School of Biomedical Sciences Research ethics committee MTA template


Please provide details as requested in sections highlighted green. Please ensure to delete the unnecessary information where applicable

MATERIALS TRANSFER AGREEMENT
Between
[insert the provider organization]
And
[insert the recipient organization
(Individually a “Party” and collectively the “Parties”)
The Provider is engaged in the business training and research in the field of health sciences


And
…………………………………………………………………………………………………………………………………………………………………………………………………………………………………..

The Parties recognize the need to make suitable arrangements herein with respect to the shipment of Materials, herein defined by [insert the provider organization]
as defined below.

PARTIES

This agreement is made and entered into by and between: 

(“PROVIDER) whose address and principal place of business is <<Insert site Name, full address, Country>>, (the “PROVIDER SITE”)

AND

<<Insert name of the Recipient>>, with offices located at ………<<Insert location and address>> (“RECIPIENT” representing the interests of Insert Sponsor name, having its registered office <<at …………….>>, <<insert country>> (the “SPONSOR”) on the other part.

OR (If there are no multiple labs)

<<RECIPIENT), with offices located at ………<<Insert location and address>> (“RECIPIENT SITE)” 
WHEREAS, the PROVIDER is conducting <<Insert study Title >>Protocol number<<.

WHEREAS, the parties have agreed that the PROVIDER will research materials collected in the course of the Study (the “BIOLOGICAL/CHEMICAL MATERIAL” OR “MATERIALS” as defined below) for analysis to RECIPIENT.

WHEREAS, RECIPIENT has selected various services providers (the “RECIPIENT’S DESIGNEES” as defined below) who will perform the analyses of the BIOLOGICAL/CHEMICAL MATERIAL. 

WHEREAS, BIOLOGICAL/CHEMICAL MATERIAL will be shipped directly by PROVIDER to RECIPIENT’S DESIGNEES and shipping frequency and quantity of other Biological/Chemical Material will be coordinated by <<Insert Lab Name>>, who will store, track and forward samples to RECIPIENT’s DESIGNEES, <<Add all applicable Labs with full address indicated>> 

RECITALS:

A. The PROVIDER SITE is handling confidential MATERIALS and data associated with the sample collection for study……………. (Indicate study title). Protocol number<<Insert Protocol number>> (the “Study”), on behalf of the sponsor of the study, <<Insert sponsor name>> (THE “SPONSOR”).

B. The PROVIDER SCIENTIST << add name of the provider scientist, title and contact details>>

C. The RECIPIENT is a laboratory company designated by the SPONSOR and/or PROVIDER to conduct research into or with the MATERIALS for the purpose of scientific research for the STUDY, that being the testing and preliminary validation of current version of the Protocol.
D. The RECIPIENT SCIENTIST << add name of the recipient scientist, title and contact details>>
E. This agreement sets out the terms that the parties agree are to apply to the use of MATERIALS by the RECIPIENT.

IT IS AGREED BETWEEN PARTIES THE FOLLOWING:
1. DEFINITIONS

Agreement means this material transfer agreement and all its annexes 

CUSTODIAN means a person or entity entrusted by the Donor with safeguarding and protecting the Materials

MATERIALS means the Materials described in accordance with the agreement signed between Supplier and Recipient, Supplier will provide Recipient the samples and associated information (“Material(s)”).

PURPOSE AND USAGE means the conduct of the Research as described in Study protocol and the patient information and consent form signed by Study Participants. The conditions for use by the RECIPIENT are fully described in the patient information and consent form and in accordance with the Laboratory Agreement. 

JUSTIFICATION 

<<Provide a clear justification as to why shipping or transfer of the samples outside Uganda is necessary>>.
RESEARCH means the research program under which the Material is going to be used is described in the Study protocol and patient information and consent form.

RESULTS means all information and tangible objects arising from the Recipient’s use of the Materials.

THIRD PARTY means any entity or person other than the parties who have signed off on this agreement 

2. SUPPLY OF THE MATERIALS
2.1 The Provider agrees to provide the Recipient with the Materials <<provide a generic description of materials should be provided i.e. Serum, Swabs. etc.) in the quantity and in the packaging, and by the mode of transport, set out in the template table in Annexure A.  

2.2 The Provider warrants that it has obtained all authorizations to supply the Materials and in particular that a separate patient information and consent form has been signed by each study participant from whom Materials have been obtained.

2.3 The Recipient acknowledges that the Materials have been collected by the Provider and contain information, which may be confidential in nature, and are of considerable research value. The Recipient undertakes to take due care of the MATERIALS as provided in the agreement and applicable laws and regulations. 

3. DESCRIPTION OF SAMPLES 

The materials being transferred/exchanged must be fully described, including a description of derivative products, if any. Quantities must be specified and appropriately packaged. (Detailed description in Annex A)

4. USE OF THE MATERIALS
4.1 The Recipient agrees to keep the Materials secure and confidential that will be used in development of the Research and the Study only. For materials being transfer for future use, materials shall be used for related research areas as prescribed in the Informed Consent for Storage for future use signed by the participant. 
4.2 Neither the Results nor the Materials will be identified with participant’s name or any other directly identifying particulars. All Materials will be coded using labels with a unique code number.  Only the Study doctor and designated Study site staff working for Provider will have the ability to link this code to the participant.  The analysed Results will only be linked to this code. 

4.3 The materials stated in section 2.1 will be sent to Recipient for analysis, interpretation, <<you may add other uses if applicable>> and reporting results back to PROVIDER and SPONSOR. The confidentiality of the information provided to the Recipient will be maintained by Recipient and its staff members. 

4.4 The Recipient must not, without the prior written permission of the Provider sell, loan, or otherwise provide any Material to any third party; or use the Materials for any purpose other than the Purpose stated in section

4.5 Both parties must ensure that its use of the Material complies with all relevant laws, codes of practice and ethical principles.

5. TRANSFER TO 3RD PARTY

Transfer to 3rd parties after approval of the MTA shall not be done without approval of the PROVIDER institution in Uganda and the regulatory body; Uganda National Council for Science and Technology (UNCST)

Additional testing to additional laboratories (If applicable. If not applicable, please delete)

The Material will be sent to the Recipient’s address mentioned above from 
which they will be transferred to the addresses listed below for a period of ……. and 
shall be returned in accordance with the Laboratory Agreement between the 
Recipient and PROVIDER and the SPONSOR (If applicable). (Clearance 
letters from the laboratories are attached in Annex 2) 


Storing, tracking and onward shipping as may be necessary, to the following testing 
entities:
	Name of the Lab
	Full address of the Lab
	Name and contact of responsible officer
	Name of spécimen
	Quantity of spécimen

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	


6. RESTRICTIONS

(Describe any specific restrictions if any for the recipient organization. Examples of restrictions maybe: to be used for one purpose and not the other: to be used in a specific site or country only or to be used strictly under the laws of a specific site or country only or to be used strictly under the laws of a specific country. It should, however, be noted that any research project to be conducted in future using stored samples will be subject to review and approval by an accredited Research Ethics Committee (REC) and approval by UNCST. All restrictions and obligations relate to MATERIAL, and to any replicated forms of MATERIAL. Reference to MATERIAL herein is therefore intended to include all such forms of MATERIALS
7. DISPOSAL OF MATERIAL:
Describe a disposal plan for the material, including methods of disposal. Upon completion of testing the left-over specimens will be adequately stored at RECIPIENT Org until being returned to PROVIDER.  Specimens with minimal left-over volume (<100ul) may not be returned to Uganda for cost saving reasons, subject to mutual agreement of all parties. Such specimens may be disposed of safely following [RECIPIENT Org] standard operating procedures and adhering to standards for universal precaution.  A Certificate of destruction will be provided to the Provider organization.
8. TIME PERIODS: Indicate period of use of the material
The materials transfer agreement will begin immediately upon the signatures of all responsible parties and UNCST approval and will be terminated within [period of time] after receipt of the specimen at [Recipient Org].  This agreement may be extended upon mutual agreement by all parties.  
9. INTELLECTUAL PROPERTY RIGHTS
Intellectual property will be dealt with through relevant laws related to the applicable protocol and underlying third party agreements in so far as there are any. 

9.1 OWNERSHIP OF PRODUCTS

<<Please state how the ownership of products will be established>>. E.g If any Inventions result from collaborative efforts of both the Provider and the Recipient, the resulting patent application shall name at least one inventor from each entity and the Parties will own the Inventions jointly.  In the case of such joint ownership, the Parties agree to negotiate in good faith with each other the terms of an agreement concerning the administration of such joint inventions.

9.2 OWNERSHIP OF DERIVATIVES

<<Please state how the ownership of products will be established>>. E.g. If any Inventions result from collaborative efforts of both the Provider and the Recipient, the Parties shall agree to negotiate in good faith with each other the terms of an agreement concerning the administration of such joint inventions.
9.3 COMMERCIALIZATION RIGHTS (INCLUDING BENEFIT SHARING)
<<Please provide details on commercialization rights for each parties>>
10. TECHNOLOGY TRANSFER

<<Any plans for technology transfer should be provided here>>
11. COMPLETION REQUIREMENTS:
Participants may withdraw their consent at any time. If withdrawal of consent occurs, the SPONSOR, the Study doctor and/or the Provider should not continue to use data and/or samples nor disclose any information collected before the date of withdrawal. However, once analysis has been done, data collected may be used provided participants have consented to such use after they have withdrawn their consent. 


12. LIABILITY AND/OR INDEMNIFICATION

In no event shall the Provider be liable for any use of the Biological Material by the Recipient or by any third party, either on its behalf or who receive the Biological Material from the receiving Party.  To the extent permitted by applicable law, the Recipient hereby agrees to defend, indemnify, and hold the Provider harmless from any loss, claim, damage, or liability, of whatsoever kind or nature resulting from the Recipient’s improper use, disposition, handling or storage of the Biological Material, except to the extent caused by the negligence or willful misconduct of the Provider.
13. AUTHORHISP, PUBLICATION AND CITATION REQUIREMENTS

a. The RECIPIENT agrees to acknowledge the source of the Materials in any Recipient publications whose data was fully and/or partly derived from the material. In all oral presentations or written publications concerning the Study, Recipient will acknowledge Provider's contribution of the Materials unless otherwise requested in writing (e-mail will suffice) by Provider. Provider and Recipient will have access to data that have been collected and used in the Study. Any Provider contributors will be inclusively credited in Recipient's published papers articulating the use of novel analytic methods.

b. PROVIDER and RECIPIENT

i. shall have the right to publish and present results from any basic research



and/or for educational purpose

ii. shall have the opportunity to review, in confidence, any proposed abstract,

manuscript or presentation describing such results thirty (30) days prior to its submission for Publication

14. WARRANTY

The MATERIALS are being provided by PROVIDER as is without any warranties, expressed or implied, including any warranty of fitness for a particular purpose. RECIPIENT agrees to assume all liability for damages that arise during its use, storage or disposal of the MATERIALS.

15. GENERAL

15.1 The Recipient warrants that the Research shall be conducted solely in accordance with the Laboratory Agreement, Material Transfer Agreement and approved protocol.
15.2 The Provider warrants that to the best of its knowledge all information provided to the Recipient with the Material is accurate and complete.
15.3 If any provision of this agreement is unenforceable or invalid for any reason, the relevant provision will be deemed to be modified to the extent necessary to remedy such unenforceability or invalidity or, if this is not possible, then such provision will be severed from this agreement, without affecting the enforceability or validity of any other provision of the agreement.
15.4 This agreement is governed by the Laws of Uganda and shall be subject to the exclusive interpretation of the Uganda Courts.
15.5 The Recipient shall ensure that its use, maintenance and disposition of the Material will be conducted in strict accordance with all appropriate local, national and international laws, as well as guidelines and regulations.

15.6 The Provider prior to the transfer of such human research samples origin will be obtained from the UNCST and the patient information and consent form which describe how the Materials will be handled and stored.

16. AMENDMENT 

Amendments made to this MTA shall obtain clearance from investigators of both parties, REC and the UNCST
17. TERMINATION 

This MATERIAL TRANSFER AGREEMENT may only be modified or amended upon the prior, mutual, and written consent of the Parties and is subject to the termination by either Party at any time effective upon at least ninety (90) days written notice to the other Party in accordance with the terms and conditions for termination <<Quote the specific article, in case the institution has policies on Sample/Data sharing>>

18. CONFLICT RESOLUTION

In the event that any dispute arises between the Parties with respect to the interpretation or performance of this MATERIAL TRANSFER AGREEMENT, such dispute will be amicably settled by the Parties. If a dispute arises which cannot be resolved amicably by the Parties, the Uganda National Council for Science and Technology (UNCST) may be called upon to arbitrate, provided that the Parties hereby agree that any ruling, findings or results of the UNCST will be non-binding in nature and either Party may seek any appropriate and available remedy in any tribunal or court of competent jurisdiction.
EXECUTED as an AGREEMENT

IN WITNESS WHEREOF by signature of their respective authorized officers, the parties agree to be bound by the terms of this Agreement.
	<<PROVIDER ORGANIZATION >> 
<<Provider scientist details>>


Signature: _____________________

Name: ________________________

Title: _________________________

Date:  ________________________
<<PROVIDER ORGANIZATION >> 

<<HoD/ Legal expert/ specialist. scientist details>> >>

Signature: ______________________

Name:  ________________________

Title:   _________________________


Date:
__________________________

<<Insert PRINCIPAL INVESTIGATOR’S Name>>

Signature: ______________________

Name:  _______________________
Title:   _________________________


Date:
__________________________

<<Insert Sponsor Name (IF APPLICABLE/CLINICAL TRIALS)>>


Signature: _____________________

Name: ______________________
Title: _________________________

Date:  ________________________

Having read this Agreement, I hereby agree to act in accordance with all the terms and conditions herein and applicable PROVIDER ORG. policies.
	<<Indicate RECIPIENT Scientist>>

Signature: _____________________

Name:   _______________________

Title:  ________________________
Date:  ________________________




<<Insert Details for Additional Central Labs if applicable (add more signature Blocks as applicable)>>
Signature: ________________________
Name: _____________________________

Title: ______________________________
Date:  _____________________________
Annexure A:

<<include a table with the shipment schedule>>

	Material / Type of Sample
	TEST
	Quantity /

Vial of sample
	Estimated total number of samples to be shipped for duration of trial
	Packaging material / derivative used
	Shipment condition
	destination
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