British 1958 birth cohort (1958BC)

Material Transfer Agreement for DNA or Biospecimens (version 6)

Reference number: 

Start date:

Title of investigation:

Recipient Institution administrative contact

Name:

Address:

Tel:

Fax:

E-mail:

Principal Investigator at the Recipient Institution

Name:

Address:

Tel:

Fax:

E-mail:

Declaration

The Access Committee for CLS Cohorts (ACCC) has approved transfer to the Recipient Institution of Material from the 1958BC genetic or biospecimen resources at the ALSPAC Laboratory, University of Bristol, on the terms and conditions set out in this Collaborative Agreement. Accordingly, the Recipient Institution is willing to accept the Material and the University of Bristol is willing to accept data from the Recipient Institution in accordance with the provisions set out in this Collaborative Agreement.

The University of Bristol and the Recipient Institution hereby agree to be bound by the provisions set out in this Agreement.

Signed for and on behalf of the University of Bristol by its duly authorised representative 

Signature: ______________________________ 

Name: _________________________________ 

Title: __________________________________ 

Date: ___________________________________

Signed for and on behalf of the Recipient Institution 

Signature: ______________________________ 

Name: _________________________________ 

Title: __________________________________ 

Date:___________________________________

Signature of Principal Investigator at the Recipient Institution

_______________________________________

Date: __________________________________ 

Collaborative Agreement

Definitions

Providers of Material: The ALSPAC Laboratory, University of Bristol will provide the DNA or samples at the request of ACCC.
Material: includes the DNA or other biospecimens supplied and any derivatives or modifications thereof together with the associated descriptive data supplied, and the results of genotyping or other bioassays generated from individual or pooled samples of the DNA or biospecimens.

Publications: include but are not limited to articles published electronically or otherwise in peer-reviewed journals, reviews, books, posters and other written and verbal presentations of the research.

Research: the work being carried out by the Recipient Institution as detailed in Schedule 2.

Results: any data or information relating to the Materials which arises during the Recipient Institution’s use of the Materials in the Research.

Terms and Conditions

A. In signing this Agreement, the Recipient Institution agrees and undertakes to:

1. That the Investigator and other relevant employees of the Recipient Institution involved in the Research have read and will abide by the “Policy for use and oversight of samples and data arising from the 1958 Birth Cohort (National Child Development Study)”.

2.  Use the Material in compliance with all applicable laws, governmental regulations and guidelines pertaining to research with the Material, including the Human Tissue Act 2004 and the MRC Guidelines on Human Tissue and Biological Samples for Use in Research (http://www.mrc.ac.uk/pdftissue_guide_fin.pdf).

3. Use the Material only for the purposes set out in the proposal attached at Schedule 2 and agreed by the ACCC.

4. Keep the Material under the immediate and direct control of the Principal Investigator.

5. Not transfer or make available the Material in whole or in part for any secondary distribution to any person other than those within the Principal Investigator’s research group and for the declared and agreed use. (Should the Recipient Institution require another institution to assist them in their research, they must first obtain the consent in writing of the ACCC to such work being undertaken elsewhere, and then the third party must complete and sign a separate copy of this Material Transfer Agreement.)

6. Not use the Material or any parts thereof in or for the production of products for sale or for any commercial purpose.

7. Not hold the University of Bristol liable for any use by the Recipient Institution of the Material. The Recipient Institution agrees to indemnify and hold harmless the University of Bristol for any loss, claim, damage or liability of whatsoever kind or nature, which may arise from or in connection with this agreement, or the use, handling or storage of the Materials by the Recipient Institution.

8. Communicate promptly and in writing (E-mail is acceptable) to the University of Bristol any information

regarding the quality of the Material or problems they may encounter with the Material or errors in the Material.
9. Not attempt to trace, contact or identify any individual member of the 1958 Birth Cohort or to recruit any

cohort member to take part in any other survey.

10. Abide by the informed consent signed by cohort members during the 2002-2004 biomedical assessment as documented in Schedule 1.

11. Store the samples in a form which allows individual specimens to be removed in the event that a cohort

member withdraws consent.

12. Take all reasonable steps to destroy the samples and products derived from the samples and data derived from the samples or derived products for any cohort member who withdraws consent. (Such requests from cohort members will be accepted only in writing and will normally be handled by the Centre for Longitudinal Studies. The identifier for the specimen to be removed will be communicated to users by the University of Bristol and the Principal Investigator at the Recipient Institution will be asked to confirm in writing that the specimens and associated genetic data have been destroyed.)

13. The Recipient Institution will not use the Material in any experiments involving humans or animals and will not use the Material in contact with any cells or other materials to be infused into humans. 
14. The 1958BC will own all Results directly relating to the Study Participants for the purposes of incorporation into the 1958BC resource. All other results generated by the Research shall be the property of the Recipient.  

15. It is a condition of access to the samples that information obtained from the samples (including any derived data, for example, derived haplotypes or the results of bioassays) is submitted to the University of Bristol for inclusion in the central 1958BC database. All genotypes, and all bioassay results that are important enough to be used in a publication must be returned to the 1958BC database. The Recipient Institution will keep the ALSPAC laboratory, University of Bristol informed of the Results of the Research. The Recipient Institution will provide the ALSPAC laboratory, acting on behalf of the 1958BC, with an appropriately documented electronic copy of the Results before publication in any form or within 12 months of the completion of the Research whichever is the sooner. There will be accompanying documentation sufficient to identify the genotype (eg chromosomal location of the genetic variants) or bioassays tested, the interpretation of the coded results, and a brief description of the methods used. The format for this report will be agreed between the Recipient Institution and the ALSPAC laboratory, University of Bristol. Where necessary, the timing of lodgement, and the duration of any subsequent embargo on their use by others (maximum one year), can be agreed between the applicants and the ACCC. At the discretion of the ACCC the data may be lodged with the UK Data Archive. Applicants must supply adequate documentation concerning new variables (including statistical programs) to permit their use by others in future analyses of the data.

16. The Recipient Institution will acknowledge 1958BC and the funders and, where appropriate, will include as authors specific individuals identified by the ACCC who have played a substantial scientific role (as would be defined in a standard publication policy) in the generation of the Material used in a specific publication based on 1958BC data, samples or results. The secretariat to the ACCC must be informed of all research papers based wholly or partly upon the Material. 

17. Inform the press offices at the Wellcome Trust and Medical Research Council prior to any media publicity.

18. Provide reports of progress or any other nature as requested by the ACCC, and notify the ACCC of any significant delays in completing the research proposed in schedule 2.

19. Return or destroy the Material at the end of the project as requested by the ACCC.

20. Recipient Institutions  will be expected to meet all the costs of sample handling, specimen transport and data preparation in relation to their study.

B. This Agreement does not restrict the rights of the 1958 Birth Cohort, or those institutions authorised to act on its behalf, to distribute the Material to other institutions or to publish any document relating to this Material.

C. The Recipient Institution warrants that it has full legal authority in the country where the accompanying

data will be processed to receive, store and process such data, to use it for the purpose(s) for which it has been collected, as set out in Schedule 1, and will comply with the Data Protection Act 1998.

D. Either party may terminate this Agreement for any reason on 30 days prior written notice to the other. Termination of this Agreement for any reason shall not relieve the Recipient Institution of its obligations under this Agreement.

E. This Agreement shall be governed by and construed and interpreted in accordance with the laws of England and the parties hereby submit to the non-exclusive jurisdiction of the Courts of England.

Schedule 1 – Consent

All protocols, information sheets and consent forms for the ongoing fieldwork were approved by the SouthEast MREC in August 2002 (ref: MREC 01/1/44). An information booklet was sent in advance and signed consent was obtained by the nurse at the time of blood sampling. Cohort members were asked to consent separately to venepuncture, storage of plasma, extraction of DNA and immortalisation of cell lines. The sections relevant to the blood collection and genetic resource are as follows:

CONSENT FORM 2 – Blood samples

I, (name) __________________________

a) Give my consent to ______________________ (qualified nurse) to collect a sample of my blood to be tested for

cholesterol, glycosylated haemoglobin, fibrinogen, total and allergen-specific IgE. I understand that the blood

samples and related information will be coded and used anonymously for non-commercial research purposes

only, and will not be tested for HIV.

Signed _________________________ Date ___________

b) Give my consent to storage of frozen portions of my blood sample for use in future medical research studies of

the causes, diagnosis, treatment or outcome of disease. I understand that the blood samples and related

information will be coded and used anonymously for non-commercial research purposes only, and will not be

tested for HIV. I understand that I may withdraw this consent at any time by contacting the investigators in

writing, without giving any reasons.

Signed _________________________ Date ___________

c) Give my consent to extraction and storage of DNA from my blood sample for use in future medical research

studies of the causes, diagnosis, treatment or outcome of disease. I understand that the DNA samples and

related information will be coded and used anonymously for non-commercial research purposes only, and that

no information found in the DNA will be given to me. I understand that I may withdraw this consent at any time

by contacting the investigators in writing, without giving any reasons, and the DNA extracted from my blood

samples will then be destroyed and any genetic data obtained from it will be deleted.

Signed _________________________ Date ___________

d) Give my consent to storage of white blood cells for future creation of cell cultures. I understand that these cells

will provide a renewable source of DNA for use in future medical research studies of the causes, diagnosis,

treatment or outcome of disease. I understand that the cells, DNA samples and related information will be

coded and used anonymously for non-commercial research purposes only, and that no information found in the

DNA will be given to me. I understand that I may withdraw this consent at any time by contacting the

investigators in writing, without giving any reasons, and the cell cultures and DNA obtained from them will

then be destroyed.

Signed _________________________ Date ___________

Schedule 2

[Copy of the application submitted to the Oversight Committee and any subsequent correspondence, including the letter of approval from the chairman, which may include specific additional conditions which the Recipient must follow in dealing with the Material.]
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