataset; otherwise, standard authorship rules must be applied. 
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