EPIC-NL

Data-request form


DATA-REQUEST FORM EPIC-NL        

1. Title project:

2. Principal applicant/contact person:1 

Name:
                                                                  

Institution:








Department:








Address: 

                                                                  

Email:
                                                                  

Phone:
1 If not affiliated with Julius Center or RIVM, fill in supplement B.

3. Contact within Julius Center or RIVM:

( Not applicable

( Julius Center:…………………………………………………………………………………………

( RIVM:………………………………………………………………………………………………….
4. Co-applicants:
5. Research question (s)(less than 5 lines):

6. Abstract (ca. one page; fill in the following headings rationale, aim, research questions, populations, design, power, sample size, biochemical and epidemiological analyses, lab, costs):

7. This request concerns:

( Use of available data

( Calculation and use of new nutritional data
( Use of biobank (citrate plasma/urine/DNA samples)2
( Invite participants for new data collection2
2 Fill in supplement A.
8. Population

( EPIC-NL cohort

( MORGEN-cohort

( Prospect-cohort

( Sub-sample

· Design (random-sample, nested case-control..)

· Sample size:

9. Requested data:

A.
Baseline data:

(
Core questionnaire:
(   Nutrition: 

(   Anthropometrical/physical assessments:
(
Biomarkers:

(
SNPs:

B.
Follow-up:

· Events (e.g. cardiovascular, breast cancer etc.):
(
Questionnaires: 
10. Funding source, time schedule, part of dissertation?

11. Output: 

 ( Thesis: supervisors (promoter/co-promoter):
 ( Number of papers planned: 
12. Proposed authors + affiliations:

TO BE FILLED IN BY EPIC-NL STEERING COMMITTEE:

Request approved: 



Yes/ No

Date

Protocol/data dictionary submitted:

Data provided:

Samples provided:

Additional data returned:

Left-over samples returned:

Data destroyed:

SUPPLEMENT A:
(SUBMIT PROTOCOL TO STEERING COMMITTEE)
1. What kind of additional data will be collected
· Nutrients:

· Samples from biobank (question..) > fill in question 2.
· Invite participants for data collection > fill in question 3
· Other:






2. Biobank: 

· Sample type (serum, citrate plasma, buffy coat (DNA), erythrocytes):

· Amount (ml per sample/ng or μg DNA): 

· Number of samples

· Samples will be retrieved by:
· Assay:
· Lab + contact person:
· Will there be left-over? Yes/No
· If yes, how will they be returned?
3. New invite to participants (always through principal investigators):
· How will participants be contacted: 

· What assessments will be performed?

· How will data be returned to Steering Committee of EPIC-NL?

· Submitted protocol & data dictionary to Steering Committee?

4. How will these additional assessments be funded?

SUPPLEMENT B:

AGREEMENT FOR OUTPLACEMENT OF DATA AND/OR HUMAN MATERIAL FOR THE PURPOSE OF SCIENTIFIC RESEARCH

Aim and purpose

This agreement concerns the outplacement to principal applicant of data and/or human materials obtained from participants of the scientific study, EPIC-NL. This cohort comprises both the Prospect cohort, coordinated by Julius Center for Health Sciences and Primary Care, and the MORGEN cohort, coordinated by the National Institute for Public Health and the Environment (RIVM).

Rights of participants in those studies result from the Code of Good Conduct (Code Goed Gedrag) and the Code of Good Use (Code Goed Gebruik) of the Federation of Medical Scientific Associations (Federatie van Medisch Wetenschappelijke Verenigingen; FMWV) and relevant regulation. 

At enrolment in the study, written informed consent was obtained for use of data and human material in the study. Within this informed consent, participants specifically provided consent to use their data and biological material for the purpose of the Prospect- or MORGEN-cohort. They agreed that they will not be informed on test-results (from blood tests) or study-results on an individual basis with the exception of providing blood cholesterol and glucose results on request for participants of the MORGEN-cohort. 

This agreement does not concern obtaining intellectual property based on findings from data and/or human material or results derived from those. This subject is covered by other agreements.  

Parties involved in this agreement

Parties involved in this agreement are the provider and recipient.

The provider in sense of this agreement is:

Steering Committee of EPIC-NL consisting of:

1.
Julius Center for Health Sciences and Primary Care

University Medical Center Utrecht

P.O. Box 85500, Internal post: STR 6.131

3508 GA Utrecht

2.
National Institute of Public Health and the Environment

PO Box 1
3720 BA Bilthoven
Responsible person for obligations to the provider of this agreement is:

Name contact-person Steering Committee EPIC-NL:

The principal applicant (or recipient) in sense of this agreement is:

Name institute:

Address:

Responsible person for conduct of the research for the purpose of which data and/or biological material is provided is:

Provider and recipient, given the guidelines for approval of data-requests by the EPIC-NL Steering Committee, protocol of the recipient, approval by Institutional Review Board and approval by the Steering Committee, agree on the following.

Definitions

1. 
Provider


those that obtained data and/or biological material for the




purpose of original use (in this case Julius Center 





and/or RIVM)

2.
Recipient


those receiving data and/or biological material from the 





provider for the purpose of scientific research

3.
Code Good Conduct

the Code Good Conduct (Code Goed Gedrag) as determined 




by the Federation of Medical Scientific Associations 





(Federatie van Medisch Wetenschappelijke Verenigingen; 




FMWV; internet: http://www.fmwv.nl).

4.
Code Good Use

the Code Good Use (Code Goed Gebruik) as determined by 




the Federation of Medical Scientific Associations 





(Federatie van Medisch Wetenschappelijke Verenigingen; 




FMWV; internet: http://www.fmwv.nl).

5.
Data



data from participants, both identifying, coded and 





anonymous

6.
Biological material

Blood, urine or DNA samples

7. 
Participant


person participating in either the Prospect- or MORGEN 




cohort

8. 
Original use


the aim with which blood and/or urine with informed consent 




of the participant was obtained

9. 
Chance finding


a (diagnostic) finding observed by chance that explicitly 





concerns the participant that was not observed with original 




use

10.
New findings


(general) results from research that may have predictive 




value for current of future health of a group participants or 




their family members.
11.
Protocol/data-request

Protocol or data-request form describing the research using 




data and/or biological material that this agreement is 





concerned with

12.
EPIC-NL Steering Committee
Group (senior scientists) deciding on the approval of research



based on the EPIC-NL material (data and biological material). 



Decisions are based on the primary aim of EPIC-NL, 




research lines within Julius Center and RIVM, and availability 



of data and/or biological material.

The EPIC-NL Steering Committee guards follow-up of EPIC-NL participants (vital status, morbidity, causes of death).

The Steering Committee consists of principal investigators of both the Prospect and MORGEN cohorts, department heads of Julius Center and RIVM, representatives of scientists and representatives of datamanagement. Members and operating procedures are documented elsewhere. 

2 Responsibilities of the provider

· The provider provides data and/or biological material as described in the data-request form. This request describes the type (biological matrix), amount and nature (in sense of coded or anonymous, as described in the Code) of the data and/or biological material. Identifying data will never be provided.

· The provider ensures to have complied with relevant regulation that provides right of control for those involved as described in the Code when obtaining the data and/or biological material. 

· The provider examines the protocol describing the research as planned by the recipient and declares that providing data and/or biological material of this type can be performed according to the rights of control of those involved and relevant regulation. 

· The provider is not responsible for the safety of biological materials, the presence of pollutions and/or bacterial or viral contaminations that could be harmful for those handling biological materials at the recipient or that could make the materials less or not suitable for the intended research. The provider cannot accept liability for possible harm resulting from use of biological materials, unless specifically determined otherwise in the data-request form and protocol describing the material.

· The provider will request a fee for providing the data and/or biological materials as described in Appendix 1 of this agreement.

3 Responsibilities of the recipient

· The recipient declares that data and/or biological material will only be used as described the protocol.

· The recipient complies with Code Good Conduct and Code Good Use and all guarantees described in those that describe the use of data and/or biological materials according to right of control of those involved. 

· The recipient is registered with the National Committee of Complaints regarding the conduct of observational research of the Federation of Medical Scientific Associations. 
· The recipient accepts the included guarantee regarding the safety and use of the material.

· The recipient complies with the agreements according to publications and report to the Steering Committee.

· The recipient will handle the data and/or biological materials according to the conditions to approve requests for data and/or biological materials from the EPIC-NL study and possible additional agreements made about this. If applicable these agreements are described in Appendix 3 of this agreement.

4 Other conditions

The appendices (3) form an integral part of this agreement.

This agreement is valid from the date of signing by both parties until 5 years after return of the data and/or biological material to the provider according to this agreement.

The Dutch law is applicable to this agreement. All possible differences resulting from this agreement will be handled by an authorized judge in Utrecht.

As drawn up at Utrecht, date

On behalf of provider





On behalf of recipient

…………………………………




………………………………………

Appendix 1 to Agreement for transfer of data and/or human material for the purpose of scientific research: fee’s 

Recipient agrees to pay the following fees to the provider for the use of data and/or biological material from the EPIC-NL study.

The EPIC-NL material is precious and has limited availability. It is a very valuable collection with many cases of disease.
Both parties agree to reimbursement of a total fee of ...... Euro (excluding taxes). An invoice will be sent to the recipient of the data by the Steering Committee as soon as possible. 

This total fee is specified below as follows: 
Costs data management (compiling datasets, plans, labelling etc.):

Estimated:


Euro


Paid by:

Costs biological materials (identification, retrieval, sending, etc.):

Estimated:


Euro


Paid by:

Costs returning data and material:

Estimated:


Euro


Paid by:

Costs per sample (estimated at 100 Euro per sample):

Estimated:


Euro


Paid by:

Signed,

…………………………………………..



…………………………………………

Contact EPIC-NL Steering Committee



Contact recipient

Date:

Appendix 2 to Agreement for transfer of data and/or human material for the purpose of scientific research: publications

Regarding publications based on material and data from EPIC-NL and reporting to the Steering Committee recipient and provider have agreed to the following.

Each publication will be submitted to the Steering Committee for approval before submission to a journal. The contact-person for the project will be informed about abstracts, oral presentations or posters in a timely fashion. The Steering Committee will respond to draft-publications within 4 weeks.

The following acknowledgement will be included in the publication:

The EPIC-NL study was funded by “Europe against Cancer” Programme of the European Commission (SANCO); Dutch Ministry of Health, Welfare and Sports (VWS); LK Research Funds; Dutch ZON (Zorg Onderzoek Nederland); World Cancer Research Fund (WCRF) (The Netherlands). 

We thank Statistics Netherlands and Netherlands Cancer Registry (NKR) for follow-up data on cancer, cardiovascular disease, vital status and causes of death.

Genotyping was funded by grant IGE05012 from the IOP Genomic Programme of NL Agency.

Two members of the Steering Committee will be included in the paper as a co-author depending on the cohort used for analyses. This is done to ensure correct description and analysis of data from EPIC-NL. For the current project, {name} and {name} will co-author the paper. One of those will either be second or last author on the publication (see also item 12 on agreement form). If genetic data from the IBC-chip are used, more co-authors may be involved.

The Steering Committee withholds the right to veto a publication when severe scientific objections are present. 
Signed,

…………………………………………..



…………………………………………

Contact EPIC-NL Steering Committee



Contact recipient

Date:

Appendix 3 to Agreement for transfer of data for the purpose of scientific research: data outplacement

Provider and recipient have agreed to the following with regard to providing of data.

The following data will be provided:

1. Identification number

2. Anthropometry

3. Data on blood sampling (time etc.)

4. Data from core questionnaire: ……………………………………

5. Nutritional data:

6. Data on morbidity or vital status:

7. Data from follow-up questionnaires:

8. Data on medication use:

Both parties and datamanagement of EPIC-NL agree that data can be provided by {date} the latest by {name data-manager}. 
For exact delivery the recipient will check the data-dictionary and will request specific variables. Through the contact within the Steering Committee, the data management group will be requested to deliver the data as soon as possible after signing this agreement. Format of the dataset will be discussed with the contact of the recipient. The data will be delivered for the following number of participants:….

The originally delivered dataset, the dataset with additionally coded data and programs for recoding or cleaning of the data will be returned to the Steering Committee, 1 year after publication the latest. The recipient is obliged to destroy these data thereafter, unless another data-request is pending.

Expected date of return of data:…………………………………

Expected date of destruction of data: ………………………………………..

In case a new application is pending other agreements can be made:

Title pending application:

Approved by steering committee? 

Yes/No

Expected date of return:

Expected date of destruction of data:

Signed,

…………………………………………..



…………………………………………

Contact EPIC-NL Steering Committee



Contact recipient

Date:

Appendix 4 to Agreement for transfer human material for the purpose of scientific research: sample outplacement

Provider and recipient have agreed to the following with regard to providing biological materials:

The following biological samples will be provided anonymously:

1. Citrate-plasma
: number


; amount:

2. Serum

: number


; amount:

3. Buffy coat

: number


; amount:

4. Erythrocytes

: number


; amount:

5. DNA


: number


; amount:

Contacts from both provider and recipient will discuss the location, retrieval, sending of the samples as well as storage and identification etc. They agreed that these activities will be coordinated by: {name, institution}. Time for delivery:……………………..

Contacts from both provider and recipient agreed that progress of experimental assays will be reported regularly (every 3/ 6/ 12 months) to the Steering Committee (on contact person in the lab, physical location of the material, expected residual material, expected end-date).

The results of biochemical assays that will be determined in the provided samples will be returned to the Steering Committee as soon as possible, but 1 year after publication the latest:……………………
(Note that contacts from both recipient and provider agree which determinations will be returned to the Steering Committee; it is possible to label part of the determinations as intellectual property of the recipient and those therefore do not have to be returned. This possibility is, however, very limited in order to prevent unnecessary burden to the limited availability of biological materials.)

Expected date of return of results of biochemical determinations:………………………………….

Residuals of biological samples will probably not be present, as we specifically strive to deliver ‘custom-made’. In case residuals of samples are present, these will be returned to the Steering Committee as soon as possible. For the current project it is expected that the following residual samples will be returned: {none, amount sample}

Expected date of return of residual samples:……………………………………….

Contacts of both provider and recipient will discuss date of return, coding, storage and sending in a timely fashion.

Signed,

…………………………………………..



…………………………………………

Contact EPIC-NL Steering Committee



Contact recipient

Date:

Project number:


Applicant:


Date:
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