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26.
MATERIAL TRANSFER AGREEMENT (MTA)

Policy:  

One of the features of academic interchange and collaboration is the sharing by researchers in academia, industry and government of various biological materials (e.g., cell lines, antibodies, plasmids, hybridomas, DNA libraries, etc).   Boston Medical Center (BMC) researchers who wish to obtain such materials from outside persons or entities or provide them to others should understand that issues of ownership and liability may arise from such transfers.
In most transfers of a "significant" biological material, the providing institution will require that the recipient institution sign a Material Transfer Agreement (MTA). This is done to establish ownership of the material, give some legal protection to the institution and the providing scientist from potential liability resulting from the use of the material, and assure that the source of the material is identified and given appropriate credit in any resulting publications. Materials owned by a company or resulting from research sponsored by a company, either at another institution or at BMC, may involve additional obligations to be assumed by the recipient. An MTA is a contract that spells out the conditions under which one organization agrees to transfer to another organization tangible research materials for use in the recipient’s research program, excluding clinical trials.

In both the receipt and provision of material, it is the responsibility of the Grants Administration Office to represent the researcher and BMC. All MTAs involving a BMC Principal Investigator (PI) must be reviewed by the BMC Grants Office.
For general guidance regarding MTAs at both BMC and BU, please review Attachment B at the end of this policy, or go to the following link;  http://www.bu.edu/research/policies/mta-compliance.html
Procedure:

1. Pending Agreements:

A BMC Principal Investigator will forward to the Pre-award Associate Director’s attention an MTA Cover Sheet (Attachment A), a CDC Survey Form (if required), IBC Approval Letter (if required), and/or IACUC Approval Letter (if animals are to be used). The Cover Sheet indicates the BMC Investigator’s intent to enter into an agreement for the transfer of material(s) from either a for-profit or non-profit organization. Investigators will use these materials specifically in their laboratory in order to conduct research on behalf of BMC.

The sponsoring organization then initiates a Materials Transfer Agreement, which is forwarded to the Principal Investigator requesting the materials.  The PI reviews and forwards a copy (preferably an electronic version) of this “draft” agreement to the Associate Director, who begins the MTA review process.  

The Associate Director reviews and revises the agreement as necessary, including any additional inserts or changes in the language of the agreement and, when necessary, negotiates agreement language terms with the sponsoring organization ..When agreement terms acceptable to all parties are reached, the process of “executing the agreement” begins.

2.
Executed Agreements

Two (2) copies of the final version of the Agreement are sent to the Principal Investigator for signature.  Once the Investigator has signed the two (2) copies, both copies are sent back to the Associate Director for signature. Two (2) signed copies of the now “partially-executed” (i.e., only signed by one party) agreement, along with a cover letter, are then forwarded to the sponsoring organization for final signatures, to the attention of the sponsor’s agent.  A Xerox copy of the partially executed version is maintained in the pending file until the “fully-executed” (i.e., signed by both parties) copy arrives back to Grants Administration. 

The fully-executed copy of the MTA should be given to the Pre-Award Associate Director of Grants Administration for final processing.  The original copy of the fully executed agreement is placed in the Associate Director’s MTA files.  Copies of the agreement are forwarded to the BMC Principal Investigator.  Copies of the MTA Cover Sheet are faxed to the IBC Office [(617) 638-4226].
The Associate Director gives the original, fully-executed agreement to the Office Manager for filing. The file is transferred from PENDING status to the Associate Director’s ACTIVE MATERIAL TRANSFER AGREEMENT files. The agreement is filed in a folder labeled with the name of the sponsoring organization and the Principal Investigator.  The file remains in the ACTIVE AGREEMENT files throughout the term of the Agreement.  

Signatories – As of September 1, 2008 the BMC Signatories for Material Transfer Agreements  are:

Ellen Jamieson, Associate Director, Pre-Award

Gretchen Hartigan, Associate Director, Post-Award

Stephanie Lovell, BMC General Counsel

Ronald Bartlett, BMC Vice President / CFO   

Elaine Ullian, CEO

    Each of the above-named individuals may execute an agreement on behalf of BMC.  

Attachment A







Date: _____________

Cover Sheet 

Material Transfer Agreement (MTA)

(complete and send to Grants Administration with unsigned MTA attached)
	Principal Investigator: 
	

	Department/Division:
	
	

	Location of Research
	

	Phone:
	
	Fax:
	

	PI e-mail:
	
	

	Provider of Materials:

(name & contact)
	
	Phone/Fax
	

	Materials Requested 
	
	

	Date Required
	
	


1. Is the material known to be infectious or biohazardous?  If yes, please fill out and sign CDC Survey form (CDC Select Agent Survey) and send with agreement.
 FORMCHECKBOX 
 yes
 FORMCHECKBOX 
 no    

(If you are not sure, contact the Biological Safety Office at 8-8842.)

If yes, describe the specifics and the precautions recipient must take in handling material (including specifics with respect to any use in animals):


     
If yes, do you have Institutional Biosafety Committee (IBC) approval to work with this material?  

 FORMCHECKBOX 
 yes
 FORMCHECKBOX 
 no.  

If yes, indicate protocol number(s), date approved, and attach copies of IBC approval letters.  If you do not have required approval and do not have an approval pending, contact Sally Watson, IBC Coordinator, at 8-4263, for project registration forms.  Forms can also be found at: http://www.bumc.bu.edu/Departments/PageMain.asp?Page=5571&DepartmentID=357



	Protocol Number
	Date Approved
	Date Submitted

	     
	     
	     

	     
	     
	     

	     
	     
	     


2. Has the project been approved by the Institutional Biosafety Committee?


 FORMCHECKBOX 
  yes

Date of Approval:
     

 FORMCHECKBOX 
  no

Date Pending:

     



3. Has the project been approved by the Institutional Animal Care and Usage Committee (IACUC)?


 FORMCHECKBOX 
  yes

Date of Approval:
     
Protocol No.
     


 FORMCHECKBOX 
  no

Date Pending:

     



4.
Shipping Arrangements/Specifications:       
5.
Do you anticipate the use or development of any progeny or unmodified derivatives under this MTA?
 FORMCHECKBOX 
 yes
 FORMCHECKBOX 
 no


If yes, describe briefly:

     
5.
Briefly describe how you will use the material, and whether you will be returning any to provider or destroying it:


     
6.
Presently or in the future, do you expect the following to result directly from your utilization of this material?


a.   Publication(s)

 FORMCHECKBOX 
 yes

 FORMCHECKBOX 
 no


b.   Invention(s)

 FORMCHECKBOX 
 yes

 FORMCHECKBOX 
 no

7.
Is the research project which will utilize this material sponsored by any external funding source(s)?
 FORMCHECKBOX 
  yes

 FORMCHECKBOX 
 no



If yes, who is the Sponsor(s)?


     
8.
Do you agree with the kind and/or schedule of the reports, if any, requested by the provider in the agreement? Please comment:


     
9.
List the person(s) by name (or title if under recruitment) in your laboratory who will be working with this material:

	Last Name
	First Name

	     
	     

	     
	     

	     
	     


10.
Any additional comments related to this material or usage?


     
Principal Investigator Certification:  I certify that the information I have provided about this project is accurate.  Furthermore, I certify that I will direct this project in compliance with Boston Medical Center and Boston University Policies and all applicable laws and regulations.
Principal Investigator:







(signature)                                             (date)

Attachment B

Materials Transfer Agreements 

Guidance for Investigators 

at

Boston University & Boston Medical Center 

What is a Materials Transfer Agreement (MTA)?

An MTA is a contract that spells out the conditions under which one organization agrees to transfer to another organization tangible research materials for use in the recipient’s research program.  These materials include:
· biological materials such as cell lines, plasmids, or vectors; 

· chemical compounds; or even 

· some types of software.
The MTA customarily defines the rights of the provider and the recipient in:

· the transferred materials;

· any derivatives; and

· “downstream” materials or inventions discovered with the use of the transferred materials.

Why should your MTA be reviewed?

All MTAs must be reviewed to ensure that the conditions imposed will not interfere with downstream rights of our investigator(s) or of our institution or impose unacceptable liabilities.

MTAs with for-profit companies are particularly likely to require careful review and negotiation to protect your interests which may be counter to the commercial interests of companies.  

MTAs with other academic institutions and with Federal agencies? are usually easier to finalize.  MTAs with academic institutions often utilize the Uniform Biological Materials Transfer Agreement, to which many academic institutions are signatories.

Where should you submit your MTA to be reviewed?

In-coming Materials:  Your MTA should be reviewed by:
Medical Campus (BUSM, SPH, SDM)

Office of Research Administration (ORA)

Karen A. Mullin, J.D., LL.M.
Boston University Medical Campus
Office of Research Administration
715 Albany Street, 921
(85 E. Newton St., Ste 921 for overnight deliveries)
Boston, MA  02118
Tel. (617) 638-5263
Fax (617) 638-4686

Boston Medical Center

Ellen Jamieson  

Grants Administration Office

Gambro Building, 2nd Floor
660 Harrison Avenue
Boston, MA 02118-2393
T: 617.414.5650
F: 617.414.2870
Charles River Campus


Dennis Hart, Associate General Counsel


Office of the General Counsel


125 Bay State Road
Boston, MA 02215
T: 617-353-2326
F: 617-353-5529

Out-going Materials:  Your MTA should be reviewed by: 
Office of Technology Transfer
108 Bay State Road
Boston, MA 02215
Phone: (617) 353-4550
Fax: (617) 353-6141
Email: otd@bu.edu

What important additional compliance responsibilities may be associated with your MTA?

□ Work with rDNA and biohazardous materials, including human blood, tissues, cells & cell lines must be pre-approved by the Institutional Biosafety Committee (IBC) at  
http://www.bumc.bu.edu/Dept/Content.aspx?DepartmentID=357&PageID=5571
□ Work with human blood, tissues, cells & cell lines must be pre-approved by your Institutional Review Board (IRB)


BUMC-IRB at http://www.bumc.bu.edu/Dept/Home.aspx?DepartmentID=293

CRC-IRB at http://www.bu.edu/osp/irb/index.html
□ Work with live vertebrate animals must be pre-approved by your Institutional Animal Care & Use Committee (IACUC)


BUMC-IACUC at http://www.bumc.bu.edu/Dept/Home.aspx?DepartmentID=293

CRC-IACUC at http://www.bu.edu/animal/
□ Shipping Training must be completed by all personnel who ship human or animal specimens of a research or clinical nature, biohazardous materials (including Select Agents) or hazardous chemicals.  For information, contact: 


CRC Office of Environmental Health & Safety http://www.bu.edu/ehs/

BUMC Office of Environmental Health & Safety 

http://www.bumc.bu.edu/Dept/Home.aspx?DepartmentID=124
□ If you plan to use the materials you will receive in a new research project outside the scope of your existing research funding sources, you should contact your research administration office for assistance in seeking research funding from an appropriate source and file a conflict of interest disclosure with that office:.  


CRC-OSP  http://www.bu.edu/osp/
 
BU Med Campus ORA  http://www.bumc.bu.edu/Dept/Home.aspx?DepartmentID=279

BMC Grants administration  http://www.bmc.org/grants/
□  Export-controlled technologies or materials may be subject to regulation.  For information, contact

CRC-OSP  http://www.bu.edu/osp/
 
BU Med Campus ORA  http://www.bumc.bu.edu/Dept/Home.aspx?DepartmentID=279


BMC Grants administration  http://www.bmc.org/grants/
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