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Appendix 1 MTA/DTA template 
Mutual agreement between provider and recipient 
Provider of Data …………………………………………..

Recipient of Data……………………………………….. (This must be an institution officially registered by national/regional authorities.) 

MTA/DTA must be signed before any exchange takes place

1. Provider

Provider………………………………….. hereby declares that: 

the (name country) …………….. from which the human biological is collected has a legal and ethical framework providing a high level of quality, security and privacy protection concerning medical research involving human biological material; and that health data exchange is in accordance with local regulation (please note that some regulations, such as those from the EU, require compliance with their rules even if the research is conducted abroad).

data/bio-specimens provided consist of the following: …………………………………….. (description including type of material and type of data: primary data and which type, genotypes, aggregate data, etc.) 

the bio-specimens provided refer to …. (n. of individuals) and are composed of ….. (n. of tubes and quantity of material referred to the scope).

the material will be de-identified, stripped of all personally identifying information, without any direct means of identification. Bio-specimens will be double-coded (no direct identifier shall be on the tubes).

to ensure the confidentiality and security of the associated data, transfer and processing will be handled safely and associated data will not be transported together with bio-specimens.

to ensure traceability of the material to be de-identified, a code will be applied to the tubes. The mechanism to re-identify the data will remain with the provider.

to ensure exchange and transport security, biosafety (packaging, labelling description of transport means and insurance for bio-specimens) will be observed.

the project from which the data and bio-specimens were collected was approved by a local ethics committee or institutional review board (IRB).

informed consent for storage and distribution was obtained (enclose a copy of the model in use), and that:

· the informed consent contained the clause necessary for allowing bio-specimens and data sharing abroad (in case of an international project)

· the informed consent allowed the research described in the project description section.

2. Recipient 

Recipient………………………………….. hereby declares that: 

· the data will be used solely for the scope of the project described below, and no attempt will be made to sell the data/material or share it with a third party. The data/samples will be used for the following purpose: (description of the biomedical research project of the Recipient (or of the joint project):………………………………….(aims should be clear, including the duration of the project………………………….

· authorization from the local ethics review committee or IRB ………………………(date and copy enclosed)

· when consented to, will ensure the return of results relevant to the health of individuals …………….. and ……………………………………………………….(description of the type of data that must be returned).

· will not harm the persons who provided bio-specimens by naming the provenience of the bio-specimens unless approved by the Provider.

3.  Terms and conditions (for Recipient)

Conditions of use include:

· no attempt to re-identify the participants

· adherence to use limitations stated in approved application

· no third-party data or sample sharing/selling without authorization from Provider

· primary data must not be patented

· that the use of the material has, e.g., medical/public health objectives

· informing the resource of issues related to data integrity and/or the privacy of the participants as applicable

· compliance with original consents and applicable laws and institutional policies

· access granted for a limited time period (e.g., 6 months or ……………), after which Recipient must reapply

Documents to be provided by the recipient institution: 

1. authorization from a local ethics committee or a regional or local competent authority for the project for which the data are provided (by Recipient or, in the case of a joint project, by both parties)

2. documents by the national data protection authority that reference the applicable laws that allow research using sensitive and health data, including genetic data

4. Receipt and handling of imported biological material

The Recipient must document and follow the procedures for the receipt and proper storage of the type of biological material handled.

Provider has to prepare and ship the biological material in accordance with postal regulations, such as IATA (International Air Transport Association) and ADR (European Agreement on International Carriage of Dangerous Goods).

5. Publication

Prior review of publications before submission may be required (e.g. to ensure the privacy/confidentiality of data and that the results will not cause stigmatization). Recipients should acknowledge the biobank/data provider in any publication/presentation (or other clauses).

6. Is the material used to be returned or destroyed?

Recipient will comply with the destruction/return of unused bio-specimens and of data related to the bio-specimens at the end of the project or of the duration stated above

Description of the requirement (destruction/return)………………………………………………..

7. Intellectual property rights

(Requires a specific agreement case by case. See general Introduction)……………………………………………………………………………………………………..

8. Who controls the data/bio-specimens in the resource?

Control of the bio-specimens remains with Provider, who can at any time demand the return or destruction of data and bio-specimens if a breach in the agreement occurs.

9. Obligation to report

Annual…………… (or other) and final reports to Provider are required. Reports should include ………………………………………………………………………(specify required content).

10. Responsibilities of the biobank/consortia

Biobanks and research consortia have the right to terminate/alter this agreement with the researcher/institution, for the safety of the patients/participants or due to any infringements of the obligations stated in the present DTA/MTA. The Recipient understands and agrees that Provider does not bear any responsibility or accept any liability arising from the Recipient’s use of the data or bio-specimens.
Time, place and signatures of the persons legally responsible for the institutions involved

------------------------------------------------------------------------------------------------------------
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