Guidelines for access to CONOR materials

Who can apply for access to data and biological materials from CONOR? How does one apply? Which rules for publication apply? Here are the relevant rules. 

Guidelines for access to data and biological samples from the Cohort of Norway (CONOR) 

 

1.  The purpose of CONOR

CONOR was established for the purpose of revealing the causes of rare diseases – using case-control studies – with disease or death as the endpoint. CONOR consists of questionnaire data, measurements and biological samples from different health examinations. Please see the CONOR Protocols for further information. 

2.  What is a CONOR project?

A CONOR project is a project which uses data or biological materials from CONOR (when both are used, the term CONOR materials will be used) from two or more of the collaborating parties.

3. The purpose of these guidelines

The purpose of these guidelines is: 

· To contribute to high scientific standards in research using CONOR data

· To contribute to quick publication of important results from CONOR 

· To contribute to making data for research easily available 

4.  Who can apply for data?

Anyone who is interested in utilizing the research possibilities may apply for access to the CONOR data. All contracts will be signed by Norwegian Institute of Public Health (data distributor on behalf of CONOR) and by the institution receiving data. The applicant must therefore be connected to an institution with the competence to carry the research project to term. Inexperienced researchers must have an advisor connected to such an institution. All data deliveries will be regarded as partial projects of CONOR. Each partial project must have a manager who bears the professional responsibility. A contract will give the right to use one or more specific scientific approaches for a limited period (see point 7).

5. Considerations in decisions about distribution of data

The approach must lie within the purpose of CONOR as stated in the protocol (web link when protocol is finished). The following points will also be taken into consideration:

· Projects which link other data sources or applicant’s own data to CONOR  

· Projects which may increase the quality of the CONOR database, e.g.  projects which include validation studies of the CONOR data 

· Scientific quality and originality 

· The professional environment of the applicant 

· Utilitarian value for public health, preventive and/or curative health work 

· Scientific, administrative, practical and economic contributions to planning and/or collection of data included in CONOR

6.  How to apply for access

To apply for access, there will be an electronic application process. As of today, this is not yet available, and all applications must be e-mailed to the Norwegian Institute of Public Health (conor@fhi.no).

7.  What is available?

The data available is the CONOR database. Please see the protocol and the question list on the CONOR homepage for a description of the contents of the database. Additionally, biological materials for specific analysis may be available under the terms mentioned. The database is so comprehensive that it is necessary to adapt the data delivery to the specific enquiry. Data is only handed over in a de-identified form. The applicant does not have the sole rights to the variables as such, but is given the sole right of publication on a specific approach for a limited time. Normally, this will be for a period of two years, but this may vary according to the complexity of the partial project. It is possible to apply for a longer period of use.    

8.  Who approves of the application?

The applications are processed by CONOR’s steering group. In scientifically complicated matters, independent experts may be asked for advice. Decisions made by the steering group may be appealed against to an external complaint board consisting of three persons. The three persons will be a well-known foreign epidemiologist, a lawyer and a Norwegian researcher with a relevant scientific background. 

9. When several researchers are interested in the same approach

In such a situation, the researchers will be encouraged to collaborate, either in cooperating in analyses and publication or by dividing the problem approach more finely. If this does not work, CONOR will prioritise applications according to scientific merit. 

10. What to write in the application for access to data?

This is detailed in the electronic application process. Institution, project manager, collaborators, title of the partial project, purpose and a short project description are needed. Work schedule, finance plan and publication plan must be available. One must also state whether the necessary formal permissions have been granted. 

11. Project description

This will consist of a maximum of 5 pages and start with background and the reason (if possible, no more than one page) for the choice of approach. Work already done in the relevant field should be noted, as well as what the partial project will add to this area of knowledge. The approach should be stated in one sentence, if necessary with separate sentences for partial approaches. This is followed by the selection (the persons whose data will be used), the variables and the proposed method of statistical analysis. The application must also contain the CV of the project leader with his/her publication list for the last five years (a maximum of 4 pages). Project title with the names of the project leader and the name and address of the research institution will be openly available on the internet.

12. Additional terms for biological materials

As opposed to questionnaire data, which can be reused, biological materials are a limited resource. The steering group will take into consideration whether to advertise publicly to attract good applications. External scientists may be used in the evaluation of applications. In addition to the criteria above, the following will be emphasised concerning the delivery of biological materials:

· That the projected is according to the purpose of CONOR 

· That the project approach will not be covered as fully using alternative sources of biological materials (e.g. a blood bank) or a single survey

· Whether analysis results may be reused for other scientific purposes 

· The amount of materials consumed

Applicants based at foreign research institutions must have a Norwegian collaborator and document that the project may contribute to scientific development in Norwegian research.

The applicant must document the skills and capacity to carry out the specified analyses of the biological materials in an acceptable manner and within a reasonable time.  To the degree that the relevant analyses can be coordinated or carried out by a national platform (FUGE), this should be of consideration. Studies that need small amounts of materials (using micro methods) will be prioritised. State the reason for your choice of number of samples to be analysed using power calculation. The applicant must show that is analytically possible to solve the stated  problem by analysing biological materials from CONOR, and show that the applied-for volume/sample type is necessary and sufficient to perform the analyses. 

The permits given by the Data Inspectorate regarding the CONOR health examinations, include the requirement that all withdrawals of biological samples must be approved by the Data Inspectorate after approval by the National Committees for Research Ethics. The samples will be de-identified, but be marked with specific laboratory codes so results of analysis and any remaining materials may be returned to the database. After this return has taken place, the analysis results will be sent to the researcher along with the other variables to be used in the form of an anonymised file. The results of analysis will be made available to other researcher after the original applicant, normally after a period of three years.

13.  Supplying more data

Only in exceptional cases will applicants be permitted to gather new data directly from the participants, whether questionnaire data, interview data, data from clinical examinations or biological samples. In such cases, written, informed consent from the participants is required, and such a partial project requires a permit from the Data Inspectorate and will be evaluated by the National Committees for Research Ethics. It is important that the participants not be burdened with extensive new data collections. All costs of data collection are to be born by the.

14.  Formal permissions

If an applicant wishes to link the CONOR database with another register or data set, permission from the Data Inspectorate is required, as well as, when applicable, a waiver from the rule on professional secrecy in public administration from the Directorate for Health and Social Affairs. 

15.  Economic terms

All partial projects from institutions not contributing to the database will at the hand-over of data pay NOK 15 000. When accessing biological materials, the biobanks’ labour in retrieving, processing, sending and, when applicable, returning the materials must be pair for. The price will be negotiated on a case by case basis. 

16. Rules for publication

Results from the partial projects must not be mentioned in the media before they have been published in scientific journals or published as printed conference abstracts. All manuscripts must be sent to the CONOR secretariat (conor@fhi.no) before they are proposed for publication. CONOR must be correctly referred to and the presentation of results must be according to the approved use of data. CONOR must comment on the draft paper within 14 days. CONOR will keep lists of all publication using CONOR data. 
Prints of published papers must be sent to the steering group as soon as they are received by lead author/ project leader. 

All publications must contain the following sentence: “Data on …(relevant data elements)… were obtained from Cohort of Norway", with reference to the CONOR website and base document describing materials and method. All publications must include "Cohort of Norway" or ”CONOR” in the title or abstract text to make CONOR visible in PubMed searches. If the author wishes to express his thanks, the following statement may be used under Acknowledgements: ”The authors wish to acknowledge the services of CONOR, the contributing research centres delivering data to CONOR, and all the study participants.” CONOR bears no scientific responsibility for the contents of publications of external researchers.  

17.  The contents of the contract

When the application has been approved, the contract must be signed. The contract contains the title of the partial project, project leader and institution, reference to the chosen approach and information about the time limits for the sole rights to the approach. For biological materials, information about returning the results of analysis and any remaining biological materials must be included. 

18.  Revision of the guidelines

These guidelines are subject to revisions. Any such revision will take place after discussions between the CONOR steering group and the director of the Norwegian Institute of Public Health.
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