
DATA & BIOLOGICAL SAMPLE TRANSFER AGREEMENT

This Agreement is made by and among:

	XXX (“Disclosing Party")

	With an address at: 



	Contact information:

For the Study: 

For Disclosing Party’s administration:




and 

	XXX (“Receiving Institution")

	With an address at:



	Contact information:

[Insert Address]

Attention: 


and

	XXX (“Receiving Investigator" and, together with Receiving Institution, “Receiving Party”)

	With an address at:




with respect to data and/or biological samples that the Disclosing Party will provide to the Receiving Party for the study entitled:  <INSERT NAME OF PROTOCOL> (“the Study”).

	INSERT ADDITIONAL INFORMATION IF DESIRED, E.G. WHO IS FUNDING THE STUDY, OR THE PARTICULAR ROLE IN THE STUDY THAT THE HOSPITAL IS PLAYING. IF N/A DELETE THIS BOX.


This Agreement is made in compliance with section 44(5) of the Personal Health Information Protection Act, 2004, S.O. 2004, c. 3 (“PHIPA”). 
The parties hereby agree as follows: 

1. 
Definitions. As used in this Agreement, the term:

a) 
"Data” means all personal information (including without limitation medical data and information and other personal health information) that has been collected for the purpose of the Study at Disclosing Party and is provided to the Receiving Party for the purpose of carrying out the Study;

b) “Samples” means human biological samples derived from human subjects including blood, excrement, saliva and tissue that have been collected for the purpose of the Study at Disclosing Party and are provided to the Receiving Party for the purpose of carrying out the Study; 

c) 
“Data/Samples” means Data and Samples. 

2. Compliance. In transferring the Data/Samples the parties shall comply with all applicable laws, regulations, guidelines and policies (“Applicable Law”).   The Disclosing Party will prepare and furnish the Data/Samples in accordance with PHIPA including without limitation obtaining all appropriate consents.  The Data/Samples will not be collected and/or transferred until the Disclosing Party’s research ethics board (“REB”) and, if applicable the Receiving Party’s REB, have: a) approved the Study protocol; and b) approved the Study informed consent forms or waived the requirement to obtain consent.  The Disclosing Party retains the right but not the obligation to conduct audits of Receiving Party’s compliance with this Agreement upon reasonable advance written notice to Receiving Party and at mutually acceptable times.  If there is a breach of the Agreement by Receiving Party, Disclosing Party may require that all Data/Samples be returned promptly to Disclosing Party or destroyed in a secure manner at Disclosing Party’s option. The Disclosing Party retains the right, acting on reasonable grounds, to refuse the transfer of the Data and/or Samples requested hereunder.
3. Use of Samples.  The parties acknowledge that the Samples may contain one or more infectious agents and may have additional unknown and hazardous properties. Receiving Party shall use the Samples under appropriate containment conditions. 
4. Non-Disclosure of Data/Samples. The Receiving Party shall limit access to the Data/Samples only to its internal personnel and/or agents who need access for the purposes herein and who are bound by the same confidentiality obligations herein (“Study Staff”).  Without limiting the obligation set out in s. 2, the Receiving Party agrees that it/he/she shall, and shall require its/his/her Study Staff, to:
a) 
maintain Data/Samples in confidence, and not disclose Data/Samples except as permitted by this Agreement; 

b) 
use Data/Samples solely for the purposes of the Study or other expressly consented purposes, in compliance with:

(i) 
the Study protocol as approved by the Disclosing Party’s REB and as amended from time to time, provided that amendments are approved by the Disclosing Party’s REB (the “Protocol”); 


(ii) 
any written conditions imposed by the Disclosing Party’s or Receiving Party’s REB; 

(iii) 
the Study subject’s consent consistent with the informed consent form approved by the Disclosing Party’s REB (the “Consent”) or, if the requirement to obtain consent has been waived, or otherwise determined to be unnecessary, by the Disclosing Party’s REB, the waiver of consent given by the Disclosing Party’s REB (the “Waiver”); 

(iv) 
any other conditions or restrictions imposed by Disclosing Party relating to the use, security, disclosure, return or disposal of the Data/Samples as set out in this Agreement.

c) 
not use the Data/Samples to identify any individuals.

d) 
not transfer the Data/Samples to any third parties without the prior written consent of the Disclosing Party and without obligating such third parties to comply with the terms and conditions hereof.  Notwithstanding the forgoing, the Receiving Party may transfer the Data/Samples:

(i)  
to regulatory authorities, provided that the Receiving Party gives prior written notice of such intended disclosure to the Disclosing Party;

(ii) 
as otherwise permitted by the Consent or Waiver; or 

(iii) 
in order to comply with Applicable Law or judicial process, or with a court or regulatory order, provided that the Receiving Party gives prior written notice of such intended disclosure to the Disclosing Party and takes all  lawful actions that are reasonable in the circumstances to minimize the extent of such disclosure and obtain confidential treatment for such disclosure. 

e) 
securely destroy the Data/Samples as required by the Protocol or instructed by the Disclosing Party and provide a written confirmation of the manner of destruction in a form acceptable to Disclosing Party.

5.
Safeguards and Notification.  The Receiving Party shall use appropriate safeguards (including without limitation with respect to encrypting identifying numbers, linking files, storing and retrieving files from secured locations) to prevent any unauthorized use or disclosure of the Data/Samples and shall promptly report to Disclosing Party any unauthorized use or disclosure of which Receiving Party becomes aware.  

6. 
Contact with Subjects/Individuals. The Receiving Party shall not make contact or attempt to make contact with an individual unless the Disclosing Party first obtains the individual’s consent to be contacted, except to the extent that the Receiving Party is otherwise the individual’s health information custodian. 

7. 
Financial Matters and Intellectual Property.  Except as expressly provided herein, no right, title or interest in and to the Data/Samples is granted to the Receiving Party or implied hereunder.  The Receiving Party shall own the analyzed Data that has been stripped of personally-identifying information and incorporated into its Study database and information and results arising out of analysis of the Samples. All other applicable financial matters and intellectual property terms are attached as Schedule “D” hereto. 


8. 
Publication. Receiving Party shall have the right to use a) the analyzed, de-identified data derived from the use of the Data/Samples; and b) information and results arising out of analysis of the Data/Samples, as part of a publication or presentation of the results of the Study.  The Receiving Party shall not include any personally identifying information in any publication or presentation. Disclosing Party’s investigator’s contribution to the Study shall be acknowledged appropriately in any such publication or presentation in accordance with academic standards. 

9. 
Study Documents.  The following Study documents are attached hereto and/or incorporated by reference:

	Schedule A –  Study Protocol
	 FORMCHECKBOX 
 Attached
	 FORMCHECKBOX 
 Incorporated by Reference

	Schedule B – Written Conditions 
of REB      
	 FORMCHECKBOX 
 Not Applicable  FORMCHECKBOX 
 Attached   FORMCHECKBOX 
 Incorporated by Reference

	Schedule C –  Consent or Waiver 
	 FORMCHECKBOX 
 Attached
	 FORMCHECKBOX 
 Incorporated by Reference


10.
General Terms and Conditions.  (a) No party shall be entitled to assign or transfer this Agreement or the rights and obligations hereunder to any third party without the prior written approval of the other parties.  (b) This Agreement including the attached Schedules represents the entire understanding between or among the parties related to the Study and supersedes all previously or contemporaneously executed agreements related to the Study.  (c)  This Agreement shall not be amended, modified, varied or supplemented except in writing signed by each of the parties.  (d) No failure or delay on the part of any party hereto to exercise any right or remedy under this Agreement shall be construed or operate as a waiver thereof.  (e) The parties hereto are independent contractors.  Nothing contained herein shall be deemed or construed to create between or among the parties hereto a partnership or joint venture or employment or principal-agent relationship.  No party shall have the authority to act on behalf of any other party or to bind another party in any manner.  (f) Each party to this Agreement assumes responsibility for its own obligations under this Agreement.  (g) No party shall use, or authorize others to use, the name, symbols, or marks of another party hereto or its staff for any endorsement purposes without prior written approval from the party whose name, symbols or marks are to be used.  (h)  This Agreement shall be governed by and construed in accordance with the laws of the Province of Ontario and the federal laws of Canada applicable therein.

Acknowledged and agreed by:

	Disclosing Party:

[INSERT NAME]
	
	Receiving Institution:

[INSERT NAME]

	
	
	

	Name: 

Title:


	
	Name: 

Title:



	Date:
	
	Date:

	
	
	

	Acknowledged by:

Dr. [INSERT NAME OF DISCLOSING PARTY’S PI]
	
	Receiving Investigator:

Dr. [INSERT NAME]



	Date:
	
	Date:




SCHEDULE “A”

Study protocol as approved by the Disclosing Party’s REB

SCHEDULE “B” – (if applicable)

Written conditions, if any, imposed by the Disclosing Party’s or Receiving Party’s REB

SCHEDULE “C”

Informed Consent or Waiver of Consent

Informed consent form approved by the Disclosing Party’s REB
 FORMCHECKBOX 
 Applicable

 FORMCHECKBOX 
 Not Applicable

OR:

The requirement to obtain consent has been waived, or has otherwise been determined to be unnecessary, by the Disclosing Party’s REB for the purposes of the Agreement.
 FORMCHECKBOX 
 Applicable

 FORMCHECKBOX 
 Not Applicable

SCHEDULE “D” – (if applicable)

Financial Matters and Intellectual Property Terms

Financial Matters:  [insert terms]
Intellectual Property Terms:  [If applicable] The Samples provided hereunder are proprietary because [insert explanation]. [Insert terms].
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