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[bookmark: _Toc141100828]1. Contact persons
[bookmark: _Toc141100829]1.1 Coordinator
Contact persons of the Coordinator [name Partner]
· Name:
Email address:
Telephone number:

· Name:
Email address:
Telephone number:

· Name:
Email address:
Telephone number:

General email address Coordinator:

[bookmark: _Toc141100830]1.2 Data Manager
Contact persons of the Data Manager [name Partner]
· Name:
Email address:
Telephone number:

· Name:
Email address:
Telephone number:

General email address Data Manager:

[bookmark: _Toc141100831]1.3 Partners

	Name Partner
	First name PI
	Last name PI
	Email address PI

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	





[bookmark: _Toc141100832]1.3 Steering committee	Comment by Evelien van der Schaaf: There will at least be a Steering committee, however, there might also be other committees. Describes these in this chapter. The procedures described here serve as an example.
[bookmark: _Toc141100833]Members
· [name]
· [name]
· Etc.

[bookmark: _Toc141100834]Procedures
a) Representatives: The Steering committee consists of representatives of the Partners contributing to [name] Registry. The representatives will be appointed for the duration of maximum … years, after which they will be replaced by a representative of the same Partner. Each Partner has the right to replace their representative whenever they deem necessary. 

b) Chair: The Coordinator will be the chair of the Steering Committee.

c) Decisions: Each Partner will have one vote in the Steering Committee. Decisions will be made by two-thirds majority of the Partners, except when a decision necessitates the change of the [name] Registry, the start or change of a Project, or a change of funding allocation. In each of these cases a decision must be made unanimously. The Steering Committee shall not validly deliberate and make decisions unless two-thirds (2/3) of its representatives are present or represented (quorum).

d) Meetings: Online meetings will take place at least every … months. At least, every … year(s), an offline meeting will take place. Meetings will be announced in writing at least twenty-one days in advance and will be accompanied by an agenda. The Chair will appoint a note taker.

[bookmark: _Toc141100835]Assessment of Study proposals
Each member of the Steering Committee shall receive the Study proposal on an individual basis and give advice by e-mail or telephone. This advice must be made known within 10 working days after receipt of the Study proposal. At least fifty percent of the members of the Steering Committee, including the chair, must have given advice in order to be able to issue a valid opinion. To approve a Study proposal, at least eighty percent of the members who have expressed an opinion must support the Study proposal. When a Study proposal is submitted to the Steering Committee for assessment, it will assess the general and scientific aspects of the Study proposal.

The Steering Committee assesses the Study proposal based on the following criteria:

· The research can reasonably lead to the establishment of new insights in the field of [name];
· The research meets the requirements of a correct methodology of scientific research;
· The research is carried out in suitable institutions and facilities and by or under the direction of persons who are experts in the field of scientific research;
· The research is in accordance with the Informed Consent issued by Subjects;
· There are sufficient data available for the research;
· No more Data is requested than is strictly necessary for the research;
· The procedures to be followed with regard to guaranteeing privacy are described in the application and in accordance with current laws and regulations;
· The research does not overlap or conflict unacceptably with previously submitted research or a similar Study Proposal that is already under evaluation.

The Steering Committee will treat all documents relating to an application confidentially and will not disclose them to anyone other than those involved in the application.


[bookmark: _Toc141100836]2. Goal and mission

[bookmark: _Toc141100837]2.1 Scope
This Project plan applies to the activities of [name] Registry. The goal of [name] Registry is to improve diagnostics, treatment, outcome, and care for patients with [name] by facilitating retrospective research. In case of conflict between the provisions in this Project plan and the provisions in the [name] Joint Data Registry Agreement the latter document shall prevail.

[bookmark: _Toc141100838]2.2 Background
[description]

[bookmark: _Toc141100839]2.3 Goals
The primary goal of the [name] Registry is to create a platform to support retrospective research on [name]. 

This will contribute to:

· Improved collaboration on research in the field of [name];
· Improved international collaboration;
· More research on [name];
· Improved diagnostics on [name];
· …

[bookmark: _Toc141100840]2.4 Expected outcome
With building this [name] Registry a standardized method for collecting data on [name] will be established. Researchers can apply for Data from the Registry to perform scientific research. This platform will stimulate the collaboration, amount and impact of scientific research on [name]. The ultimate goal will be to improve treatment and survival of patients with [name].


[bookmark: _Toc141100841]3. Subjects

[bookmark: _Toc141100842]3.1 In- and exclusion criteria
Inclusion criteria:
· …
· …
· …

Exclusion criteria:
· …
· …
· …

[bookmark: _Toc141100843]3.2 Data	Comment by Evelien van der Schaaf: Describe how data will be collected, e.g., during consultation necessary for treatment, questionnaires send to the patient.
…

[bookmark: _Toc141100844]3.3 Informed consent	Comment by Evelien van der Schaaf: Describe how patients will consent for collecting their data, how they can object, and where they can find information about these topics.
…
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