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[bookmark: _Toc43462206][bookmark: _Toc36129722]1.1 Introduction to OBI and Brain-CODE

The Ontario Brain Institute is a provincially‐funded, not‐for‐profit research centre seeking to maximize the impact of neuroscience and establish Ontario as a world leader in brain research, commercialization and care. Convergent partnerships are created between researchers, clinicians, industry, patients, and their advocates to foster discovery and deliver innovative products and services that improve the lives of those living with brain disorders.

[bookmark: _Hlk36198061]To facilitate collaboration and discovery, OBI has developed Brain-CODE, an extensible informatics platform that manages the acquisition, storage and sharing of multidimensional Data collected on a variety of brain disorders. The following Policy outlines the Governance of Data held in Brain-CODE. The Policy comprises six Sections, and is posted on the OBI website at https://braininstitute.ca/research-data-sharing/brain-code:

[bookmark: _Hlk45268862]1.1 	INTRODUCTION AND DEFINITIONS
[bookmark: _Hlk45268874]1.2    	VISION AND FUNCTIONS OF BRAIN-CODE
[bookmark: _Hlk45268896][bookmark: _Hlk45268883]1.3    	GOVERNANCE
[bookmark: _Hlk45268905]1.4     	PRIVACY POLICY 
[bookmark: _Hlk45268914]1.5     	PRIVACY BREACH PROTOCOL
[bookmark: _Hlk45268921]1.6   	DATA SHARING POLICY

These Sections cover:
	the terms used throughout this document;
	the Brain-CODE Oversight Committees and the reporting structure;
	the policies related to the collection, use, modification, retention and disclosure of and access to Brain-CODE Data to protect the privacy of Study Participants; 
	the reporting process for any breaches or improper use of Data on Brain-CODE; and
· the policies related to the sharing of Data with International, National and Local researchers. 


OBI is committed to transparency with Brain-CODE stakeholders, including the Government of Ontario, Participating Institutions, and Study Participants. This Policy communicates practices related to the governance of Data on Brain-CODE to enable Data users to generate novel discoveries. 

[bookmark: _1.1.1._Definitions][bookmark: _Toc43462207][bookmark: _Toc36129723]1.1.1. Definitions

As used in the Governance Policy, as amended from time to time, the following definitions apply. Defined terms are capitalized when used in the Policy. 

“Account” establishes a relationship between a user and OBI that provides user rights to use Brain-CODE as per the permissions granted. 

“Applicable Law and Guidelines” means all applicable laws, regulations, including but not limited to the Personal Health Information Protection Act, 2004 (Ontario) “PHIPA” and guidelines such as the Tri-Council Policy Statement for the Ethical Conduct of Research Involving Humans (“TCPS 2”).

“Brain-CODE” means the Ontario Brain Institute Centre for Ontario Data Exploration and refers to the informatics platform designed to allow for the investigation and scientific query across several brain conditions.

“Brain-CODE Advisory Committee” or “Advisory Committee” means the arm’s-length independent Committee that monitors and advises on the strategic direction of Brain-CODE. The roles and responsibilities of this committee are outlined in the Terms of Reference.

“Brain-CODE Data Access Committee” or “DAC” means the Committee that is responsible for contributing to the Data Access Request process, including reviewing Data Access Requests received through the Controlled Access Mechanism.  The roles and responsibilities of this Committee are outlined in the Terms of Reference.

“Brain-CODE Informatics Steering Committee” or “Informatics Steering Committee” means the Committee that oversees the development, implementation and operations of Brain-CODE and also reviews Data Access Requests received through the Controlled Access Mechanism. The roles and responsibilities of this Committee are outlined in the Terms of Reference.

“Brain-CODE Information Security Committee” or  “Security Committee” means the Committee that oversees the privacy and security practices for all Data on Brain-CODE. The roles and responsibilities of this Committee are outlined in the Terms of Reference
“Brain-CODE workspace” means a virtual machine behind Brain-CODE firewalls that can be used to conduct analysis of Brain-CODE Data within a controlled environment. 

“Common Data Elements” or “CDEs” are standardized data elements systematically collected across studies to enhance data quality and utility

“Consent” means that participants have provided consent to their data being uploaded to Brain-CODE, unless alternate consent methods have been approved by a Research Ethics Board (REB). Consent has the meaning ascribed to it in Tri Council Policy Statement 2 (2018). 

“Controlled Access Mechanism” is the process by which Brain-CODE Data Users can request access to de-identified data.

“Data” means items representing facts that consist of text, numbers or images and stored in electronic information systems. The Data records are collected and transferred to OBI for the Purposes.

“Data Access Request” or “DAR” means the process whereby Data Users may make a request to access Data in Zone 3. There are two request mechanisms, Controlled and Public. 

“Data Exclusivity” means the one-year period of exclusive use of the Data specified by the Data Producer to analyze the data and prepare for publication. This one-year period may be extended upon agreement between the Data Producers and OBI. 

“Data Governance” means the collection of practices and processes which help to ensure the formal management of Data within Brain-CODE and includes methods, technologies, and behaviors around the proper management of Data. 
“Data Providers” means organizations that hold data that OBI can link with Brain-CODE Data. These may include Prescribed Entities (e.g., Institute for Clinical Evaluative Sciences, Canadian Institute for Health Information) as defined in PHIPA, or other research organizations.
“Data Producer” means an investigator and their delegate(s) affiliated with a Participating Institution. Data Producers are responsible for creating or capturing Data that are uploaded to Brain-CODE.

“Data Sharing Policy” means the OBI Data sharing policy, which forms part of the Governance Policy.

“Data Use Agreement” means the written agreement between OBI and a Data User that establishes the permitted uses for the Data.

“Data User” means an individual person who has an account for Brain-CODE and may access Brain-CODE Data depending on the role-based permissions granted to them. 

“Data Transfer Agreement” means the written agreement between External Institutions and OBI that establishes the permitted uses for the Data and the secure transfer of Data from Brain-CODE to local servers. It may also include provisions related to the transfer of Data back to Brain-CODE.  
“Data Withdrawal Request” means the request received from a Study Participant to have their data removed from Brain-CODE. This request should be directed to the Participating Institution where the research study involving the Study Participant was conducted. 
[bookmark: _Hlk41032987]“De-identified Data” means Data that have been processed to remove Direct Identifiers of an individual Study Participant by OBI or the Service Group. The removal of Direct Identifiers in combination with technical, contractual and administrative controls result in circumstances that it being reasonably foreseeable that the Data will not be used to identify an individual. This definition of De-identified Data is for the purposes of OBI only and may not be directly aligned with other definitions, such as PHIPA. 

“Direct Identifier” means variables within Data that can directly identify an individual. More detail about what is a direct identifier can be found in Section 1.6.4 Data De-identification. 

“Disclosure” means to make the Data available or to release it to another health information custodian or person, in alignment with appropriate laws, regulations and approvals. 
“Electronic Service Provider” or “ESP” is a person who supplies services for the purpose of enabling a Health Information Custodian to use electronic means to collect, use, modify, disclose, retain or dispose of personal health information and who is not an agent of a Health Information Custodian, as described in PHIPA[footnoteRef:2]. [2:  Applicable PHIPA rules can be found at: http://www.e-laws.gov.on.ca/html/regs/english/elaws_regs_040329_e.htm
] 


“External Collaborator” is an investigator external to the study who has been granted access to Zone 1 data to collaborate on a study led by the ID Program. External Collaborators may be affiliated with academic institutions, non-for-profits, for-profit companies, patient advocacy groups, and other research-focused organizations. More information about Brain-CODE Zoned structure can be found in Section 1.2.1. Functions of Brain-CODE. 

“External Institution” means the institution with which an External Researcher is affiliated. 

“External Linkage” or “Linkage” refers to a process whereby Data in Brain-CODE are securely linked to
Data from external databases. Linkage may occur either within Brain-CODE or outside of Brain-CODE. This process is carried out in accordance with Applicable Laws and Guidelines and Brain-CODE Governance Policy and Security Policies.

“External Researchers” means researchers who are requesting data for access in Zone 3. External Researchers may be affiliated with academic institutions, non-for-profits, for-profit companies, patient advocacy groups, and other research-focused organizations. More information about Brain-CODE Zoned structure can be found in Section 1.2.1. Functions of Brain-CODE.

“Federation” means an internal process whereby Data is brought together in a common physical or virtual space within Brain-CODE on the basis of having the same or similar requirements for access.

“Health Information Custodian” or “HIC” has the meaning ascribed to it in PHIPA.

“Informatics team” means the team of employees at OBI whose roles relate to the operationalization and management of Brain-CODE. 
“Integrated Discovery Program” or “ID Program” is a program of collaborative research that must rank as excellent on an international stage, focus on the patient, integrate across Ontario and across disciplines, involve standardized assessments and have a translational thrust and funded by OBI.[footnoteRef:3] [3:  Stuss, D. T. (2014). The ontario brain institute: completing the circle. Can. J. Neurol. Sci. 41, 1–11. ] 


“Intellectual Property” means any intellectual property, including any invention, innovation, new and useful art, product, service, discovery, process, methodology, pattern, machine, process of manufacture or composition of  matter or a formula therefore, new life form,  work, material, computer software, compilation of information in whatever medium whatsoever, attendant, know-how or any new and useful improvement thereof whether or not protected or protectable by patent, copyright or registration of design or trademark and all  copyright, patent, trademarks, industrial design rights and any other intellectual property rights;

“Metadata” means any information that describes Data in Brain-CODE. It describes the amount of Data available, the types of Data available and the sources of the Data. 

“Non-human Data” means Data that is produced from animals or other non-human subjects. Non-human Data that is uploaded to Brain-CODE will be made available through a Public Access Mechanism after the period of Exclusivity.  
“OBI” means the Ontario Brain Institute.

“OBI-Funded Study” is a study that is part of an Integrated Discovery Program where OBI has provided a financial contribution to the study. Any study funded in full or in part by OBI will have that study’s REB- approved data uploaded into Brain-CODE. 

“Participation Agreement” means a comprehensive agreement between a Participating Institution and OBI that outlines the terms of the contract, and all relevant rules and guidelines related to how Data will be collected, used, transferred, stored, retained, and disclosed in Brain-CODE (See Appendix D – OBI Informatics Participation Agreement Template).  The Participation Agreement must be signed by both parties prior to the upload of any Data to Brain-CODE. The Participating Institution appends a list of the investigators taking part in the research as a sub-schedule to the agreement. 

“Participating Institution” means a research institute that has entered into at least one Participation Agreement with OBI. The term Participating Institution may also refer to another type of organization (i.e., private organization) that has Data that can be placed into Brain-CODE and has fully executed a Participation Agreement with OBI.

“PHI” or “Personal Health Information” has the meaning ascribed to it in PHIPA.

“PHIPA” means the Personal Health Information Protection Act, 2004 (Ontario) as it may be amended from time to time.

“Prescribed Entity” is an organization listed in the Regulation for the purposes of subsection 45(1) of PHIPA. 

“Privacy” means an individual’s right to be free from intrusion or interference by others. Individuals have privacy interests in relation to: personal information, their bodies, expressed thoughts and opinions, personal communications with others, and the spaces they occupy.  
“Privacy Breach Protocol” means the OBI Privacy Breach Protocol, as amended from time to time, that
forms part of the Governance Policy.

“Privacy by Design” means an approach to engineering privacy directly into the design of new technologies and networked infrastructure as part of the core functionality. 

“Privacy Officer” means a person knowledgeable in privacy who is responsible for the organization's Privacy Program including but not limited to daily operations of the program, development, implementation, and maintenance of policies and procedures, monitoring program compliance, investigation and tracking of incidents and breaches. 

“Privacy Policy” means the OBI Privacy Policy as amended from time to time, that forms part of the
Governance Policy.

“Public Access Mechanism” means the process by which Data that have not previously contained Personal Health Information can be accessed in Brain-CODE. This may include Non-human Data or anonymous surveys. 

“Purposes” are the purposes of Brain-CODE, specifically that the Brain-CODE informatics platform was created to facilitate and expedite the investigation, discovery, or scientific query within and/or across several health conditions.

“Raw Data” means Data that have not been processed by OBI or the Service Group to remove Direct Identifiers and may contain PHI.  Data that has been processed such as cleaned, curated, will still be considered Raw Data for the purposes of this policy. 

“REB” means a Research Ethics Board. In some countries, they are also be referred to as an Institutional Review Board (IRB) or Research Ethics Committee (REC). For the purposes of this policy all will be referred to as a “REB”. 

“REB Exemption” is the process whereby a researcher consults a REB and the board determines that the research proposed falls outside the local legislative requirements for review and provides documentation outlining that decision. 

“Regulation” means Ontario Regulation 329/04 made under PHIPA, as it may be amended from time to time.

“Research Activities Agreement” means the comprehensive funding and data transfer agreement signed between the Integrated Discovery Program and OBI that includes the Brain-CODE Participation Agreement as a Sub-Schedule of the contract. 

“Security Officer” means a person knowledgeable in the technical and physical security measures for the Brain-CODE platform and is responsible for informing, advising, and alerting stakeholders on matters related to information security. 

“Service Group” means a service provider to OBI to provide technical expertise such as needed to maintain and upgrade the Brain-CODE platform.

“Standardized Clinical Framework” means a standardized assessment protocol that is implemented across the clinical sites that are part of an ID Program. This standardized protocol must include a standard set of assessments for each ID Program as well as Brain-CODE CDEs.”

“Study” means a research study conducted by a Data Producer under a Research Ethics Board-approved protocol and that uses Brain-CODE for the Purposes.  

“Study Description Schedule” means the addendum to the Participation Agreement that outlines specific data elements that the Participating Institution and the applicable Research Ethics Board has granted permission to upload to Brain-CODE. The Study Description Schedule also includes a list of researchers involved in the study. 
“Study Participant” means an individual person who has Consented to participate in a research study whereby the Data Producers for that study will be utilizing Brain-CODE. 
“Substitute Decision Maker” of “SDM” means the third party that may provide consent for a Study Participant who lacks the capacity to provide consent. Assent will be sought when an SDM provides consent. 
“TCPS 2” means the Tri-Council Policy Statement for the Ethical Conduct of Research Involving Humans.

“Terms of Reference” means the OBI terms of reference for its Committees as amended from time to time, which form part of the Governance Policy.

“Terms of Use Agreement” means an agreement, as amended from time to time, that all individuals must agree to prior to being given a Brain-CODE account. 

“Third Party Vendor” means any entity other than the Service Group, providing design and maintenance support to OBI in relation to Brain-CODE.
 “Work Product” means the result of an independent analysis of Data by a Data User.

“Zone” describes the relationship between the various sections of Brain-CODE which have different access permissions and mechanisms. 

“Zone 1 Data Use Agreement” means an agreement between OBI and an External Collaborator to access Zone 1 data for the expressed purposes of the original study. 


[bookmark: _Toc43462208]1.2	Vision for Brain-CODE

The three principles that underpin OBI’s vision for Brain-CODE are:

1.	Brain-CODE as a useful, user-friendly, and valuable Data management tool.
2.	Brain-CODE as a state-of-the-art research tool that promotes robust collaboration and Data
	sharing, adds value for researchers and promotes international capacity building and collaborations.
3.	Brain-CODE as an innovative facilitator of Data Sharing, by making Data available in a controlled open access format, consistent with international best practices. 

[bookmark: _1.1.2_Functions_of][bookmark: _1.2.2_Functions_of][bookmark: _Toc36129724][bookmark: _Toc43462209]1.2.1	Functions of Brain-CODE

Brain-CODE has three primary functions:

1. Brain-CODE is a repository for Participating Institutions. Brain-CODE provides a safe and secure means to store and share Data and facilitate collaboration between Brain-CODE Users.
2. Brain-CODE enables the linking of Brain-CODE Data to other external databases.  
3. Brain-CODE provides opportunities for De-identified Data to be made available to approved External Researchers.   

To facilitate the three primary purposes described above, Brain-CODE has been structured with three Zones.

Zone 1: contains Raw Data provided to OBI by Data Producers affiliated with Participating Institutions. Some Participating Institutions may require the removal of Direct Identifiers prior to upload to Brain-CODE, however for the purposes of this policy this Data is considered Raw Data until OBI or the Service Group assess the Data to remove Direct Identifiers. Zone 1 is where the Data Producers can utilize their own Data. Participating Institutions are responsible for ensuring that Data is uploaded in alignment with the REB approved processes and data types.

Zone 2: contains Data that have been processed to remove Direct Identifiers. Data in Zone 2 can only be accessed by OBI or the Service Group, or Data Producers for the purposes of operating, maintaining, upgrading, troubleshooting, or generally managing Brain-CODE. 

Zone 3: is where Data is disclosed to External Researchers in alignment with their Data Access Request.  Prior to disclosure, Data will be subject to internal review processes and mechanisms.

[bookmark: _1.2._Definitions][bookmark: _1.3_Governance][bookmark: _Toc36129726][bookmark: _Toc43462210]1.3	Governance

[bookmark: _Toc36129727][bookmark: _Toc43462211]1.3.1	Scope and Purpose

This section outlines the general structure and Terms of Reference for the various bodies and committees participating in Brain-CODE governance. The following committees will ensure that Brain-CODE maintains a high level of quality and security, consistent with OBI’s vision and mandate:

· Brain-CODE Informatics Steering Committee (“Informatics Steering Committee”) 
· Brain-CODE Advisory Committee (“Advisory Committee”)
· Brain-CODE Data Access Committee (“Data Access Committee or DAC”)
· Brain-CODE Information Security Committee (“Security Committee”)

[bookmark: _1.3.2_General_PrinciplesTerms][bookmark: _Toc36129728][bookmark: _Toc43462212]1.3.2	Terms of Reference

These Terms of Reference represent the definitive guide to Brain-CODE informatics governance and administration. Unless stated otherwise in the sections below, these Terms of Reference apply to all committees participating in Brain-CODE governance and administration. 

All committee members are responsible for maintaining confidentiality and any members external to OBI must enter into non-disclosure agreements prior to serving on any committees. Committee members will declare real and potential conflicts of interests and will recuse themselves from discussions and votes concerning matters where they are conflicted. All Brain-CODE committees will be supported by OBI administrative resources.

All committee members agree to uphold the Brain-CODE Guiding Principles:
· [bookmark: _Hlk35360559]Privacy and Security 
· Open and Collaborative
· Interdisciplinary and Integrated
· Patient-Centred
· Data Standardization
· Discovery for Health Impact


All committee members must receive at least three (3) business days’ notice or agree to waive notice prior to any meeting. In the case of the Advisory Committee, this notice shall be extended to a minimum of fourteen (14) business days due to significant potential travel requirements.

[bookmark: _Toc36129729][bookmark: _Toc43462213]1.3.3	Informatics Steering Committee

The purpose of the OBI Brain-CODE Informatics Steering Committee (“Informatics Steering Committee”) is to provide oversight on issues relating to the establishment and management of Brain-CODE. The Informatics Steering Committee ensures that progress is timely, of high quality and remains in line with the vision of OBI. Specifically, the Informatics Steering Committee will:
	
· Monitor issues related to the establishment and management of Brain-CODE;
· Meet with the Service Group, to receive updates on the development of Brain-CODE;
· Ensure that Brain-CODE progress is timely and of high quality;
· Ensure Brain-CODE adheres to relevant regulations, including privacy laws and aligns with international best practices;
· Review and approve or deny Data Access Requests;
· Regularly interact with the Information Security Committee on matters related to the security and privacy of Brain-CODE controls and data in Brain-CODE; and
· Acts as a change management board, in collaboration with relevant members of the Service Group and/or external expertise to advise on proposed changes pertaining to Brain-CODE. 

[bookmark: _Toc36129730][bookmark: _Toc43462214]1.3.3.1 Membership

The Informatics Steering Committee will consist of OBI senior management staff.  In circumstances where outside expertise is required, the OBI President and Scientific Director may choose to appoint or invite someone external to the OBI for consultation.

[bookmark: _Toc36129731][bookmark: _Toc43462215]1.3.3.2 Reporting

The OBI President and Scientific Director will provide regular reports to the Board on the activity of the Informatics Steering Committee, identifying any matters that require Board approval.  The three other committees (Advisory Committee, Data Access Committee, and Information Security Committee) will provide regular updates to the Informatics Steering Committee.

[bookmark: _Toc36129732][bookmark: _Toc43462216]1.3.3.3 Working Groups

The Informatics Steering Committee may recommend the establishment of additional time-limited working groups to address specific areas of need and/or interest.  The Informatics Steering Committee may recommend individuals who are not part of Brain-CODE or OBI to serve on these working groups, provided that they will be contractually bound to maintain the confidentiality of any information divulged to them in the course of their work in the working group.

[bookmark: _Toc36129733][bookmark: _Toc43462217]1.3.3.4 Meetings

These meetings shall be held on a quarterly basis, at minimum.  Attendance by at least 50% per cent of members will constitute quorum. During meetings held by conference call, votes will be taken orally.  A Chair will be appointed to preside at all meetings. In the absence of the Chair, an OBI executive will be appointed as Acting Chair.

The Informatics Steering Committee will keep records of its decisions.

[bookmark: _Toc36129734][bookmark: _Toc43462218]1.3.4	Brain-CODE Advisory Committee

The OBI Brain-CODE Advisory Committee (“Advisory Committee”) is an arm’s length committee that advises on the direction and the progress of Brain-CODE. The Advisory Committee will:

•	Advise on the trends and developments in informatics and analytics, in particular on any initiatives or collaborations that may contribute to the goals of OBI and Brain-CODE;
· Advise on the progress of Brain-CODE with respect to analytical methods, capacity building, expert training, collaborations, data sharing and analysis, and data opportunities while ensuring that Brain-CODE remains aligned with the vision of OBI and with international best practices and developments; and
•	Receive reports on the work of the Informatics Steering Committee.

[bookmark: _Toc36129735][bookmark: _Toc43462219]1.3.4.1 Membership

The Advisory Committee will consist of at least six (6) members.  Members are appointed by the President and Scientific Director of OBI on the advice of the Informatics Steering Committee. Members are appointed for a two-year term with up to two (2) renewals. Additional term renewals can be negotiated upon agreement between OBI and the Advisory Committee member. The Chair will be appointed by the President and Scientific Director in collaboration with the Informatics Steering Committee

No member of the Advisory Committee shall be employed either by OBI or the Service Group.  

[bookmark: _Toc36129736][bookmark: _Toc43462220]1.3.4.2 Reporting

The Advisory Committee provides regular reports to the President and Scientific Director.  These reports will outline any recommendations on the direction and progress of Brain-CODE. 

[bookmark: _Toc36129737][bookmark: _Toc43462221]1.3.4.3 Meetings

The Advisory Committee will hold meetings at least twice per year.  At least one of these meetings will be in-person. Meetings that are not in-person will be held via teleconference or web/video.  Additional meetings may be requested by the President and Scientific Director.

Travel costs for Advisory Committee members will be reimbursed according to the OBI Travel and
Expense Reimbursement policy.

Attendance of fifty percent (50%) of members will constitute quorum.  The Chair, or in his or her absence, an Advisory Committee member assigned by the Chair, will preside at all meetings.  OBI will keep records of the Advisory Committee proceedings.

[bookmark: _Toc36129738][bookmark: _Toc43462222]1.3.5	Data Access Committee

The purpose of the Data Access Committee (“DAC”) is to review and assess Data Access Requests submitted by External Researchers and submit a recommendation to approve or reject the Request to the Brain-CODE Informatics Steering Committee. The DAC will consider the scientific merit of the Data Access Request and assess if that Data usage will impact health and/or advance the understanding of health conditions.

[bookmark: _Toc36129739][bookmark: _Toc43462223]1.3.5.1 Membership

[bookmark: _Hlk34223960]The DAC consists of representatives from the ID Programs, OBI, the Service Group, and will include members knowledgeable in privacy and ethics. A community advocate and/or patient experience representative may also be a member of the DAC.  There will be up to three representatives from each of the ID Programs and non-voting representatives from the Service Group and from the Brain-CODE Informatics Steering Committee.  

[bookmark: _Hlk34224257]The Chair will be named by the President and Scientific Director of OBI, in consultation with the ID Programs. The Chair will be an OBI Executive, who will appoint someone in his/her absence.  Members are appointed by the Informatics Steering Committee, in consultation with the ID Programs, for a two-year term with the possibility for up to two renewals.

[bookmark: _Hlk34224400]With the approval of the Informatics Steering Committee, the DAC may appoint delegates to facilitate the review of requests for Data. At a minimum, the DAC members and its appointed delegates must represent the ID Programs that are receiving funding from OBI.  


[bookmark: _Toc36129740][bookmark: _Toc43462224]1.3.5.2 Reporting

The DAC provides reports, as necessary, to the Informatics Steering Committee.   The DAC will review all Data Access Requests prior to release of Data. Their recommendation regarding approval or rejection of the request will be communicated to the Brain-CODE Steering Committee. 


[bookmark: _Toc36129741][bookmark: _Toc43462225]1.3.5.3 Meetings

[bookmark: _Hlk34224554]Data Access Requests will be reviewed by select number of DAC members assigned for delegated review. DAC members are expected to submit their review within five (5) business days of the receipt of the request.  Should the request be assessed to be of higher risk, OBI may consider implementing a review by the full DAC. The level of review will be proportional to the risk of the Data Access Request. 

The DAC will hold a minimum of one meeting annually. Quorum will consist of fifty percent plus one (50% +1) of regular appointed members. During meetings held by conference call, votes will be taken orally. OBI will keep regular records of the DAC’s proceedings.
[bookmark: _Toc36129742][bookmark: _Toc43462226]
1.3.6	Information Security Committee

The Information Security Committee is responsible for recommending an appropriate Information Security Framework for the Brain-CODE platform and to identify, implement and maintain privacy standards for all Data and infrastructure in Brain-CODE.

[bookmark: _Toc36129743][bookmark: _Toc43462227]1.3.6.1 Membership

The Information Security Committee includes members of the Informatics Team and the Service Group whose roles are relevant. At minimum, the Information Security Committee must include an Information Security Officer and a Privacy Officer. Members are appointed and serve under direction of the Informatics Steering Committee.  If subject matter expertise is required and does not exist within the Committee, the Security Committee may recommend individuals that are not part of Brain-CODE, OBI, or the Service Group to provide this expertise. Prior to divulging any confidential information, the individual will be contractually bound to maintain the confidentiality of all information revealed to them in the course of their consultation. 

[bookmark: _Toc36129744][bookmark: _Toc43462228]1.3.6.2 Reporting

The Information Security Committee reports to the Informatics Steering Committee. Reports from the Information Security Committee will provide guidance and recommendations to the Informatics Steering Committee on matters related to Brain-CODE security and privacy.


[bookmark: _Toc36129745][bookmark: _Toc43462229]1.3.6.3 Meetings

[bookmark: _Hlk35503720]Meetings of the Information Security Committee are held on a monthly basis. Urgent meetings may be called on an as-needed basis. OBI will keep records of the Security Committee proceedings. 

[bookmark: _1.4_Privacy_Policy][bookmark: _Toc36129746][bookmark: _Toc43462230]1.4	Privacy Policy

[bookmark: _Toc36129747][bookmark: _Toc43462231]1.4.1	Introduction

OBI is committed to protecting the privacy and confidentiality of individuals and security of Data it holds.  OBI has adopted a Privacy by Design approach by creating and implementing protective measures. This Policy is specific to Brain-CODE and is based on the 10 Canadian Standards Association (CSA) Privacy Principles[footnoteRef:4]. [4:  The 10 CSA Privacy Principles may be found at:  http://www.csagroup.org/ca/en/legal/privacy/csa-group-privacy- statement
] 


The Privacy Principles are: 
· Accountability
· Identifying Purposes
· Consent
· Limiting Collection
· Limiting Use, Disclosure, and Retention
· Accuracy
· Safeguards
· Openness
· Individual Access
· Challenging Compliance


[bookmark: _Toc36129749][bookmark: _Toc43462232]1.4.2	Accountability

Ultimate accountability for OBI's compliance with this Policy rests with the President and Scientific Director of OBI, although other individuals within OBI and affiliated with the Service Group are responsible for the day- to-day activities that support the protection of individual privacy and the confidentiality and security of the Data. 

[bookmark: _Toc43462233]1.4.2.1 Privacy Governance

 The Informatics Governance Lead will act as the Privacy Officer for OBI and all Privacy-related questions can be directed to governance@braincode.ca. 



[bookmark: _Toc43462234]1.4.2.2 Policies and Procedures

OBI has implemented policies and procedures/processes to give effect to the Privacy Policy, provided in Appendix K. 


OBI will work with Brain-CODE Users and their respective Participating and/or External Institution(s) so that Study Participants are given appropriate notice of the loss or theft of, or inappropriate access to Data. This notification will occur as soon as reasonably possible (see: Privacy Breach Protocol). The Health Information Custodians and other Participating Institutions from whom such Data are collected are responsible for contacting participants and reporting to the Information Privacy Commissioner and other relevant regulatory bodies, as applicable.  Breaches of this policy and related privacy procedures may be subject to disciplinary action up to and including termination of employment or affiliation with OBI.



[bookmark: _Toc36129750][bookmark: _Toc43462235]1.4.3	Identifying Purposes

At or before the time Data are collected, OBI will work with researchers to ensure that the language of the Study Participant informed consent forms clearly and comprehensively set out the purposes for which Data are collected, used and disclosed.  OBI may be required to disclose Data as required by law. 


[bookmark: _1.4.5_Consent_for][bookmark: _1.4.4_Consent_for][bookmark: _Toc36129751][bookmark: _Toc43462236]1.4.4	Consent for Collection, Use and Disclosure

The knowledge and consent of the individual Study Participant or their Substitute Decision Maker are required for the collection, use, or disclosure of Data, except where required by law.
Brain-CODE Data are collected with consent, unless the REB has specifically authorized collection without consent under PHIPA and/or TCPS 2, in accordance with high standards for the conduct of research in Canada and internationally. 

OBI will support Participating Institutions to ensure that the Study Participants or their SDMs are advised of the purposes for which their Data are being collected, used and disclosed. To make the consent meaningful, the purposes must be stated in such a manner that the Study Participant can reasonably understand how their Data will be used or disclosed. However, it is understood that not all uses of the Data can be predicted at the time of consent. Any new uses of the Data that were not included in the original consent must align with the core principles of privacy and confidentiality outlined in the Brain-CODE Informatics Governance Policy and with Applicable Law and Guidelines and will adhere to applicable oversight bodies’ approvals. 



[bookmark: _Hlk33606601]A Study Participant or their SDM may request the withdrawal of their consent to have their data collected, used or disclosed on Brain-CODE.  In addition, upon obtaining capacity to consent, a Study Participant may request withdrawal of their consent to have their Data collected, used and disclosed on Brain-CODE, notwithstanding that their SDM appropriately consented to their participation at the time of Data collection. Withdrawal of the consent will not have a retroactive effect, meaning once Data are used for analysis and scientific publication, shared in Zone 1 with external collaborators, or de-identified and shared in Zone 3, it is considered to have been used for research purposes, and consent for past use cannot be withdrawn. 
Specific processes, contact methods, and contact names for withdrawal procedures will be described in the Study Participant consent materials. In brief, the Study Participant will contact the Participating Institution where they participated in the research study, also known as a Participating Institution. The Participating Institution will notify OBI of a withdrawal request related to Data and provide the unique Study Participant identifier. OBI will then initiate the processes to label, segregate, and/or securely destroy the Data so that they are not subsequently used or linked from that point onwards. The Participating Institution will communicate with the Study Participant any concerns related to the Data Withdrawal Request. 

[bookmark: _Toc36129752][bookmark: _Toc43462237]1.4.5	Limiting Collection


[bookmark: _Hlk41463553][bookmark: _Hlk41463446]OBI does not permit indiscriminate Data collection. OBI accepts Data with direct identifiers, aligned with the requirements of the research study, and applicable REB approval and Study Participant consent. 

[bookmark: _Toc36129753][bookmark: _Toc43462238]1.4.6	Limiting Use, Disclosure and Retention
[bookmark: _Toc43462239]OBI distinguishes how different types of data in Brain-CODE must be handled with respect to privacy and security. 

1.4.6.1 Limiting Use

Data that contains one or more Direct Identifiers, such as that held in Zone 1, is securely held within Brain-CODE and only permitted to be accessed by approved Data Producers and External collaborators. 
The following examples of limitation on Zone 1 and 2 Data Use are: 
· A limited number of individuals involved in developing and maintaining Brain-CODE have access to Data in Brain- CODE, based on role;
· Only researchers approved by a qualified member of the ID Program or Study, and OBI, can access Zone 1 Data. The uses of this Data are limited to REB approved studies and to conduct REB approved analysis;
· External collaborators may use Zone 1 Data under the direction of the ID Program with a signed Zone 1 Data Use Agreement and appropriate REB approval or exemption; 
· Zone 2 De-identified Metadata is made available to Data Users in dashboards;
· The results of any Data Usage will not be used for a purpose that is reasonably contemplated to be detrimental to the individual or community.
[bookmark: _Toc43462240]1.4.6.2. Limiting Disclosure

Data stored in Zone 1 will be made available to those researchers involved in the study, as listed in the Study Description Schedule and their External Collaborators as described in Section 1.6.19. Direct Identifiers will be removed prior to being made available into Zone 3. Direct Identifiers will not be disclosed except as permitted by Study Participants, their SDM, or required by law. Some Data that comes into Brain-CODE cannot be fully de-identified by having all Direct Identifiers removed. These situations will be given special consideration to ensure privacy is protected prior to any data sharing, either in Zone 1 or Zone 3. Some Data will be considered too sensitive to share in Zone 3. 

Requests for disclosure of Data in Zone 3 will be reviewed to ensure that all disclosure is consistent with this Privacy Policy, and OBI’s objectives.  All Brain-CODE oversight Committees are bound by the Terms of Reference to ensure that its members are appropriately qualified, and processes are in place to meet the Committee’s mandate.  

The limitations on Data Use are as follows: 
· Data can only be used to conduct the OBI approved analysis, with REB approval or exemption letters provided to OBI prior to access; and
· Data is only made available to individuals who have been approved and have signed appropriate contractual agreements; and
· Data Access Requests that are for a Dataset from less than 5 participants will not be disclosed in Zone 3. 

Policies and Processes for limitations on disclosure can be found in Appendix K. 

[bookmark: _Toc43462241]1.4.6.3. Limiting Retention

The law requires that PHI be retained only for as long as necessary for the fulfillment of the purposes of the Study, and OBI applies the same standard to the Data held in Brain-CODE. However, the nature of the OBI mission may require that such Data are retained indefinitely to support longitudinal research. The Data retained indefinitely will be held as De-identified Data as defined by OBI, to ensure privacy of research participants. 



[bookmark: _Toc36129754][bookmark: _Toc43462242]1.4.7	Ensuring Accuracy

The responsibility for ensuring that Data held in Brain-CODE are accurate, complete and up-to-date falls to the Participating Institutions and Data Producers contributing Data. 

[bookmark: _Toc36129755][bookmark: _Toc43462243]1.4.8	Safeguards

Security safeguards appropriate to the sensitivity of the Data will be adopted. Descriptions of the nature and sensitivity of the Data stored within each Zone of Brain-CODE are outlined here and in the Section
1.6 Data Sharing Policy.  The processes in place to protect OBI information assets are more specifically described in the Brain-CODE Security Policy.
As an Electronic Service Provider, OBI shall take steps that are reasonable in the circumstances to ensure that personal health information in the HIC’s custody or control is protected against theft, loss and unauthorized use or disclosure and to ensure that the records containing the information are protected against unauthorized copying, modification or disposal. 
Examples of safeguards employed by OBI are as follows: 
Technical Safeguards
· Data can only be accessed once permissions are granted to that Data User by OBI and the Service Group as approved by the ID Program staff, and upon Data User’s agreement to Brain-CODE’s Terms of Use
· Sharing of De-identified Data within a secure, controlled Brain-CODE virtual workspace environment in which all Data remain on Brain-CODE servers at all times;
· All Data on Brain-CODE servers are held behind secure firewalls and all remote access is performed over a VPN tunnel or other secure method;
· Health card numbers are encrypted before transfer into Brain-CODE and will remain encrypted at all times. Direct Identifiers are removed from Data before being made available to External Researchers in Zone 3. The encryption key is held by a secure third party. 
 
Administrative/Organizational Safeguards
· All OBI staff, Service Group staff and Third Party vendor staff are required to complete Privacy and security training prior to accessing Data within Brain-CODE
· All OBI staff, as a condition of employment, are required to sign confidentiality agreements which are renewed annually
· External Collaborators must be granted permission to access Zone 1 Data by the ID Program Manager or other approved staff
· Prior to Zone 3 Controlled Data Access, all Brain-CODE Users must (at minimum) sign a Platform Terms of Use agreement and a Zone 3 Data Use Agreement. If Data is to be downloaded to an External Institution, a Data Transfer Agreement must be executed between OBI and the External Institution as outlined in Section 1.6 the Data Sharing Policy. 

Physical Safeguards
· The Brain-CODE Data server is protected by entry controls where access is limited to authorized personnel only.
· All visitors to the server are required to sign-in and sign-out and remain escorted at all times.
· All entrances are monitored by Closed Circuit Television (CCTV) at all times.


OBI employees and the Service Group will be kept aware of the importance of maintaining the confidentiality of Data and will kept abreast of any updates to the privacy and security best practices. Each Participating Institution and Data Producer is responsible for ensuring that all personnel and members of research teams have undergone privacy and security training.

For more information about the policies and procedures related to Brain-CODE Safeguards, please see Appendix K. 

[bookmark: _1.4.8.1_Training][bookmark: _Toc36129756][bookmark: _Toc43462244]1.4.8.1 Training

OBI will work with Data Producers to ensure they have received training applicable to the Data, systems and procedures that support their research needs.  Data Producers are also responsible for ensuring that their staff comply with training completion.  In addition to the security and privacy training provided to Data Producers, privacy and security-related policies, practices and procedures will be made available in print or electronic format. 


Additional details regarding privacy training can be found in Section 1.4.8.1 Training. 

[bookmark: _Toc43462245]1.4.8.2 Third Party Assessments

OBI will engage with external groups to conduct third-party assessments of OBI Privacy and Security Policies, practices and guidance. External assessments will occur approximately every 3-5 years, or as deemed appropriate by the Informatics Steering Committee. 


[bookmark: _Toc36129757][bookmark: _Toc43462246]1.4.8.3 Expectations of Data Users

Recipients of research Data must abide by any requirements set out by OBI with respect to the secure storage and transfer of the Data. Agreements are in place to identify responsibility for the Data and specify conditions with which Data Users must comply regarding linking, further use, and secure disposal of the Data.


[bookmark: _Toc36129758][bookmark: _Toc43462247] 1.4.9	Openness

OBI makes readily available specific information about its policies and practices relating to Data it uses and discloses.  OBI only aims to amend the Brain-CODE governance policies on an as-needed basis to improve its processes and better support the research community but welcomes any feedback regarding its Governance Policies. These can be emailed to governance@braincode.ca. 
Alternatively, for any inquiries regarding this policy or OBI’s privacy practices the President and Scientific Director can be contacted at (647) 847-9000 or by mail to:
Attn: President and Scientific Director, 
1 Richmond Street West, Suite 400
Toronto, Ontario
M5H 3W4

Transparency regarding Brain-CODE will be provided on the OBI website, Brain-CODE website, and in other public-facing communications materials as appropriate. The Governance Policies are available to the public on the OBI website, https://www.braincode.ca/content/governance. 

[bookmark: _Toc36129759][bookmark: _Toc43462248]1.4.10 Individual Access
[bookmark: _Hlk35360060]
Individual Study Participants have the right to request access to their Data and, as applicable, that their Data be withdrawn from Brain-CODE. As described in Section 1.4.4 Consent for Collection, Use and Disclosure this access and withdrawal process will be facilitated by directing the Study Participants or their Substitute Decision Maker to the Participating Institution where they participated in the research study, where the Data was originally collected. 

Should a participant contact a staff member at OBI, the request should be forwarded to:

Mail: 
Attn: Program Lead, Informatics Governance
1 Richmond Street West, Suite 400
Toronto, Ontario
M5H 3W4

Phone: (647) 847-9000

Email: governance@braincode.ca

An OBI staff member will respond to the request within ten (10) business days. 

[bookmark: _Toc36129760][bookmark: _Toc43462249]1.4.11 Challenging Compliance with OBI’s Privacy Policies and Practices

An individual may challenge OBI’s compliance with this Policy. OBI has procedures in place to receive and respond to inquiries or complaints about its policies and practices relating to the handling of Data. OBI will inform individuals who make inquiries or lodge complaints of relevant complaint procedures. OBI will investigate all inquiries and complaints, and if found to be justified, will take appropriate measures, including, if necessary, amending its policies and practices.

Inquiries and complaints will be directed to the President and Scientific Director and upon receipt, will be reviewed and a response provided within thirty (30) days.

If the inquirer or complainant is not satisfied with OBI’s response, a personal interview may be arranged to review the issue.  OBI may refer the inquirer or complainant to affiliated researchers and their associated Participating Site or Health Information Custodian if the inquiry or complaint relates exclusively to the processes and/or practices of the researcher/Custodian and does not relate to the practices of OBI.

Complaints may also be made to the Information and Privacy Commissioner/Ontario in writing: 2 Bloor
St. East, Suite 1400, Toronto, Ontario, M4W 1A8 (telephone: (416) 326-3333 or 1-800-387-0073).  

[bookmark: _Toc36129761][bookmark: _Toc43462250]1.5   Privacy Breach Protocol

[bookmark: _Toc36129762][bookmark: _Toc43462251]1.5.1    Introduction

OBI is committed to protecting the privacy of individuals who participate in research studies supported by OBI and of the participants whose Data is entered into Brain-CODE. This protocol imposes a mandatory requirement on all individuals to promptly notify OBI of an actual or suspected privacy breach. A privacy breach is considered a critical incident and will be investigated as such.

[bookmark: _Hlk41647538]A privacy breach occurs when Data are collected, retained, used or disclosed in ways that are not in accordance with PHIPA and its regulations. Privacy breaches can occur because of a technical problem, human error, inadequate policies and training, a misunderstanding of the law, or a deliberate act. Further, where Data are stolen, lost or subject to unauthorized access, copying, modification or disposal, OBI accepts the requirement under PHIPA for Health Information Custodians to notify affected individual(s).  OBI will work with the Health Information Custodian to notify the affected individuals within an appropriate timeframe. This duty may also apply to other Participating Institutions that are not Health Information Custodians.

It is recognized that security breaches are potentially part of, or can lead to, a privacy breach. A security breach occurs when, a person or entity, without authorization, gains access, either physically or electronically to OBI resources designated as secure, whether with malicious intent or not. Such resources may be either physical space or an electronicnetwork. Security breaches will be responded to in accordance with the Security Breach Policy until such time as it has been determined that a privacy breach has occurred, at which time this protocol will be followed.

[bookmark: _Hlk41647463]Examples of privacy breaches include:
1. Storing Data with direct identifiers in Brain-CODE without REB approval OR participant consent, whether inadvertently or intentionally, and that is not part of OBI's role as an ESP.  
2. Linkage of Data with databases external to Brain-CODE, that has not been approved by OBI.  
3. Inadvertently granting access to Data with Direct Identifiers to Data Users that were not eligible for access based on their role.


[bookmark: _Toc36129763][bookmark: _Toc43462252]1.5.2 Discovery of Breach

The individual who discovers the breach (the “discoverer”) is responsible to:

· Report the breach by contacting OBI at governance@braincode.ca. The following information should be included: 
· Discoverer’s name and contact information
· Time and date of the breach itself (if available)
· The origin of the breach
· The discovery and immediate resolution steps (if applicable)
· Background information about the data that has/potentially been breached (please do not send PHI via email to OBI) 
· Any information that has been retained by someone who did not have authorization to access it
· Start the process of containment in order to avoid any further breaches, if able. 

If the discoverer is an OBI or Service Group employee:
· Notify his/her immediate supervisor and the OBI Manager of Informatics and Analytics or designate immediately, by email or in writing.
· Once the appropriate individuals are notified, the “discoverer” is relieved of the responsibility of communication and containment, but OBI may request consultation and further information during the documentation, investigation, and action phases.  

These reporting requirements are in addition to, and do not replace, any obligations by the discoverer to report the breach to the organization with which they are affiliated (e.g., their Participating Institution).




[bookmark: _Toc36129764][bookmark: _Toc43462253]1.5.3    Containment

In responding to a privacy breach, OBI will ensure that reasonable steps are taken to protect against further theft, loss or unauthorized use or disclosure as well as copying, modification, or disposal. 

The containment process comprises the following steps, as applicable:

•	Determine what, if any, information has been disclosed;
•	Take reasonable steps to protect against further breaches occurring through the same means;
•	Notify the Service Group to review and support the containment;
•	Determine whether the privacy breach would allow unauthorized access to any other Data and take whatever steps are appropriate (e.g., change passwords, identification numbers, and/or temporarily shut down a system or server);
•	Retrieve as much of the breached information as possible;
•	Confirm no copies of the breached information were made or retained by any individual who was not authorized to retrieve or receive it;
•	Written confirmation of the date, time, and/or method of secure disposal (if applicable, by the Service Group);
•	Ensure appropriate documentation is completed – Appendix A Breach Report and Investigation Form.



Individuals affected by the breach are to be notified in accordance with subsection 12(2) of PHIPA, or any other statute or legal agreement with OBI. The breach should therefore be assessed as quickly and as accurately as possible. OBI will notify the affected Health Information Custodian and/or other impacted organizations, so that they may fulfill their duty to provide notice to affected individuals.


[bookmark: _Toc36129765][bookmark: _Toc43462254]1.5.4    Communication

The OBI Manager of Informatics and Analytics (or designate) then:
· Brings the breach issue to the attention of the OBI Vice-President, Integrated Discovery & Informatics, the Senior Vice-President and Chief Operating Officer, and the President & Scientific Director; 
· Initiates further investigation, documentation, and containment strategies;
· Brings the breach to the attention of the Information Security Committee, if applicable; 
· Determines if additional resources are required to support the response by OBI, which may include Service Group staff, the Security Officer, external counsel and other necessary parties. 

[bookmark: _1.6__][bookmark: _Toc36129766][bookmark: _Toc43462255]1.6   Data Sharing Policy

[bookmark: _Toc36129767][bookmark: _Toc43462256]1.6.1	Introduction

OBI is committed to the advancement of neuroscience and will support researchers to maximize the impact of their work. OBI’s funding from the Ontario Government is contingent upon system innovation; enhancing collaborations; and building a data sharing model. 

Consistent with its international counterparts, OBI recognizes the importance of sharing publicly funded research Data to catalyze scientific discovery. OBI requires all funded ID Programs to contribute Data to Brain-CODE to promote Data sharing and collaboration.

This Data Sharing Policy has been developed to ensure that the needs of the researchers to maximize productivity are supported while the objective of achieving system change through sharing Data is encouraged and grows.

Brain-CODE is an informatics platform that facilitates the use, collection, retention, disposal and sharing of research data to enhance understanding of brain health. Brain-CODE holds sensitive information and protection of the privacy of the Study Participants who have consented to have their data uploaded into Brain-CODE is of paramount importance. Taking a Privacy by Design approach[footnoteRef:5] OBI is committed to ensuring that Data Governance for Data held within Brain-CODE is aligned with global standards, is based in meaningful participant consent, and allows for robust data sharing.  [5:  Cavoukian, A. (2011). Privacy by design: The 7 foundational principles. Toronto, ON: Information and Privacy Commissioner of Ontario.] 


[bookmark: _Toc36129768][bookmark: _Toc43462257]1.6.2	Data Sharing Principles

Brain-CODE has been established to ensure that Data Producers have the maximum opportunity to use the Data. To ensure maximum value from the Data world-wide, it is the goal of OBI to ensure that Data are shared to maximize benefits in Ontario first and then across Canada and internationally.

OBI will uphold the following Data Sharing Principles, and will align all decisions regarding data sharing with these Principles: 

· Maintain Confidentiality & Security of all Brain-CODE Data, including Data on Brain-CODE Users
· Foster an Open & Collaborative ecosystem
· Ensure that Data are Interdisciplinary & Integrated
· Uphold a Patient-Centered model 
· Encourage Data Harmonization and Standardization
· Support Discovery for Health Impact

[bookmark: _Toc36129769][bookmark: _Toc43462258]1.6.3	Data Types

Data will be held by OBI in two forms, as defined above in Section 1.1.1 Definitions.

1.   Raw Data
2.   De-identified Data

Brain-CODE is an electronic database.  Any biological samples arising from research activities bringing Data into Brain-CODE will be stored according to Participating Institutions’ policies and any other applicable policies (e.g., ID Program policies).   Participating Institutions and Data Producers are responsible for managing and keeping an up-to-date catalogue of the samples. 

Data from non-human subjects can also be uploaded to Brain-CODE for storage and analysis. This Data is also subject to a period of Exclusivity, where the Data Producer has exclusive use of the Data. Once Exclusivity is over, this Data will be made available through the Public Access Mechanism. 

[bookmark: _1.6.4__Data][bookmark: _Toc36129770][bookmark: _Toc43462259]1.6.4 	Data De-identification

[bookmark: _Hlk36133535]The following shall be considered direct identifiers for the purposes of OBI: All Names, telephone numbers, facsimile numbers, home addresses, electronic mail addresses, health insurance numbers, social insurance numbers, medical record numbers, account numbers such as certificate and license numbers, vehicle identifiers and serial numbers, including license plate numbers, unique device identifiers, web universal resource locators (URLs), internet protocol (IP) address numbers, biometric identifiers including fingerprints, voiceprints, retinal scans, or dental x-rays, full face photographic images,  and any comparable images, and full birth date and full date of death. These elements must be removed from the Data for Data to be considered De-identified for the purposes of OBI

[bookmark: _Toc36129771][bookmark: _Toc43462260]1.6.5	Compliance

OBI will accept Data from Participating Institutions.  The expressed written informed consent of Study Participants is required to transfer Data into Brain-CODE. This practice will remain in place, unless a REB has approved a modified consent process (e.g., consent obtained through electronic means). OBI will work with respective REBs to determine data sharing mechanisms on Brain-CODE in situations where participant consent cannot be or was not obtained. It is expected that Data Producers will utilize the Brain-CODE Standard Consent Language in their consent forms. Appendix C – Brain-CODE Standard Consent Language.

To fulfill the mission of OBI in relation to the integrated approach to brain disorders and in accordance
with its Research Activity Agreements. In the case of OBI-Funded Studies, OBI further requires that any Participating Institution that is receiving funding through the ID Program must submit Data to Brain-CODE, in alignment with the REB approval. Participating Institutions are required to prepare and maintain accurate and complete records of the work performed in connection with the submission of Data to Brain-CODE. Said records are to be in accordance with research best practices and Applicable Law and Guidelines and/or pursuant to the requirements imposed by the applicable REB.

Upon receiving REB approval and prior to Data upload, the Data Producer will provide the following to OBI: REB approval letters, REB-approved consent form(s) and assent form(s), and REB-approved study protocol and any additional supporting materials.  Once the Data has been processed, cleaned, and/or verified, the Data Producer will provide OBI and the Service Group with quality control measures that have been conducted. This may include Standard Operating Procedures for Data collection and Data cleaning, as well as Data manipulations. For all contextual information (e.g., psychological measures), copyright law must be respected. 

Some of this contextual information will be provided to External Researchers with their Zone 3 De-identified Data to help minimize the likelihood of misuse, misinterpretation and/or confusion.   External Researchers may request additional contextual information and OBI, in collaboration with the Steering Committee, will determine whether a request for additional contextual information is reasonable and who must provide the information.

External Researchers requesting Data in Zone 3 will provide OBI with written documentation of the proposed use of the Data in the form of an REB approval package which includes the full REB submission package and REB approval letter from their local Institutional REB. Should the REB determine that ethics review is not required, an exemption letter from the REB will be required. If the External Researcher is from an Institution that does not have a local REB, OBI will work with the External Researcher to identify a mutually acceptable REB for review. All documents not in English or French will require a certified translation copy. 

[bookmark: _Toc36129772][bookmark: _Toc43462261]1.6.6	Data Held in Databases External to Brain-CODE

Data in Brain-CODE may be linked with Data from external databases to augment and complement the Data in Brain-CODE for enriched analysis and enhanced Data outcomes. This process of linking data or transferring data will be done securely and may require the transfer of Data outside of Brain-CODE to other databases including Prescribed Entities, such as the Institute for Clinical Evaluative Sciences, as reasonably necessary to facilitate the Linkage. All linkages will occur in alignment with the REB approved Consent form(s). 

[bookmark: _Toc36129773][bookmark: _Toc43462262]1.6.7	Access by Study Participant

Study Participants will be able to request access to their own Data through Participating Institutions that are the Health Information Custodians, conditional upon the local Participating Institutions’ policies, rules and regulations. OBI’s policies governing such access are further described in Section 1.4. the Privacy Policy. This access will be at the discretion of the Participating Institution. 

[bookmark: _Toc36129774][bookmark: _Toc43462263]1.6.8	Data Ownership

The ownership of Data generated through OBI-funded initiatives will remain with the Participating Institutions and are subject to Institutional Policies. Neither OBI, its agents nor subcontractors will claim right, title, nor ownership to these Data in Brain-CODE.  All rights to these Data will be retained by the Participating Institution, as set out in the Participation Agreement. The ownership of any unique product, aggregation or analysis resulting from these Data will rest with the Data User, as discussed in Section 1.6.11 Intellectual Property.

[bookmark: _Toc36129775][bookmark: _Toc43462264]1.6.9   Data Exclusivity

Researchers are encouraged to use Brain-CODE as their primary Data management tool. 


Accessibility to Data is managed by the parameters outlined below:

1.   	OBI will work with Data Producers to initiate and develop an Exclusivity plan for Data held on Brain-CODE. This will be initiated at a mutually agreed timepoint where Data Producers have completed curation of the Data.
2.   	There will commence a one-year period of exclusive use of the Data by the Data Producers to analyze and prepare for publication. OBI recognizes that certain circumstances may preclude the researchers from achieving the goals that are set out in their Exclusivity plan during the one-year Exclusivity period. In such cases, the Exclusivity period may be extended upon discussion with OBI. If the Data Producer chooses to and formally agrees, the Data may be made available prior to the completion of the one-year period of exclusive use.
3. 	After the designated Exclusivity period, the Data will be made available via either a Public or Controlled Access Mechanism as outlined in Section 1.6.14 Data Access Requests.
 
Metadata will not have a period of exclusivity and may become available to Data Users without a data access request.  Examples of Metadata contributed to Brain-CODE are:
· Study name
· Number of participants
· Data Type


[bookmark: _Toc36129776][bookmark: _Toc43462265]1.6.10 Standardized Data Collection

Efficient comparison of data requires data to be in the same format. To properly analyze the vast array of clinical, neuroimaging, and molecular Data stored in Brain-CODE, OBI has adopted the following standardization methods:

· Common Data Elements (CDEs) are intended to provide a general characterization of commonly assessed variables across each of the ID programs and allows for consistency in data collection across studies which increases opportunities for sharing and cross-study analysis. The complete list is available at https://www.braincode.ca/content/about-brain-code 

· A Standardized Clinical Framework protocol may be implemented by the ID Programs, which includes a standard set of assessments in addition to Brain-CODE CDEs that will be implemented across clinical sites for the ID Program. This standardization of data collection will allow for increased data analysis opportunities.

[bookmark: _1.6.11__][bookmark: _Toc36129777][bookmark: _Toc43462266]1.6.11   Intellectual Property

Exclusivity periods allow Data Producers to apply for protection of their intellectual property in compliance with their own institutional policies/requirements.  Any intellectual property resulting from the Work Product will belong to the Data User that created/developed the Work Product, not the Data Producer.  However, OBI wishes to encourage collaboration, in which case, the intellectual property rights will be agreed upon by the respective parties in accordance with their respective institutional policies.

1.   	Ownership of Data in Zone 1 will remain with the Participating Institutions. The result of an analysis of Data by a Data User is considered a Work Product that will generally be owned by that individual and his/her organization, if any. Ownership of the Work Product will be maintained in accordance with applicable institutional intellectual property policies, and any applicable intellectual property terms set out in the Participation Agreement.
2.   	Notwithstanding any other term of the Participation Agreement signed by each Participating Institution, the Study Description Schedule, or any other document setting out the rights of the parties with respect to the Data, the Participating Institution hereby:
a. irrevocably grants OBI a non-exclusive worldwide license to use De-identified Data in order to disclose such De-identified Data to External Researchers;
b. irrevocably grants such External Researchers the right to use such De-identified Data for the Purposes and;
c. agrees that such External Researchers may use the requested data without any further consents required of the Data Producer nor the Participating Institution, as per the approved data request and applicable contractual agreements.
[bookmark: _Toc36129778][bookmark: _Toc43462267]1.6.12   Data Indexing

Each Study Participant will have a unique identifier to allow for Federation of Data providing a means to index participants. This unique identifier will not contain any information that would increase the risk of re-identification of the Study Participant. 

[bookmark: _Toc36129779][bookmark: _Toc43462268]1.6.13   External Researchers as Data Users and Linkage Partnerships

OBI will authorize the disclosure of Data in Zone 3 to approved External Researchers in accordance with the requirements set out below.

1.   	To request access to Controlled Data in Brain-CODE, External Researchers must possess an affiliation with an accredited academic institution, think tank, company or other recognized research organization. External Researchers can be local, national or international members of the general scientific or health care community;

2.   	To request access to Controlled Data in Brain-CODE, External Researchers are to complete a Data Access Request and provide a plan for the use of those Data, approval from a Research Ethics Board, where appropriate, and a fully executed Data Use Agreement and Data Transfer Agreement, if applicable.  External Researchers are required to provide annual status reports to OBI. These reports will describe any type of report or publication that results from work with Data, analytics tools, or other Work Product related to the use of the Data. 

3.   	Data Access Requests will adhere to the steps set out in Section 1.6.14 Data Access Requests.

Linkage partnerships may also be established between OBI and other Data Providers for the purposes of Data Linkage. To achieve these purposes OBI will authorize such Linkages in accordance with the requirements set out below:

1.   	OBI approved Linkage partnerships will link datasets in a manner that abides by the respective parties’ Data Governance Policies while protecting the Data held in Brain-CODE.

2.		A Data Sharing Agreement will be signed between all parties, as required.

3.   	Linkages will be performed by members of OBI, Service Group, and the Linkage partner(s).

[bookmark: _1.6.14__][bookmark: _Toc36129780][bookmark: _Toc43462269][bookmark: _Hlk45269791]1.6.14   Data Access Requests

To request Data from Brain-CODE, you must register for a Brain-CODE account on the website braincode.ca. There are two types of data access mechanisms: Public Access and Controlled Access. 

Public Access Mechanism: (For non-human and non-health Data)
1. Upon submission of the Public Data Access Request, the External Researcher will receive an email with instructions on how to download the Data.  

Controlled Access Mechanism:
1. Upon submission of the Controlled Data Access Request (DAR), OBI will review the submission to ensure completeness, that REB approval or exemption has been granted, and verify the identity of the requestor. This review will ensure alignment with the Brain-CODE Informatics Governance Policy as a whole and any Applicable Laws and Guidelines. OBI may request any further information required for their review.  The DAR may be subject to internal review mechanism as required. 
2. OBI will assess the risk of releasing the data and determine what data protection mechanisms are required (e.g., Brain-CODE workspace). Data will be released on the condition that the External Researcher signs a Terms of Use Agreement and Data Use Agreement with applicable confidentiality requirements and provisions that prohibit any attempts to re- identify Study Participants using the Data and not to distribute or share any Data they are permitted to access. To the extent possible, Data will remain within the Brain-CODE environment where any analysis or other related manipulations would take place. Should it be required that Data be downloaded to the requestor’s local computational infrastructure, this can be negotiated with OBI. Local download of Data will require a Data Transfer Agreement with the External Institution.
3. The request will then be reviewed by the Data Access Committee (DAC), who represent the Health Information Custodians. 
4. The request will then be reviewed by the Informatics Steering Committee to ensure adherence to OBI’s Principles. The Informatics Steering Committee will approve or deny the Controlled Data Access Requests based on input from the DAC. 

Appeal of decision: 
1. In the event that the Data Access request is denied, the External Researcher has the option to appeal that decision by emailing the request for the appeal to governance@braincode.ca within fifteen (15) business days of receipt of the decision.  

[bookmark: _Toc36129781][bookmark: _Toc43462270]1.6.15   Data Acknowledgement

All publications, presentations, or disclosures of analyses based in part or in whole on Data in Brain- CODE must acknowledge the ID Program/Data Producer name which have contributed to these Data, the OBI, the Brain-CODE platform, and the Government of Ontario.  The following language must be used:

“We would like to acknowledge the individuals and organizations that have made Data [and analysis] used for this research available including [ID program name/Data producer name], the Ontario Brain Institute, the Brain-CODE platform, the Government of Ontario, as well as [independent collaborator names].” In addition, Data Users must reference primary paper(s) of the Data Producer(s), if any, that describe the study design, the study data, or any initial analysis of the data where appropriate. OBI also encourages that Data Users provide a web link in their publication(s), where appropriate, to the list of investigator names among the Data Producer(s) that are responsible for the primary collection of the data.


[bookmark: _Toc36129782][bookmark: _Toc43462271]1.6.16   Return of Results

OBI encourages Data Users to make analysis results and processing methods available to other Brain- CODE users through the Brain-CODE platform, subject to appropriate contracts or agreements and ethics approval in place. Some results generated via the use of Brain-CODE may be returned to Brain-CODE to expand the general knowledge base.  OBI encourages the Data Producer to make such inventive contributions.

[bookmark: _Toc36129783][bookmark: _Toc43462272]1.6.17   Brain-CODE Users Personal Information

When signing up for a Brain-CODE Account, Brain-CODE Users share professional information with OBI including email address. This information will be stored securely behind firewalls and will only be used to communicate with you regarding the Brain-CODE Account. This information will not be used for any other purposes. This information will be stored for twelve (12) months after the Brain-CODE Account is deleted or becomes inactive. 

External Researchers, when requesting Data via a Data Access Request, will submit information required for identity verification. This may include but is not limited to name, employer, Curriculum Vitae (CV), and email address. This information will be stored securely behind firewalls and will only be used for the purpose of verifying your identity in relation to the request for data access. This personal information will not be used for any other purpose.  This information will be stored for five (5) years after the Data Access Request is approved. 

[bookmark: _Toc36129784][bookmark: _Toc43462273]1.6.18   Privacy Breaches

OBI employees, Participating Institutions, Service Providers and their employees and subcontractors, Third Party Vendors, and Data Users are responsible for immediately providing notice to OBI upon discovery of an unauthorized transfer, use, or disclosure of Data. In the event of a privacy breach, OBI will comply with Applicable Law and Guidelines in reporting details of breaches.   OBI will assess the severity of the violation and respond appropriately, which may include contacting journals, funding bodies, and institutions. OBI reserves the right to restrict future access to Brain-CODE. 

[bookmark: _1.6.19__Zone][bookmark: _Toc36129785][bookmark: _Toc43462274]1.6.19 	Zone 1 Data Use Agreements

Zone 1 Data Use Agreements are contracts signed between all required parties that will allow for the analysis of Data held within Zone 1 for the purposes of the original study design and analysis. The External Collaborator will only access Data that has been granted REB approval or been granted an REB exemption. This REB approval or exemption must be provided to OBI prior to data access. If the Data is to be downloaded locally to the External Collaborator’s Institution, then Institutional sign-off will be required. 
[bookmark: _Toc36129786][bookmark: _Toc43462275][bookmark: _Hlk45269893]1.6.20 	Sharing Data with Publications

No researcher shall include PHI in any publication or presentation. OBI recognizes that it is sometimes necessary to share Data with Publications. While it is preferred that only aggregate level Data is shared, if row level Data is required, it is OBI’s policy that Data not be reported for groups or subtypes with five (5) or fewer participants. 
[bookmark: _Hlk36198224]OBI recognizes that journals may require that Data be deposited into another repository. Only derived data and/or finalized results without any linkage to participants may be deposited into these repositories. If the journal mandates that other Data from the study to be made available, please consult with governance@braincode.ca to determine an appropriate solution. 
[bookmark: _Toc36129787][bookmark: _Toc43462276][bookmark: _Hlk45269946]1.6.21	 Data Archiving

Data in Brain-CODE will be archived once analyses are completed by the Data Producers as identified in the Exclusivity Plan. Data Archiving will occur by having access to identifiable information removed. The Data will continue to be made available to the Data Producers for additional analysis with additional REB approval for the new analyses. 
[bookmark: _Toc36129788][bookmark: _Toc43462277][bookmark: _Hlk45269978]1.6.22 Data Destruction

If at any time OBI or Brain-CODE ceases to exist, all Data held within Brain-CODE will first be transferred to another institution with which OBI has entered into an agreement for the transfer.  In the event that such an arrangement has not been made, the Data held within Zones 1 of Brain-CODE will be transferred back to each Participating Institution that first provided the Data.  If any of the Participating Institutions cannot receive the Data in Zone 1, at law or otherwise, that component of the Data will be destroyed using secure destruction protocols.  Destruction or secondary transfer of these Data may proceed at the discretion of the Participating Institution’s REB. 
[bookmark: _Appendix_A_-][bookmark: _Toc43462278]






















Appendix A - Breach Report and Investigation Form 

	
Form Completed by:
	
Date:

	Brief Summary of What Was Discovered

	

	Date and Time of Discovery
	

	Name of Agent/Individual Who Discovered the Breach

	

	Job Title
	OBI Role
	Name of Supervisor or
Principal Investigator

	
	
	

	Project Title (If Applicable)

	

	Detailed Sequence of Events (Include information on when the breach is believed to have occurred, and the type of Data that were breached. Use an additional page if necessary)

	

	Type of Privacy Breach
	Raw Data (potentially identifiable)
	Processed Data

	Further Details:



[bookmark: _Toc43462279]APPENDIX B – Communication Log

	Internal Communications

	Role
	Notified by
	Date
	Time

	Immediate supervisor
	
	
	

	Manager, Informatics & Analytics
	
	
	

	Vice President, Research & Informatics
	
	
	

	Senior Vice President
	
	
	

	President & Scientific Director
	
	
	

	Privacy Officer
	
	
	

	Security Officer (as applicable)
	
	
	

	Legal Counsel
	
	
	

	Service Group
	
	
	

	Others (list below)
	
	
	

	
	
	
	

	
	
	
	

	External Communications (as applicable)

	Health Information
Custodian(s)
	
	
	

	Information and Privacy
Commissioner of Ontario
	
	
	

	Steering Committee
	
	
	

	Funding Agencies
	
	
	

	Others (list below)
	
	
	

	
	
	
	



[bookmark: _Appendix_C_–][bookmark: _Toc43462280]Appendix C – Brain-CODE Standard Consent Language 

Which data will be collected and why?
These data are being collected as part of an Ontario collaborative study on [ID Program], and will be used in conjunction with data collected from persons with the same and different conditions. This will allow researchers to study the causes of the disorder, improve diagnoses, and develop treatments and interventions. In addition to the data that will be collected from [study intervention], we will also be collecting your health card number and other demographic information like [insert details]. Your encrypted health card number or [other data we collect in this study] may be used to link with data stored in independent databases, such as OHIP, or other databases in a secure environment.
By providing consent to this study, you are agreeing that the data collected during this study will be stored electronically in a database developed and maintained by the Ontario Brain Institute (OBI). This database is known as Brain-CODE, and it will be stored in reputable facilities with high level security protocols. Brain-CODE will allow researchers to use the data collected in these collaborative studies to perform research and learn more about how [disease] affects the brain.
What will happen to my data?
Brain-CODE is an open-access database. This means that researchers and organizations outside this study can request access to data that have been stripped of information that can identify you. Your health card number will be encrypted upon entry into Brain-CODE and will remain encrypted at all times.
How will my information be kept confidential?
We wish to assure you that your privacy is very important to us. When you join the study, you will be given an ID number. Researchers will use this ID number to organize your data, instead of your name or other information that can identify you directly. Any data collected for study purposes that could potentially identify you will be stored in a highly secure manner and never be released or disclosed in a form that could identify you. We will use tools that remove identifying information using the most advanced tools available to minimize the risk of identifying you from the information we collect or release. This process will be applied to all data, including any new data that have been linked through other databases, such as OHIP.
[Organization] and OBI have entered into legal agreements to protect your data, and to set out the purposes for which these data will be collected, used, stored and disclosed. Steps have been taken to make sure your data are safe and the risk of identifying you is minimized. The OBI will continue to monitor these safeguards as new technologies evolve in order to limit any new risks to privacy.
Who will have access to my information, and what will they see?
Data collected through this study and stored in Brain-CODE will be available to researchers in this study. A current list of these researchers and organizations can be found at: [Email governance@braincode.ca for the program specific link].
Data from this study that have had identifying information removed using the most advanced tools available may be shared with local, national and international researchers and organizations that are not part of this study. This open approach is being used by researchers internationally to better understand disease. Access to data by outside researchers or organizations will require a detailed plan for the use of the data, and approval from a research ethics board, as described in OBI’s Data Sharing Policy http://www.braininstitute.ca/Brain-CODE-governance. These researchers or organizations will be required to enter into an agreement with OBI that clearly states the safeguards that will be in place to protect those data, and the purposes for which these data may be collected, used, stored and disclosed.
OBI may take some of your data, combine them with data from many other people, and make them available to enhance the public’s awareness of research. We will use tools to remove identifying information from these combined data sets, making the risk of identifying you minimal.
If I decide later on that I no longer want to be part of this study, what happens? 
You can withdraw from the study at any point. No new data will be collected or linked to other data from that point on. Upon your request, any data that have not been processed to remove identifying information will be destroyed. However, we are not able to remove any data that have already been analyzed, processed to remove identifying information or linked with other data for placement in Brain-CODE. To withdraw from the study, contact [Site PI; email; phone].
If you have any questions, please ask [appropriate person at site]. Further information about Brain-CODE is available at http://www.braininstitute.ca/Brain-CODE-governance.
Any of the information in this letter can be sent to you by mail, upon your request.

















[bookmark: _Toc43462281]Appendix D – OBI Informatics Participation Agreement Template 

ONTARIO BRAIN INSTITUTE
BRAIN-CODE
PARTICIPATION AGREEMENT
Background
OBI has created the Centre for Ontario Data Exploration (Brain-CODE), an informatics platform designed to allow for the investigation, sharing, and scientific query across brain conditions, as a means to understand common underlying causes of brain function and dysfunction, among other outcomes (the “Purposes”).
The Participating Institution(s) will work with OBI in contributing Data to Brain-CODE and in undertaking research with respect to the Data housed in Brain-CODE, as per the terms and conditions contained in this Agreement.
OBI has adopted a Privacy by Design approach to creating and implementing protective measures and has been designated a Privacy by Design ambassador by the Information and Privacy Commission of Ontario. The security and privacy policies are specific to Brain-CODE and are based on the the Canadian Standards Association Privacy Principles. 
FOR VALUE RECEIVED, the OBI and each of the Participating Institutions listed on Schedule A agree as follows:
1. Definitions
“Agreement” means this participation agreement, as amended from time to time, taken together with the various annexes and appendices.
“Applicable Law” is defined in section 4.1(b).
“Brain-CODE” means the Ontario Brain Institute Centre for Ontario Data Exploration, and refers to the informatics platform designed to allow for the investigation and scientific query across several brain conditions as a means to understand common underlying causes of brain function and dysfunction, among other outcomes.   
“Brain-CODE Data Access Committee” or “DAC” means the committee outlined in the Terms of Reference that is charged with the creation and maintenance of Data access and sharing policies for Brain-CODE.
 “Brain-CODE Services Agreement” means an agreement entered into between OBI governing OBI’s services associated with Brain-CODE.  For greater certainty, it is anticipated that a Brain-CODE Services Agreement will only be applicable in respect of those Participating Institutions paying to use Brain-CODE, and may not apply to all Participating Institutions.
“Consent” is defined in section 4.1(d).
“Data” is defined in section 2.1.
 “Data Sharing Policy” means the OBI data sharing policy as amended from time to time, that forms part of the Governance Policy and which can be found on OBI’s website at https://www.braincode.ca/content/about-brain-code. 
“Direct Identifier” means variables within Data that provide an explicit link to a Study Participant that can directly identify that individual, and may include personal health information (PHI). As listed in HIPAA, the following shall be considered direct identifiers for the purposes of OBI: Name (including name of substitute decision maker, next of kin, etc.), telephone number, facsimile number, home address, electronic mail address, health insurance number, social insurance number, medical record number, account numbers including certificate and license numbers, vehicle identifiers and serial numbers, including license plate numbers, unique device identifiers, web universal resource locators (URLs), internet protocol (IP) address numbers, biometric identifiers, full face photographic images and any comparable images, elements of dates directly related to an individual, including birth date and date of death. 
“Electronic Service Provider” is a person who supplies services for the purpose of enabling a Health Information Custodian to use electronic means to collect, use, modify, disclose, retain or dispose of personal health information and who is not an agent of a Health Information Custodian, as contemplated in O. Reg 329/04 of PHIPA, as amended from time to time.
“External Linkage” or “Linkage” refers to a process whereby Data in Brain-CODE are securely aggregated with Data from external databases using secure specialized software through an encrypted Direct Identifier or a set of common variables.
“Governance Policy” is defined in section 2.
“Health Information Custodian” has the meaning given to it in PHIPA.
“OBI” means Ontario Brain Institute.
 “Participating Institutions” means the hospitals, universities and research institutes that are also parties to this Agreement, either when this Agreement is originally signed or in the future by way of signing a joinder agreement in the form of Schedule A.  The term Participating Institution may also refer to any other organization that has Raw Data or Processed Data that may from time to time be placed into Brain-CODE.
“Personal Health Information” or “PHI” means personal health information with the meaning ascribed to it in PHIPA.
“PHIPA” means the Personal Health Information Protection Act (Ontario) as amended from time to time.
“Prescribed Entity” has the meaning given to it in O. Reg 329/04 of PHIPA.
“Processed Data” is defined in Section 3.1(a).
“Privacy Breach Protocol” means the OBI Privacy Breach Protocol, as amended from time to time, that forms part of the Governance Policy and which can be found on OBI’s website at https://www.braincode.ca/content/about-brain-code.
“Privacy Policy” means the OBI privacy policy as amended from time to time, that forms part of the Governance Policy and which can be found on OBI’s website at https://www.braincode.ca/content/about-brain-code
“Purposes” means the purposes of Brain-CODE, as described in the “Background” paragraph A.
“Raw Data” is defined in Section 3.1(b).
“REB” means research ethics board.
“Service Group” means Indoc, a consortium led by Indoc Research, along with Baycrest Centre for Geriatric Care’s Rotman Research Institute and the Heart and Stroke Foundation Centre for Stroke Recovery (“RRI-CSR”, Toronto, Ontario); the Centre for Advanced Computing (“CAC”, Queen’s University Site, Kingston, Ontario); and the Electronic Health Information Laboratory (“EHIL”, part of the Children’s Hospital of Eastern Ontario and affiliated with the University of Ottawa, Ottawa, Ontario); or any other entity providing design and maintenance support to OBI in relation to Brain-CODE. “Study” is defined in section 4.1(a).
“Study Protocol” is defined in section 4.1(c).
“Terms of Reference” means the OBI terms of reference as amended from time to time, that form part of the Governance Policy and which can be found on OBI’s website at https://www.braincode.ca/content/about-brain-code.
Background on Brain-CODE
OBI has created an overarching governance policy that sets out a more detailed description of Brain-CODE, how the platform is managed, its compliance with Applicable Laws and policies, which incorporates key internal OBI policies such as the Policy Framework, Terms of Reference, Data Sharing Policy, Privacy Policy and the Privacy Breach Protocol; collectively these documents as amended from time to time form the “Governance Policy”. The Governance Policy is available on OBI’s website and may be amended from time to time by OBI.  OBI will give notice of any such amendments to the Participating Institutions.  The information set out below is not meant to be comprehensive, but instead is provided as background to aid parties in understanding the terms of this Agreement.
General
Brain-CODE is OBI’s large-scale informatics platform where Data and other information from Participating Institutions and others (some of which will have received funding from, and entered into research activity agreement with, OBI) will be standardized and assimilated.  “Data” means records of information collected during the Study by the Participating Institution and disclosed to OBI for the Purposes, as more particularly described in s. 3.1 below.
Studies and Study Specific Amendments to this Participation Agreement
For each research project within the Study, a Study Description Schedule will be entered into between OBI and the Participating Institutions.  The form of Study Description Schedule is provided as Schedule C to this Agreement.  Where this Participation Agreement shall be a consistent base document across many Studies, the Study Description Schedule shall add research project specific supplements and amendments to this Participation Agreement that apply only to the research project referenced therein.
Data 
3.1	Data Held by OBI
	Data will be held by OBI in two forms:
“Processed Data” means Data that have been processed, either by OBI through its Service Group or locally by the Participating Institution, to remove Direct Identifiers of an individual Study Participant. This applies to the majority of Data that will be placed in Zone 2 of Brain-CODE. 
“Raw Data” means Data that have not been modified from their original state or processed to remove any Direct Identifiers, and may include PHI.  This meaning applies to Data that OBI collects from a Participating Institution in order to process it on their behalf, and to Data that will be placed in Zone 2 of Brain-CODE that cannot readily have Direct Identifiers removed due to technical limitations (e.g., genomics and MRI Data).
Data Held in Databases External to Brain-CODE
Data in Brain-CODE may be linked with Data from external Databases to augment and complement the Data in Brain-CODE for enriched analysis and enhanced Data outcomes.  This process will be carried out using a secure and privacy protecting linking protocol, and may require the transfer of data outside of Brain-CODE to Prescribed Entities, such as the Institute for Clinical Evaluative Sciences, as reasonably necessary to facilitate the Linkage. The linked Data undergo an analysis using specialized software to determine the risk of re-identifying of the Study Participant before any Data is disclosed.
Three Primary Functions of Brain-CODE
OBI functions as an Electronic Service Provider, as contemplated in Section 6 of O. Reg 329/04 of PHIPA. Brain-CODE supplies services for the purpose of enabling a Health Information Custodian to use electronic means to collect, use, modify, disclose, retain or dispose of personal health information. 
Brain-CODE has three primary functions:
Brain-CODE is a repository for Participating Institutions, with capabilities in place to handle Raw Data.  Participating Institutions and researchers will transfer Raw, or in some cases Processed Data required for their study to Brain-CODE in alignment with REB approvals and informed consent.  Brain-CODE provides a safe and secure means to store Data, and facilitates the sharing of Data between researchers.  
[bookmark: _Hlk515542512]Brain-CODE provides long-term storage of Data and potential linkage of that Data to other external Data bases.  
Brain-CODE provides opportunities for the Processed Data to be made available to approved third parties for the intended Purposes of further analysis, research and use.
To facilitate the three primary purposes described above, Brain-CODE has been structured with 3 Zones.
Zone 1: will contain the Raw Data (that may contain Direct Identifiers) and Processed Data (including encrypted health card numbers) provided to OBI in Zone 1 by researchers and Participating Institutions. Zone 1 is where the researchers can utilize their Data.  Some Participating Institutions may choose to transfer Raw Data to OBI as an alternative to removing Direct Identifiers locally, or to store Raw Data on local hard-drives or servers.  Participating Institutions will have ownership and control over the Data they provide to Zone 1.
Zone 2: provides long-term storage of the Data that have been processed to remove direct identifiers using the most advanced tools available (or encrypted, in the case of health card numbers).  More rarely, Raw Data may be placed in Brain-CODE for long-term storage purposes, in each case as authorized by the Study Protocol and applicable Research Ethics Board.
Zone 3: provides storage where Processed Data stored in Zone 2 may be prepared by OBI or its Service Group for disclosure to third parties as recommended by the Data Access Committee for the Purposes.  This is where the Data becomes accessible for broader use by approved third parties.
Data Transfer to Brain-CODE
Data Transfer
Each Participating Institution hereby agrees that it may, from time to time, only  transfer Data for inclusion in Brain-CODE that it has collected during the course of the research study described in the Study Description Schedule (the “Study”) to Brain-CODE.  
In transferring the Data the Participating Institution shall comply with the study protocol identified in the Study Description Schedule (the “Study Protocol”) and all applicable laws (including but not limited to PHIPA), regulations, guidelines (including but not limited to PHIPA and TCPS 2: Tri-Council Policy for the Ethical Conduct of Research Involving Humans) and policies (collectively, “Applicable Law”). 
The Participating Institution will prepare and furnish Data in accordance with Applicable Law including without limitation obtaining all appropriate consents identified in the Study Description Schedule.  
The Participating Institutions shall not disclose Data to OBI until the Participating Institution’s REB has approved the disclosure of Data to OBI for inclusion in Brain-CODE and approved the informed consent form (the “Consent”) as applicable with respect to the Study as identified in the Study Description Schedule, and consent from each Study Participant has been obtained as required by the REB.
The Participating Institution shall only transfer Data to Brain-CODE, where the Participating Institution has all rights to transfer such Data to Brain-CODE, to grant the license to use such Data (set out in section 6(c)) or to share or permit the sharing of such Data by the Participating Institution, or OBI, including without limitation, as contemplated by the use and disclosure of Data in Zone 3.  As an example, and without limiting the previous sentence, the Participating Institution shall not transfer Data owned by third parties, where those third parties have not granted the Participating Institution adequate rights to use and disclose such Data for the Purposes.  
Without limiting subsections 4.1(a) (b), (c), (d),  and (e), the Participating Institution shall:
use commercially reasonable efforts to ensure that all Data transferred or otherwise uploaded to Brain-CODE by, or on behalf of, such Participating Institution is accurate, and error-free; and 
ensure that all Data transferred or otherwise uploaded to Brain-CODE by, or on behalf of such Participating Institution:
does not contain any malware, viruses or other malicious code; and
relates to the Study.
OBI may set limits on the quantum of Data that may be transferred to Brain-CODE.
Information regarding exclusivity of Data use by the Participating Institution that transferred the Data to OBI pursuant to this Agreement, and their collaborators, as well as timelines for open access Data sharing are detailed in OBI’s Data Sharing Policy.
Managing Data in Brain-CODE
General Privacy Obligations of OBI
In its role of Electronic Service Provider, OBI agrees to comply with the rules set out in section 6 of O.Reg.329/04 to PHIPA.  
OBI will use appropriate administrative, technical and physical safeguards (as more particularly described in the Privacy Policy) to prevent any unauthorized use or disclosure of Data in accordance with this Agreement and will promptly report to the Participating Institution any unauthorized use or disclosure of Raw Data of which OBI becomes aware. OBI will not make contact or attempt to make contact with a Study Participant who contributed Data to the Participating Institution without the prior written consent of the Participating Institution.  
Privacy Obligations
OBI and the Participating Institution will grant access to Data in Zone 1 only to their respective employees, contractors, agents and any authorized Study staff from other sites that are part of the same Study who require access to such Data consistent with:
the Study Protocol approved by the Participating Institution’s REB and as amended from time to time, provided that amendments are approved by the Participating Institution’s REB;
this Agreement; and 
the Study Description Schedule, which shall identify the Study Protocol, the Consent and any other conditions or restrictions imposed by the Participating Institution relating to the use, security, disclosure, return or disposal of Data in Zone 1.
Each party will ensure that its employees, contractors, and other agents (including OBI’s Service Group) are bound by privacy and confidentiality obligations that are no less robust than those contained in this Agreement.
Where it receives only Processed Data from a Participating Institution, or once it processes Raw Data on behalf of a Participating Institution, OBI will not use Data to identify or attempt to identify any Study Participants or other individuals.
OBI and its Service Group may use Data for the purposes of operating, maintaining, upgrading, troubleshooting, or generally managing Brain-CODE, provided that the Service Group is bound by OBI not to use any Data for unauthorized purposes, nor disclose such Data to third parties other than as authorized by OBI.  
OBI and the Participating Institution will also comply with any conditions placed on the disclosure of the Data in Zone 1 by the Participating Institution’s REB, which the parties will identify in writing in the Study Description Schedule.
OBI will not collect, use or disclose Data in Zone 1 except as necessary to fulfill its Zone 1 obligations, provided that OBI may process Data in Zone 1 and transfer such Processed Data to Zone 2.  
OBI will not use or disclose Data in Zone 2 except as necessary to fulfill its Zone 2 obligations, provided that OBI may use Data in Zone 2 in order to prepare it for transfer to Zone 3, and may transfer such Processed Data to Zone 3.  
Subject to a Study Participant’s right to request through a Participating Institution removal of his/her Data in Zone 2 (which, for greater certainty will not affect Data in Zone 3), OBI’s right to maintain Data in Zone 2 and use it to transfer to Zone 3 for further analysis prior to disclosure, in accordance with the Data Sharing Policy, of Processed Data survives the termination or expiry of this Agreement or the withdrawal of any Participating Institution from this Agreement.
Further detail on privacy and data sharing is found in the Governance Policy.
General Privacy Obligations of the Participating Institution
The Participating Institution will, from time to time, be provided with various passwords to permit secure access to Brain-CODE and associated sites and databases (collectively the “Passwords”). Each Participating Institution is responsible for keeping all Passwords that it or its authorized personnel or representatives hold or have access to confidential and shall not grant or permit unauthorized access to such Passwords. The Participating Institution shall immediately provide notice to OBI upon discovery of an unauthorized transfer, use, access or disclosure of Data or having knowledge that a Password may have been compromised in any way which may permit an unauthorized person or entity to access Brain-CODE or any associated sites or databases.
Permitted Disclosure and Destruction
Notwithstanding anything to the contrary in this Agreement, OBI may:
disclose Data to regulatory authorities, provided that OBI uses commercially reasonable efforts to provide prior written notice of such intended disclosure to the Participating Institution; 
disclose Data to Prescribed Entities as reasonably necessary to fulfill the Purposes of Linkage with external Data bases; 
disclose Data as otherwise permitted by the Study Description Schedule; 
disclose Data in order to comply with Applicable Law or judicial process, or with a court or regulatory order, provided that OBI gives prior written notice of such intended disclosure to the Participating Institution 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; and
securely destroy Data in Zone 1 as required by this Agreement or the Study Description Schedule or the Governance Policy or as instructed by the Participating Institution and provide a written confirmation of the manner of destruction in a form acceptable to the Participating Institution.
Audit Rights/Breach
The Participating Institution retains, at its expense, the right but not the obligation to conduct audits of OBI’s compliance with this section 5 upon reasonable advance written notice to OBI and at mutually acceptable times.  
Intellectual Property 
This Agreement does not change the Ownership of Data in Zone 1, which in most cases will remain with the Participating Institutions, or their employees, agents or collaborators as the case may be. The result of any independent analysis of Data by a Data user is considered a distinct entity (“Work Product”). and The ownership of Data shall not impart any right of ownership in any Work Product., 
Notwithstanding any other term of the Participation Agreement signed by any Participating Institution, the Study Description Schedule, or any other document setting out the rights of the parties with respect to the Data, the Participating Institution hereby:
irrevocably grants OBI a non-exclusive worldwide license to use Processed Data in order to disclose such Processed Data to third parties, 
irrevocably grants such third parties the right to use such Processed Data for the Purposes, including research, analysis, publication and exploitation of such research and analysis; and 
agrees that such third parties may publish any research created by such researcher without any further consents required of the Participating Institution. 
Publication
No researcher shall include PHI in any publication or presentation.  All publications that arise from the use of Data contributed by the Participating Institution will give acknowledgement, attribution, or co-authorship as appropriate in accordance with the International Committee of Medical Journal Editors (ICMJE) standards and any rules established by the Data Access Committee (see Governance Policy). 
Termination/Withdrawal
Right to Terminate
OBI may terminate this Agreement, or its obligations with respect to one or more Participating Institutions (without affecting any obligations of the other Participating Institutions):
on no less than ninety (90) days’ notice in the event that its mandate is amended or its funding reduced or terminated, provided that if OBI receives notice of such mandate or funding being reduced or terminated in less than 90 days, it shall be permitted to terminate this Agreement on such shorter timeframe; 
should the Participating Institution breach any term of this Agreement, provided that if such breach is a breach capable of being cured, OBI may only terminate this Agreement if such breach is not cured within 10 days of notice of the breach from OBI; or
in the event that such Participating Institution fails to make any payment to OBI when due or is otherwise in breach of the terms of any Brain-CODE Services Agreement with OBI; 
Any Participating Institution may terminate its obligations under this Agreement: 
on no less than ninety (90) days’ notice; or
should OBI breach any term of this Agreement, provided that if such breach is a breach capable of being cured, the Participating Institution may only terminate this Agreement if such breach is not cured within 10 days of notice of the breach from such Participating Institution.
Notwithstanding the above, Participating Institutions that are party to a research activity agreement with OBI, whereby OBI provides funding for specific Studies in order that Data may be contributed to Brain-CODE, may not terminate its obligations under this Agreement unless such research activity agreement is terminated.
Effect of Termination on other non-terminating Participating Institutions
If a Participating Institution terminates or is terminated as a party to this Agreement, such termination shall not terminate or otherwise affect this Agreement as it pertains to any other Participating Institution, rather this Agreement shall be deemed amended so as to remove the terminating Participating Institution as a party.
Management of Information upon Termination
If at any time this Agreement is terminated on account of OBI ceasing to exist, all Data held within Brain-CODE will first be transferred to another institution with which OBI has entered into an agreement with for the transfer.  In the event that such an arrangement has not been made, the Data held within Zones 1 and 2 of Brain-CODE will be transferred back to each Health Information Custodian that first provided the Data.  If any of the Participating Institutions cannot receive the Data in Zones 1 and 2, at law or otherwise, that component of the Data will be destroyed using secure destruction protocols.  Destruction or secondary transfer of these Data may proceed at the discretion of the Health Information Custodian’s REB. 
Irrespective of the reason for termination of a Participating Institution’s obligations under this Agreement, at the discretion of OBI or its successor and assigns, Zone 2 Data may continue to exist and be disclosed to researchers in Zone 3, and the license granted in section 6 concerning such Data shall continue in favour of OBI or its successor or assign.  Alternatively OBI or its successors and assigns may, at their discretion, destroy this Data using secure destruction protocols.
Liability for Brain-CODE
As between the parties to this Agreement, neither party shall be liable for any special, incidental or consequential damages or damages for business interruption or lost revenue or failure to realize expected savings, even if that party has been advised of the possibility of such loss or damage in advance. The foregoing disclaimer of liability shall apply regardless of whether such liability is based on breach of contract, tort (including without limitation negligence), strict liability, breach of a fundamental term, fundamental breach, or otherwise.
The obligations under this section survive the termination or expiration of this Agreement.
Insurance
OBI and each Participating Institution shall maintain, at its own cost and expense commercial general liability insurance (including any excess liability coverage) on an occurrence basis for third party bodily injury, personal injury and property damage, to an inclusive limit of not less than $3,000,000 per occurrence.  The policy shall include the following: (i) contractual liability coverage; (ii) cross-liability clause; (iii) a thirty (30) day written notice of cancellation, termination or material change.  Each Participating Institution and OBI shall also maintain errors and omissions liability insurance, insuring liability for errors and omissions in the performance or failure to perform its obligations contemplated in this Agreement, in the amount of not less than $3,000,000 per claim. 
Addition of New Participating Institutions
New Participating Institutions may be added to this Agreement, subject to the following process:
OBI will approve the new Participating Institution; 
any new Participating Institution must sign the joinder agreement in the form of Schedule B, whereby it commits to be bound by the terms of this Agreement as if it had been an original party hereto; and
OBI may update its website to reflect new Participating Institutions including the effective date of the addition of the new Participating Institution.
Miscellaneous Terms
Survival.  The following sections shall survive termination of this Agreement: section 5.2(h), 6, 7, 8.2, 8.3, and 12.
Relationship.	The Participating Institutions are and shall at all times remain independent from OBI and are not and shall not represent themselves to be the agents, joint ventures or partners of OBI.  No representations shall be made or acts taken by the Participating Institutions which could establish or imply any apparent relationship of agency, joint venture or partnership with OBI.  Participating Institutions are not required to fund OBI’s operations and are not responsible for the costs of OBI operations.  Participating Institutions have no right or interest in any assets of OBI.   
Force Majeure.  The parties agree that no party shall be held responsible for damages caused by delay or failure to perform its obligations under the terms of this Agreement when the delay or failure is due to fire, strike, flood, act of God, act of war, lawful acts of public authorities or delays or defaults caused by common carriers, which cannot reasonably be foreseen or provided against.
Benefit of the Agreement/Assignment.  This Agreement shall enure to the benefit of and be binding upon the successors and permitted assigns of the parties. Participating Institutions may assign this Agreement to another entity that qualifies as a Participating Institution and with prior written approval from OBI. Any such assignment will be reflected with an update on the OBI website.   
Entire Agreement.  This Agreement including the Schedules constitutes the entire agreement between OBI and the Participating Institutions with respect to the subject matter hereof and cancels and supersedes any prior understandings and agreements between the parties with respect thereto. There are no representations, warranties, terms, conditions, undertakings or collateral agreements, express, implied or statutory, between the parties concerning the subject matter set out herein other than as expressly set out in this Agreement.
Further Assurances.  The Participating Institution agrees that they will from time to time and at all times hereafter execute and deliver all such additional agreements and documents and do and perform all such acts and things as may be reasonably required by OBI to give effect to or better evidence or perfect the full intent and meaning of this Agreement.
Amendments.  Except as set out below, no modification of or amendment to this Agreement shall be valid or binding unless made in writing and duly executed and delivered by all of the parties, provided that OBI may have side agreements amending the terms of this Agreement as between OBI and the Participating Institution or Institutions to such side agreement without any further consent or agreement by any party not signatory to such side agreement. 
Waiver.  No waiver of any breach of any term or provision of this Agreement shall be effective or binding unless made in writing.
Governing Law.  This Agreement shall be governed by and construed in accordance with the laws of the Province of Ontario and the laws of Canada applicable therein.  
Notices.  Any demand, notice or other communication to be given in connection with this Agreement shall be given in writing and may be given by personal delivery, registered mail or courier addressed to the recipient at the address contained on the signing page or to such other address or individual as may be designated by notice by any party to each of the other parties. 
Severability.  If any provision of this Agreement is determined to be invalid or unenforceable in whole or in part, such invalidity or unenforceability shall attach only to such provision or part thereof and the remaining part of such provision and all other provisions hereof shall continue in full force and effect.
Counterparts.  This Agreement may be executed in any number of counterparts, each of which may be delivered in electronic means (including by .pdf attached to an email)  each of which shall be deemed to be an original and all of which when taken together shall be deemed to constitute one and the same agreement.
Attornment.  For the purpose of all legal proceedings this Agreement shall be deemed to have been performed in the Province of Ontario and the courts of the Province of Ontario shall have exclusive jurisdiction to entertain any action arising under or in respect of this Agreement. Each party hereby attorns to the exclusive jurisdiction of the courts of the Province of Ontario.

IN WITNESS WHEREOF, the parties have executed this Agreement as of _________________, 20__.

ONTARIO BRAIN INSTITUTE


By:									
	 Tom Mikkelsen, M.D., FRCP(C)
	President and Scientific Director

By:									
	Kirk Nylen, PhD
	VP, Integrated Discovery &Informatics

Address for notice:
1 Richmond Street West, Suite 400
Toronto, Ontario M5H 3W4


SCHEDULE A
LIST AND SIGNATURES OF PARTICIPATING INSTITUTIONS

	Name/Address for Notice
	Signatures

	
	
By:						
	Authorized Signatory


	
	
By:						
	Authorized Signatory


	
	
By:						
	Authorized Signatory


	
	
By:						
	Authorized Signatory


	
	
By:						
	Authorized Signatory






SCHEDULE B
FORM OF JOINDER AGREEMENT

Joinder Agreement

TO:	Ontario Brain Institute
	(“OBI”)
	
AND TO:	All Participating Institutions

RE:	Participation Agreement among OBI and the Participating Institutions dated [date] relating to Brain-CODE

							

IN CONSIDERATION of OBI agreeing to allow me to become a Participating Institution (as that term is defined in the Participation Agreement), and other good and valuable consideration, the receipt of which is hereby acknowledged, the undersigned hereby declares and agrees as follows:

1.		The undersigned has been provided with a copy of the Participation Agreement and any amendments thereto, together with a complete and up-to-date list of all Participating Institutions.  

2.	The undersigned acknowledges that it has had an opportunity to read the Participation Agreement prior to signing this Joinder Agreement and to seek independent legal advice with respect to signing of this Joinder Agreement.

3.	The undersigned covenants and agrees to be bound by the terms of the Participation Agreement in the same manner as if the undersigned had been an original party thereto. 

4.	OBI covenants and agrees that the undersigned shall have all the same rights and entitlements under the Participation Agreement as if the undersigned had been an original party thereto.

5.	This Joinder Agreement shall be governed by and construed in accordance with the laws of the Province of Ontario and the laws of Canada applicable therein and shall be binding upon the undersigned and their successors, permitted assigns and legal representatives.

IN WITNESS WHEREOF, the parties have executed this Agreement as of the date first written above.
ONTARIO BRAIN INSTITUTE

By:									
	Tom Mikkelsen, M.D., FRCP(C)
	President and Scientific Director

Address for notice:
1 Richmond Street West, Suite 400
Toronto, Ontario M5H 3W4

[NAME OF NEW PARTICIPATING INSTITUTION]

By:									
	Name:
	Title:
Address for notice:
[insert]




SCHEDULE C
FORM OF STUDY DESCRIPTION SCHEDULE

1.	Description of Study.
[insert]
2.	Description of Data elements to be transferred to OBI.
	[insert]
3.	Study Protocol (to be attached).
	[insert]
4.	Consent form (to be attached).
	[insert]
5.	Conditions, if any, imposed by Participating Institution’s REB.
	[insert]
6.	Other conditions imposed by Participating Institution with respect to use, security, disclosure, return or disposal of Data.
	[insert]
7.	Intellectual property supplemental agreements.
	[insert]
8.	A link to the list of investigators involved in this study who will access and share Data in Zone 1.
	[insert]

As referenced in section 12(f), the Participating Institution shall, throughout the course of the Study, provide updated documents and agreements as they become available to OBI. 

Dated:  

IN WITNESS WHEREOF, the parties have executed this Study Description Schedule, as part of the Participation Agreement, as of the date written above.
ONTARIO BRAIN INSTITUTE

By:									
	Tom Mikkelsen, M.D., FRCP(C) 
	President and Scientific Director

[NAME OF PARTICIPATING INSTITUTION]

By:									
	Name:
	Title:
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I have requested a license to use Brain-CODE (the “License”). Brain-CODE (as the same exists from time to time, including any upgrades, replacements, or supplements thereof, “Brain-Code”) is an informatics platform that permits the storage, access and analysis of data (any information or data on Brain-CODE from time to time, is referred to herein as “Data”).  I hereby agree to abide by the following terms:
1.       I certify that the details of my identity that I have provided to Ontario Brain Institute (“OBI”) in association with applying for a Brain-CODE account, the License, or otherwise, are accurate.
2.       I agree that I will only use Brain-CODE and the Data for the purpose of (i) conducting scientific research (ii) participating in scientific research where the data derived therefrom will become Data or (iii) browsing Data for my personal interest ((i), (ii) and (iii) collectively the “Permitted Purpose”) and not for any other purpose, including without limitation any commercial purpose, without the prior written consent of OBI.  
3.       Under no circumstances will I attempt to attribute, link, connect, or associate any Data with any natural person.
4.       I will follow and adhere to OBI’s Informatics Governance Policy as the same may be amended from time to time.  The Informatics Governance Policy can be found at http://www.braininstitute.ca/brain-code.  
5.       I will not try to hack in to, or gain access to areas of Brain-CODE and Data which I am not authorized to access. 
6.       I will not copy, decompile, reverse engineer, disassemble, modify, or create derivative works of the software comprising Brain-CODE or any part thereof.
7.       I will keep the login details of my account for Brain-CODE, including all passwords, strictly confidential.  I agree that I shall be liable for any damage caused to OBI or Brain-CODE, or any systems upon which Brain-CODE relies or is connected, on account of the use of my Brain-CODE account or login particulars, including third party access thereto. 
8.       I agree that I am fully liable for the confidentiality of any Data that I have downloaded or made copies of with respect to the obligations listed in this Agreement.  I agree that I am fully liable for the unauthorized use of any such Data whether be me, or a third party, however such third party may have obtained access to such Data.
9.       I may use the Data for the Permitted Purpose provided I include the following language in any publication, or any presentation or disclosure of the Data, or works derived from or including the Data:
“We would like to acknowledge the individuals and organizations that have made data [and analysis] used for this research available including [ID program name/Data producer name], the Ontario Brain Institute, the Brain-CODE platform, the Government of Ontario, as well as [independent collaborator names].”
10.   I will immediately provide written notice to OBI upon gaining knowledge of the occurrence of any of the following: (i) unauthorized use of, or access to, Brain-CODE and/or the Data and (ii) abnormalities in the Data or evidence that certain Data is incorrect.
11. I will abide by all applicable laws that relate to the use of Brain-CODE and the Data.
12. OBI makes no representations that Brain-CODE or the Data are appropriate or available for use in any particular location.
13. OBI reserves the right to change, suspend, remove, or disable access to Brain-CODE or the Data at any time without notice. In no event will OBI be liable for the removal of or disabling of such access. OBI may also impose limits on the use of, or access to, Brain-CODE or the Data, as the case may be, without notice or liability.
14. If any aspect of Brain-CODE or the Data is governed by a separate license agreement, and the terms of that separate license agreement contradict or are otherwise incapable of being construed in conjunction with the provisions of this Platform Terms of Use Agreement (this “Agreement”), the provisions of that separate license agreement shall take precedence over those contained herein.
15. In the event that I enter into a Data Use Agreement with OBI, any provisions of the Data Use Agreement contradict and are otherwise incapable of being construed in conjunction with the provisions of this Agreement, the provisions of the Data Use Agreement shall take precedence over those contained in this Agreement, including without limitation the ability to download and share Data.
16. I expressly acknowledge and agree that use of Brain-CODE and access to the data are at my sole risk and that the entire risk as to satisfactory quality, performance, accuracy and effort is with me.  To the maximum extent permitted by applicable law, Brain-CODE and the data and any services performed or provided by Brain-CODE ("services") are provided "as is" and “as available”, with all faults and without warranty of any kind, and OBI hereby disclaims all warranties and conditions with respect to the Brain-CODE and the data and any services, either express, implied or statutory, including, but not limited to, the implied warranties and/or conditions of merchantability, of satisfactory quality, of fitness for a particular purpose, of accuracy, of quiet enjoyment, and non-infringement of third party rights. OBI does not warrant against interference with your enjoyment of Brain-CODE or the data, that the functions contained in, or services performed or provided by, Brain-CODE will meet your requirements, that the operation of Brain-CODE or services will be uninterrupted or error-free, or that defects in Brain-CODE, the data, or services will be corrected. No oral or written information or advice given by obi or its authorized representative shall create a warranty.
17. To the extent not prohibited by law, in no event shall OBI be liable for personal injury, or any incidental, special, indirect or consequential damages whatsoever, including, without limitation, damages for loss of profits, loss of data, business interruption or any other commercial damages or losses, arising out of or related to your use or inability to use Brain-CODE or access the data, however caused, regardless of the theory of liability (contract, tort or otherwise) and even if OBI has been advised of the possibility of such damages.
18. Any rights I have to access Brain-CODE and the Data are non-transferable and not exclusive.
19.   My obligations under this Agreement with respect to access to Brain-CODE continue for the entire period over which I have access to Brain-CODE.  The following sections of this Agreement survive termination: 2,3, 4, 5, 6, 7, 8, 9, 11, 14, 15, 19, 20, 21, 22
20.   No amendment to or modification of this Agreement will be binding unless in writing and signed by OBI.
21.   This Agreement is governed by the laws of the Province of Ontario and the federal laws of Canada applicable therein. If for any reason a court of competent jurisdiction finds any provision, or portion thereof, to be unenforceable, the remainder of this Agreement shall continue in full force and effect.
22.   The undersigned is hereby put on notice that the confidentiality and the terms of use of data are extremely important to OBI and any breaches of this Platform Terms of Use Agreement will be vigorously prosecuted.
23.   It is my express wish that this Agreement and any related documents be drawn up and executed in English. Il est la volonté expresse des parties que cette convention et tous les documents s’y rattachant soient redigés et signés en anglais.
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ZONE 1 DATA USE AGREEMENT
RESEARCH USE OF PERSONAL HEALTH INFORMATION
TO:	 		The Ontario Brain Institute (“OBI”)
DATED AS OF:		______________________, 20__
Background
This Data Use Agreement (“Agreement”), effective as of the last date of signature below, is entered into in favour of OBI as a condition to, and as consideration for OBI providing External Researcher with access to Data in Brain-CODE. Brain-CODE (as the same exists from time to time, including any upgrades, replacements, or supplements thereof, “Brain-CODE”) is a software platform that permits the storage, access and analysis of data (any information or data on Brain-CODE from time to time, is referred to herein as “Data”).  
The undersigned (herein referred to as “External Collaborator”)  has entered into a Platform Terms of Use Agreement in favour of OBI that, amongst other things, addresses a license to use Brain-CODE and Data (as defined in the Platform Terms of Use Agreement, and hereinafter the “Data”) for the Permitted Purpose, as set out therein.  
Agreements made by External Collaborator
1. External Collaborator agrees that it shall only access the following Data in Brain-CODE, and shall not access any other information in Brain-CODE (without limiting the more expansive definition of the term Data used in this Agreement, all of the data described below shall be considered “Data” for the purposes of this Agreement):
	
[indicate data elements to be shared; including de-identification requirements; clarify if data will contain any PHI]








2. The Data is being provided to External Collaborator for the sole purpose of conducting the following study (referred to herein as the “Study”):
	[Description of Study to be provided]







3. External Collaborator agrees that it shall only use the Data for the sole purpose of conducting the Study, including without limitation, performing analysis in respect of results of the Study (such permitted purpose, the “Purpose”).  The External Collaborator agrees that it shall not use the Data for any purpose other than the Purpose.
4. External Collaborator shall use the Data in compliance with: (a) this Agreement, (b) the Platform Terms of Use Agreement, (c) the requirements of the Study, (d) applicable laws, (e) any Informed Consent forms associated with the Study, and (f) the REB approval approvals in respect of the Study.
5. External Collaborator shall follow and adhere to OBI’s Informatics Governance Policy as the same may be amended from time to time.  The Informatics Governance Policy can be found at http://www.braininstitute.ca/brain-code.  
6. External Collaborator shall use appropriate safeguards to prevent any unauthorized use or disclosure of the Data and shall promptly give written notice to OBI of any unauthorized use or disclosure of which External Researcher becomes aware, or of any breach to this Agreement, at  the following address:  1 Richmond Street West, Suite 400, Toronto, ON, M5H 3W4, Attn: John Clarkson and by email to governance@braincode.ca.
7. External Collaborator shall not use any Data or permit any Data to be used to identify or contact the individuals from whom such Data were collected. 
8. External Collaborator shall keep all Data that it has downloaded or made copies of strictly confidential, and will not share any such Data with anyone or permit anyone to access or view such Data.  External Collaborator agrees to be fully liable for the unauthorized use of any such Data whether by self, or a third party, however such third party may have obtained access to such Data.  For greater certainty, External Collaborator agrees that the Data may contain “Personal Health Information” as such term is defined in the Personal Health Information Protection Act, 2004, and consequently the External Collaborator may be required to take special steps in regard to the use, storage and disclosure of such Data.  Such special steps may be in addition to the obligations of the External Collaborator set out in this Agreement, and may include obligations pursuant to the Personal Health Information Protection Act, 2004.  
9. External Collaborator shall give access to the Data only to its staff with a need to know for the purpose of conducting the Study, and who are bound by the External Researcher to comply with the terms of this Agreement.  External Collaborator shall be liable for any breach of this Agreement (including the confidentiality terms herein) caused by any person or entity to whom External Collaborator has disclosed Data.
	[List all personnel who shall have access to Data. Please include full names and institutional email addresses]






10. External Collaborator shall be granted a license to use Brain-CODE (the “License”), wherein any rights to access Brain-CODE and the Data are non-transferable and not exclusive. Obligations under this Agreement with respect to access to Brain-CODE and Data continue irrespective of whether the License has been granted or terminated, and for greater certainty External Collaborator agrees that OBI may revoke the License or access to Data at any time, at the sole discretion of OBI.
11. For greater certainty, this Agreement is in addition to, and not in substitution for the Platform Terms of Use Agreement entered into with OBI.  In the event that any provisions of this Agreement contradict and are incapable of being construed in conjunction with the provisions of the Platform Terms of Use Agreement, the provisions of this Agreement shall take precedence over those contained in the Platform Terms of Use Agreement. 
12. No amendment to or modification of this Agreement will be binding unless in writing and signed by OBI.
13. The term of this Agreement shall commence as of the effective date and terminate upon Study completion provided that the following Sections of this Agreement shall survive any termination of this Agreement:  Sections:  1 through 14.  Upon expiration of this Agreement, External Researcher shall destroy all copies (whether physical or electronic) that have been made of Data, and if requested by OBI, provide a certificate confirming the secure destruction of Data under this obligation. 
Expected study completion date:_______________________________________________
Should this DUA need to be extended beyond the expected study completion date listed above, please contact governance@braincode.ca to amend this agreement. 
14. This Agreement is governed by the laws of the Province of Ontario and the federal laws of Canada applicable therein. If for any reason a court of competent jurisdiction finds any provision, or portion thereof, to be unenforceable, the remainder of this Agreement shall continue in full force and effect.
It is my express wish that this Agreement and any related documents be drawn up and executed in English. Il est la volonté expresse des parties que cette convention et tous les documents s’y rattachant soient redigés et signés en anglais.
By signing below, the External Collaborator agrees to be bound by the terms of this Agreement, effective as of the first date written above.
[External Collaborator], as External Collaborator
By:									
	Name:
	Title:
Address for notice: [insert]

--------------------------------[Below is for OBI internal purposes only]----------------------------------------------------
Acknowledged and Agreed by: 
[IDP EXECUTIVE] 
By:									
	Name:
	Title:
Address for notice: [insert]


 [OBI EXECUTIVE] 
By:									
	Name:
	Title:
Address for notice: 1 Richmond Street West, Suite 400, Toronto, ON, M5H 3W4

[INSTITUTIONAL CONTRACTS OFFICE – only forward if local download of Data is required]
By:									
	Name:
	Title:
Address for notice: [insert]
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DATA USE AGREEMENT
RESEARCH USE OF DE-IDENTIFIED DATA
TO:	 		The Ontario Brain Institute (“OBI”)
Background
This Data Use Agreement (“Agreement”), effective as of the last date of signature below, is entered into in favour of OBI as a condition to, and as consideration for OBI providing External Researcher with access to Data in Brain-CODE. Brain-CODE (as the same exists from time to time, including any upgrades, replacements, or supplements thereof, “Brain-CODE”) is a software platform that permits the storage, access and analysis of data (any information or data on Brain-CODE from time to time, is referred to herein as “Data”).  
The undersigned (herein referred to as “External Researcher”) has entered into a Platform Terms of Use Agreement in favour of OBI that, amongst other things, addresses a license to use Brain-CODE and Data (as defined in the Platform Terms of Use Agreement, and hereinafter the “Data”) for the Permitted Purpose, as set out therein.  
Agreements made by External Researcher:
1. External Researcher agrees that it shall only access the requested Data in Brain-CODE, and shall not access any other information in Brain-CODE (without limiting the more expansive definition of the term Data used in this Agreement, all of the data described in the Data Access Request shall be considered “Data” for the purposes of this Agreement);
2. The Data is being provided to External Researcher for the sole purpose of conducting the study as described in the Data Access Request Form (referred to herein as the “Study”);
3. External Researcher agrees that it shall only use the Data for the sole purpose of conducting the Study, including without limitation, performing analysis in respect of results of the Study (such permitted purpose, the “Purpose”).  The External Researcher agrees that it shall not use the Data for any purpose other than the Purpose;
4. External Researcher shall use the Data in compliance with: (a) this Agreement, (b) the Platform Terms of Use Agreement, (c) the requirements of the Study, (d) applicable laws, and (e) the REB approval  in respect of the Study;
5. External Researcher shall follow and adhere to OBI’s Informatics Governance Policy as the same may be amended from time to time.  The Informatics Governance Policy can be found at https://www.braincode.ca/content/about-brain-code?qt-qtabs_about=2#qt-qtabs_about;
6. External Researcher shall use appropriate safeguards to prevent any unauthorized use or disclosure of the Data and shall promptly give written notice to OBI of any unauthorized use or disclosure of which External Researcher becomes aware, or of any breach to this Agreement, at  the following address:  1 Richmond Street West, Suite 400, Toronto, ON M5H 3W4, Attn: John Clarkson;
7. External Researcher shall not use any Data or permit any Data to be used to identify or contact the individuals from whom such Data were collected;
8. External Researcher shall keep all Data that it has downloaded or made copies of strictly confidential, and will not share any such Data with anyone or permit anyone to access or view such Data.  External Researcher agrees to be fully liable for the unauthorized use of any such Data whether by self, or a third party, however such third party may have obtained access to such Data;
9. External Researcher shall give access to the Data only to its staff with a need to know for the purpose of conducting the Study, and who are bound by the External Researcher to comply with the terms of this Agreement.  External Researcher shall be liable for any breach of this Agreement (including the confidentiality terms herein) caused by any person or entity to whom External Researcher has disclosed Data;
10. External Researcher shall be granted a license to use Brain-CODE (the “License”), wherein any rights to access Brain-CODE and the Data are non-transferable and not exclusive. Obligations under this Agreement with respect to access to Brain-CODE and Data continue irrespective of whether the License has been granted or terminated, and for greater certainty External Researcher agrees that OBI may revoke the License or access to Data at any time, at the sole discretion of OBI;
11. External Researcher shall, upon request from OBI, provide updates related to use of the Data on an annual basis by completing the Annual Update form. In addition, External Researcher shall make results and processing methods available to other users through the Brain-CODE platform in a timely manner;
12. For greater certainty, this Agreement is in addition to, and not in substitution for the Platform Terms of Use Agreement entered into with OBI.  In the event that any provisions of this Agreement contradict and are incapable of being construed in conjunction with the provisions of the Platform Terms of Use Agreement, the provisions of this Agreement shall take precedence over those contained in the Platform Terms of Use Agreement;
13. No amendment to or modification of this Agreement will be binding unless in writing and signed by OBI;
14. The term of this Agreement shall commence as of the effective date and terminate upon Study completion provided that the following Sections of this Agreement shall survive any termination of this Agreement:  Sections:  1 through 14.  Upon expiration of this Agreement, External Researcher shall destroy all copies (whether physical or electronic) that have been made of Data, and if requested by OBI, provide a certificate confirming the secure destruction of Data under this obligation;
15. This Agreement is governed by the laws of the Province of Ontario and the federal laws of Canada applicable therein. If for any reason a court of competent jurisdiction finds any provision, or portion thereof, to be unenforceable, the remainder of this Agreement shall continue in full force and effect.
It is my express wish that this Agreement and any related documents be drawn up and executed in English. Il est la volonté expresse des parties que cette convention et tous les documents s’y rattachant soient redigés et signés en anglais.

[bookmark: _Toc43462285]





















Appendix H – OBI Confidentiality Agreement Template

ONTARIO BRAIN INSTITUTE 

Confidentiality Agreement 
Annual Compliance Form for Staff 

“Confidential Information” means information in recorded or unrecorded form that is not generally available to the public and is generated, collected or used in the course of our current and anticipated business activity, including our research and development activity. 

Confidential Information does not include “Trade Knowledge,” which for the purposes of this agreement means information about processes, techniques and ideas which are commonly known by professionals in your trade. 

You understand that Confidential Information does not need to be expressly marked as confidential to be protected under this agreement. 

You further understand that Confidential Information includes business and marketing plans, bids and proposals, customer lists, lists of suppliers, surveys, plans and specifications, personal information of employees, information about the composition of work teams, purchasing and internal cost information, operating manuals, engineering standards and specifications, price and cost data, price and fee amounts, pricing and billing policies, quoting procedures, marketing techniques and methods of obtaining business, forecasts and forecast assumptions and volumes, contracts, customer information, quantity and specifications of products and services purchased, leased, licensed or received by customers or clients, work product and Intellectual Property. 

Finally, you understand that in the course of your dealings with clients or applicants, you may receive information that is regarded as confidential, and whether covered by a non-disclosure agreement or not, you are obligated to respect their confidence. 

During your employment you agree to: 

1. use, communicate, copy, transfer or disclose Confidential Information only as necessary to fulfil 
your employment duties unless you have our prior written permission; 
2. refrain from communicating or transferring Confidential Information through an e-mail account 
or system for sharing electronic records that is not administered by the company; and 
3. take reasonable steps to protect Confidential Information from unauthorized use, 
communication, copying, transfer and disclosure by other employees and individuals. 
After your employment ends, whether you resign or are terminated for any reason, you agree to: 

1. immediately return all company-owned computer equipment and all manuals, documents, 
papers and other records in your possession (whether in electronic or physical form); and 
2. permanently refrain from using, communicating and disclosing Confidential Information for any 
reason except with our prior written permission. 

I have read and understand the above Confidentiality Agreement regarding the confidentiality of the information that I may have access to in the course of my employment at OBI, whether working for OBI and/or any of its partners. I have discussed any questions I may have regarding this Agreement with my manager. I understand and accept the special nature of my role, the importance of confidentiality in my role and the damage that my failure to keep the Information confidential may cause the OBI and its stakeholders, and hereby agree to the preservation of the confidentiality and integrity of such Information and any policies regarding the same which may be implemented by OBI from time to time. 

I also understand and agree that in the event that I breach the Policy that I may be subject to immediate dismissal for cause and /or legal action including injunctive relief to prevent me from disclosing any confidential Information and/or damages. Upon the termination of my employment (for any reason) I hereby undertake to return to the OBI any confidential information and/or property in my possession. 

Print Name: ____________________________________________ 
Signature: ____________________________________________ 

Date: 
Witness: ________________________



[bookmark: _Toc43462286]Appendix I – Master Services Agreement Template 








[bookmark: _Toc43462287]Appendix J – Zone 3 Data Transfer Agreement

(In development)

[bookmark: _Appendix_K-_Policies][bookmark: _Toc43462288]Appendix K- Policies and Procedures

Privacy Policies: 
· Procedures to enable the secure transfer of Data, as required.  

· Procedures to ensure the secure handling of Data, and reporting if Data was inappropriately collected, used, disclosed or retained (see: Privacy Breach Protocol);

· Procedures to limit Data access only to those that need it in the course of their duties, as determined by OBI and performing periodic reviews of access to ensure compliance;

· Signing of confidentiality agreements by all employees of OBI, the Service Group, prior to commencement of employment or affiliation with OBI and renewal on an annual basis;

· Procedures to receive and respond to inquiries and complaints about OBI’s information practices;

· Providing training and awareness activities, and communicating policies and practices surrounding privacy to impacted groups;

· Responding to requests for access to, or corrections of PHI. Such requests will be redirected to the applicable Health Information Custodian, as appropriate;

· Regularly conducting privacy compliance and operational reviews of ongoing and new activities and reporting these activities to the Brain-CODE Informatics Steering Committee and the Information Security Committee periodically.
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BRAIN-CODE INFORMATICS PLATFORM SERVICES AGREEMENT

THIS BRAIN-CODE INFORMATICS PLATFORM SERVICES AGREEMENT is
dated as of the dd-mm-yyyy (“Execution Date”).

BETWEEN:

ONTARIO BRAIN INSTITUTE,
an Ontario not-for-profit corporation
(“OBI”)

-and -

SERVICE GROUP,
(“SERVICE GROUP”)

RECITALS:

A WHEREAS the Ontario Government in November of 2010 announced its commitment to
support OBI and to focus Ontario’s investments in research and innovation as well as to
promote the commercialization of neuroscience research and to leverage private sector
support;

B. AND WHEREAS OBI has been established to become an internationally recognized centre
of excellence in brain and neuroscience research by initiating, funding, promoting,
stimulating and translating brain and neuroscience research, clinical application,
commercialization and education and training related to the prevention, early detection,
diagnosis, treatment and control of brain diseases and disorders;

C. AND WHEREAS OBI intends to support Integrated Discovery Programs (IDPs) (the
“Research Programs”) that focus on a specific brain condition and comprise: a
standardized, comprehensive, rich and accessible database of patient assessments; cross-
institutional teams of basic, clinical and applied scientists engaged in multi-disciplinary
research; and partnerships of researchers and clinicians with industry, charitable
organizations, and government to translate results into improved patient care;

D. AND WHEREAS OBI is an electronic service provider as contemplated in O. Reg 329/04
of the Personal Health Information Protection Act (“PHIPA”);

NOW THEREFORE, in consideration of the mutual covenants and agreements contained

in this Agreement and other good and valuable consideration (the receipt and sufficiency of which
are hereby acknowledged), the Parties agree as follows:

CONFIDENTIAL
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ARTICLE 1
INTERPRETATION

Definitions

Capitalized terms used herein and not otherwise defined will have the meaning set forth in
Schedule 1.1.

Schedules
The following are the Schedules attached to this Agreement:
Schedule 1.1 —  Definitions

Schedule 1.1.67 Permitted Subcontracts

Schedule 3.1 —  Form of Statement of Work

Schedule 12.1.1 —  OBI Policies

Schedule 12.1.2 —  Terms of Reference for Brain-CODE Administration
Schedule 12.1.4 —  Brain-CODE Data Sharing Policy

Schedule 14.2.1 —  Third Party Software

Schedule 17.6.1 —  Termination Assistance Fees

Schedule 19 —  Insurance

Statement of Work —  Statement of Work Number 001

Headings and Table of Contents

The inclusion of headings and a table of contents in this Agreement are for convenience of
reference only and will not affect the construction or interpretation hereof.

Currency

Except where otherwise expressly provided, all amounts owing by the Parties pursuant to
this Agreement are stated and will be paid in the lawful currency of Canada.

Extended Meanings

151 Unless the context requires otherwise, words importing the singular include the
plural and vice versa and words importing gender include all genders. The terms
“including” and “include” will mean “including, without limitation” and
“include, without limitation”, respectively and the use of the term “day” will
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mean a calendar day.

1.5.2 Where an Approved Subcontractor is providing any Services, a reference to
SERVICE GROUP will include such Approved Subcontractor to the extent that
such term or condition applies to such Approved Subcontractor’s provision of
the Services;

Co-Operation with OBI and others

SERVICE GROUP acknowledges that OBl may make available all or any portion of the
Services as part of the operations of OBI, including electronic access to the Brain-CODE
Platform to various individuals and institutions (including research institutions) and such
access may require the reasonable cooperation and assistance of SERVICE GROUP and
the Approved Subcontractors.

Non-Exclusive Relationship with SERVICE GROUP

SERVICE GROUP acknowledges and agrees that this Agreement will not be interpreted
to grant to SERVICE GROUP exclusive rights, or to bind OBI in any way to an exclusive
relationship with SERVICE GROUP, with respect to the Services or any other service or
program either currently existing or arising in the future.

Legal Counsel

The Parties acknowledge that their respective legal counsels have reviewed and
participated in settling the terms of this Agreement, and agree that any rule of construction
to the effect that any ambiguity in this Agreement will be resolved against the drafting
Party will not be applied to the interpretation of this Agreement.

Amendments

Except as otherwise expressly permitted herein, this Agreement, including each Schedule
to this Agreement, may not be amended or supplemented except by mutual written
agreement of the authorized signing officers of each of the Parties. Any such agreement
will expressly state that it is intended to amend or supplement, as the case may be, this
Agreement.

Remedies Cumulative

Unless otherwise expressly stated herein, all rights and remedies of each Party under this
Agreement are in addition to such Party’s other rights and remedies and are cumulative,
not alternative.

Technical Terms

Any capitalized term used in this Agreement that is not defined in Schedule 1.1 or
elsewhere in this Agreement will have the generally accepted industry or technical meaning
given to such term.
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Business Days

If any payment is required to be made or other action is required to be taken pursuant to
this Agreement on a day which is not a Business Day, then such payment or action, as the
case may be, will be made or taken on the next Business Day.

ARTICLE 2
INTRODUCTION

Description of Services

211

212

2.1.3

214

2.15

SERVICE GROUP will provide, on the terms and conditions set out herein, the
Services set out in this Agreement, including those Services set out in various
SOWs agreed on from time-to-time including those SOWSs created pursuant to
the Initial Agreement and those SOWSs provided on Schedule 3.1 #001 hereto.
Without limitation, the Services may include some or all of the following: to
deploy and provide technical support for tools to collect data for each Research
Program, to deploy and provide technical support for tools to collect such
Research Program data in a common database, to create and manage such
database, to create and manage a user interface to access the information in such
database, to enable researchers to aggregate data from relevant provincial
electronic medical record databases with Research Program data, to provide
documentation to various parties (including parties associated with the
Research Program) to enable such parties to understand the data included in
such common database.

Unless specifically agreed to by OBI, direct contracts between SERVICE
GROUP and OBI’s Integrated Discovery Programs are not permitted for Brain-
CODE.

The Services shall include all services, functions and responsibilities (including
all Hardware, Software, Systems and personnel) that are inherent in or
necessary to provide or customarily provided as part of the Services.

SERVICE GROUP shall also perform all other obligations and services
expressly required to be performed by SERVICE GROUP pursuant to this
Agreement.

SERVICE GROUP and OBI may enter, from time to time, into separate
agreements to provide additional services to OBI for other purposes, such as
supporting OBI clients. Such agreements will not be construed as pursuant to
this Agreement or its related Services.

Provision of Services to OBI Affiliates and Program Proponents

221

Upon OBI’s written request, SERVICE GROUP will provide the Services or
any part of the Services to any OBI Affiliate or Program Proponent in place of
OBI, in accordance with this Agreement, as if such Services were provided
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directly to OBI.

2.2.2 Without limiting Section 2.2.1, if OBI would be entitled to enforce rights or
remedies under this Agreement in connection with Services provided to an OBI
Affiliate or a Program Proponent if such Services were provided directly to
OBI, then OBI will be entitled to enforce such rights or remedies on behalf of
such OBI Affiliate or Program Proponent.

ARTICLE 3
PROCESS FOR CREATION OF SOWS

Creation of SOWs

The Parties will, from time-to-time, work together, and negotiate in good faith, to create
statements of work for one or more elements of the Services. Unless otherwise agreed by
the Parties, each statement of work will be in the form set out in Schedule 3.1. Unless
otherwise stated in a statement of work, a statement of work shall become effective upon
the execution by each Party of such statement of work and delivery of each Party’s
signature page to the other Party (such effective statement of work, an “SOW?”). The
deliverables of SERVICE GROUP as set out in the various SOWs are referred to as
“Deliverables” and for greater certainty the performance and or delivery of the
Deliverables shall be deemed Services. Once effective, the SOW shall form part of this
Agreement, and the Parties shall be bound by its terms.

SOWs and this Agreement, Paramountcy

This Agreement, amongst other things, contains representations, warranties, covenants and
other terms concerning the provision of the Services. It may be the case that one or more
SOWs contain provisions relating to the same subject matter. For example, this Agreement
contains provisions relating to training, and it may be the case that one or more SOWs also
contain provisions relating to training. Representations, warranties, covenants and other
provisions in any SOW shall be in addition to, and not in replacement of, any provision of
this Agreement. Notwithstanding the previous sentence, a representation, warranty,
covenant or other provision in any SOW shall be considered paramount to any provision
of this Agreement if it is explicitly stated in such SOW, in close proximity to such
representation, warranty, covenant or other provision, “To the extent that this
[representation, warranty, covenant or other provision] contradicts and is otherwise
incapable of being construed in conjunction with any other provision of the
Agreement, this provision shall take precedence over those contained in the
Agreement.” If such language is used, then if such representation, warranty, covenant or
other provision contradicts and is otherwise incapable of being construed in conjunction
with any other provision of this Agreement, such provision in the SOW shall take
precedence over those contained in this Agreement. If the foregoing language is not so
explicitly used then if such representation, warranty, covenant or other provision
contradicts and is otherwise incapable of being construed in conjunction with any other
provision of this Agreement, such contradictory provision in this Agreement shall take
precedence over those contained in the SOW.
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ARTICLE 4
DEVELOPMENT SERVICES

Brain-CODE Platform

The Services shall include the continued development and maintenance of the Brain-CODE
Platform by SERVICE GROUP. The Brain-CODE Platform will continue to be developed,
delivered and implemented in accordance with one or more of the SOWs.

Development Services

4.2.1 As set out in one or more of the SOWSs the Services will include the
development or deployment of Software, including commercial, open-source or
other third-party Software, the integration of such Software with or into
Hardware and Systems, the testing of such Software, Hardware and Systems,
where required (collectively the “Development Services”™).

4.2.2 The Development Services shall be performed in accordance with the terms of
this Agreement and the SOWs.

ARTICLE S
TESTING

Testing

To the extent that an SOW involves testing, unless otherwise set out in the SOW applicable
to such testing, the following will apply:

51.1 The goal of the Testing is to ensure that the Deliverable meets any
specifications set out for such Deliverable in one or more SOWSs (the
“Acceptance Criteria”).

Testing by SERVICE GROUP of Deliverables

521 SERVICE GROUP will complete an internal assessment, including one or more
forms of testing of each Deliverable as deemed appropriate for the Deliverable
by SERVICE GROUP and as stated in the applicable SOW, in order to
determine conformity to the Acceptance Criteria. Once SERVICE GROUP is
satisfied that a deliverable is able to satisfy the Acceptance Criteria, it shall
advise OBI that OBl may conduct any testing it desires to perform to ensure
that the Deliverable satisfies the Acceptance Criteria. At OBI’s request,
SERVICE GROUP will provide OBI with test results in an agreed format for
the cycles of testing performed by SERVICE GROUP in accordance with this
Section 5.2.1. At OBI’s request, and with SERVICE GROUP’s agreement,
SERVICE GROUP will permit representatives of OBI to observe and
participate in the SERVICE GROUP testing of any Deliverable.

522 SERVICE GROUP will review with OBI: (i) all SERVICE GROUP test plans
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and test cases (“SERVICE GROUP Test Plan”) used to perform the testing
conducted pursuant to Section 5.2.1; (ii) all related test results; and (iii) any
other information that OBI reasonably requests in order for OBI to verify and
assess the Testing performed by SERVICE GROUP (collectively, the
“SERVICE GROUP Test Materials”) and upon request from OBI, acting
reasonably, will provide a copy of the portion requested. OBI will have a right
to propose additional testing to SERVICE GROUP.

SERVICE GROUP will deliver a written notice of readiness signed by an
SERVICE GROUP Representative in respect of each Deliverable that requires
testing pursuant to an SOW, stating that the Deliverable has passed all required
testing performed by SERVICE GROUP and is ready for OBI to conduct OBI
testing (the “Notice of Readiness”). OBI will be entitled to reject the Notice of
Readiness if OBI, acting reasonably, (i) determines that SERVICE GROUP did
not fulfill its obligations in respect to the SERVICE GROUP Test Plan for the
given Deliverable; or (ii) determines that the materials provided by SERVICE
GROUP concerning such Testing indicate that the Deliverable fails to meet the
Acceptance Criteria by delivering a written notice of rejection to SERVICE
GROUP (“Rejection Notice”) within ten (10) business days of receipt of the
Notice of Readiness.

If OBI rejects a Notice of Readiness, SERVICE GROUP will correct the
Deliverable and will resend a Notice of Readiness to OBI and such procedure
for the delivery and Acceptance of the Notice of Readiness will continue until
such time as OBI notifies SERVICE GROUP that it Accepts the applicable
Notice of Readiness.

OBI Testing

531

5.3.2

OBI may choose to perform testing after receiving a Notice of Readiness. OBI
testing, at OBI’s option, may include unit testing, integration testing, functional
testing, Regression testing, stress/volume testing, user acceptance testing,
privacy impact assessment and other related testing of each Deliverable that it
deems to require testing, to ensure that it meets the Acceptance Criteria.

If OBI determines, as a result of such testing that all or any part of any
Deliverable or previously delivered Deliverable fails to meet the Acceptance
Criteria for the Deliverable that is subject to OBI testing, OBI will deliver to
SERVICE GROUP a written notice of such failure (“Failure Notice”) within
twenty (20) business days of receipt of the Notice of Readiness. A Failure
Notice will include a description of the reasons for the failure to pass Testing.
Upon receipt of a Failure Notice SERVICE GROUP will begin to make
necessary corrections to the Deliverable or at the direction of OBI, SERVICE
GROUP will back out the Deliverable from the production environment, OBI
will, at SERVICE GROUP’s request, provide additional information which
SERVICE GROUP reasonably requests in order to understand the testing that
the Deliverable failed to pass and the applicable OBI test results. Upon
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SERVICE GROUP’s completion of required corrections to the Deliverable OBI
will then conduct further OBI testing.

Dispute Resolution

If either Party believes that the other Party is misusing the testing process, including using
the testing process to cause a significant delay, such allegation will be referred to the
dispute resolution process in accordance with Article 20.

Testing Environments

SERVICE GROUP will provide OBI with access to any Brain-CODE testing
environments, tools, Software, Hardware, and personnel relevant to the SERVICE GROUP
Test Plan in order for OBI to review the SERVICE GROUP Test Plan or testing results
pursuant to Section 5.2.2, to observe SERVICE GROUP testing and or to conduct portions
of OBl testing which coincide with the SERVICE GROUP Test Plan.

ARTICLE 6
ACCEPTANCE
Acceptance of Deliverable
6.1.1 Acceptance of a Deliverable will occur only upon the delivery by OBI to

SERVICE GROUP of a written notice confirming that OBI accepts such
Deliverable (an “Acceptance Notice”). The delivery of an Acceptance Notice
will trigger a Go Live Date, where applicable, for a Deliverable.

6.1.2 If OBI has delivered an Acceptance Notice in respect of a Deliverable,
SERVICE GROUP will not be required to obtain any further acceptance of the
same Deliverable. However, the acceptance by OBI of a Deliverable will not
preclude OBI from delivering a Failure Notice or from otherwise refusing to
provide acceptance of any subsequently delivered Deliverable on the basis that
any Deliverable in respect of which OBI has provided its acceptance no longer
meets the applicable Acceptance Criteria when tested as part of the
subsequently delivered Deliverable. In such circumstances the applicable
provisions of Section 5.3.2 will apply.

6.1.3 Upon SERVICE GROUP’s receipt of an Acceptance Notice, SERVICE
GROUP shall commence the performance of the applicable Maintenance and
Support Services if applicable to such Deliverable in accordance with Article
9, and the applicable SOW pertaining to such Deliverable.

ARTICLE 7
DELIVERABLE DOCUMENTATION

Deliverable Documentation

SOWs will specify the documentation to be provided to OBI in association with such
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Deliverable (the “Deliverable Documentation”). The Deliverable Documentation shall
meet the Documentation Standard.

Evaluation and Correction of Deliverable Documentation

If OBI, acting reasonably, determines that the Deliverable Documentation, or any
Enhancement thereto, fails to meet the Documentation Standard, then OBI will provide
SERVICE GROUP in writing details regarding the deficiency, and SERVICE GROUP
will, within forty five (45) Business Days or other mutually agreed period having regard
to the nature of the deficiency, SERVICE GROUP’s available resources and OBI’s
requirements, after the request is made by OBI, deliver to OBI replacements of the
Deliverable Documentation or the deficient parts thereof that remedy the deficiencies
identified by OBI.

ARTICLE 8
TRAINING SERVICES

Training Services

One or more SOWs may include Deliverables that include training services, whereby
SERVICE GROUP agrees to provide training. SERVICE GROUP will deliver to OBI any
training materials and other Deliverable Documentation in accordance with the applicable
SOW. The format, intended target audience, and other relevant attributes of the training
services and training materials shall be specified in the applicable SOW.

Training Materials

If either OBI, acting reasonably, or SERVICE GROUP determine that any training
materials, or other Deliverable Documentation associated with the training and described
in the applicable SOW, or any Enhancement thereto, is incomplete, unclear or inaccurate,
then SERVICE GROUP will promptly deliver to OBI replacements of the training
materials or other Deliverable Documentation or the deficient parts thereof that remedy the
deficiencies identified by OBI or SERVICE GROUP.

Training Standards

8.3.1 SERVICE GROUP will assign personnel with sufficient qualifications and
seniority and having expertise and knowledge of the Deliverables to perform
the training services.

8.3.2 If the training services provided by SERVICE GROUP do not meet OBI’s
reasonable standards or do not satisfy the requirements of the Deliverable, then,
at OBI’s direction, SERVICE GROUP will: (a) promptly make changes to the
training services, the training materials or the representatives providing the
training services reasonably required by OBI in order to address the failure to
meet the standards set forth in the SOW or OBI’s standards; and (b) re-perform
the portion of the training services provided by SERVICE GROUP that did not
meet the standards set forth in the SOW.
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Recording of Training Services

OBI may, without being required to pay any additional fee to SERVICE GROUP or any
other party, record any training services sessions conducted by SERVICE GROUP, subject
to requirements of Applicable Laws (including copyright laws) applicable to training
materials created, used, or provided by SERVICE GROUP. In addition, at OBI’s direction
and at OBI’s expense, SERVICE GROUP will record any training services sessions. OBI
will provide such direction to SERVICE GROUP with reasonable notice and provide
sufficient information and material resources for SERVICE GROUP to carry out such
recording. OBI may use, reproduce, edit, and rebroadcast all or any part of the recordings
made by OBI or by SERVICE GROUP pursuant to this Section 8.4, subject to requirements
of Applicable Laws (including copyright laws) applicable to training materials created,
used, or provided by SERVICE GROUP.

ARTICLE 9
MAINTENANCE AND SUPPORT SERVICES

Definition of Maintenance and Support Services

SERVICE GROUP will, at the Go Live Date for an applicable Deliverable, commence to
perform in respect of such Deliverable the maintenance and support Services (the
“Maintenance and Support Services”) associated with such Deliverable, if any, as set in
the SOW or SOWSs pertaining to such Deliverable or Deliverables, or in one or more
separate SOWs that address Maintenance and Support Services.

Performance of Maintenance and Support Services

SERVICE GROUP will perform each Maintenance and Support Service in a manner that
meets or exceeds the applicable service levels set out in the applicable SOW pertaining to
such Maintenance and Support Services (each, a “Service Level” and, together with one
or more other Service Levels, the “Service Levels”).

SERVICE GROUP Data Responsibilities

9.3.1 If OBI Program Information becomes damaged or unavailable to OBI while in
the possession or control of SERVICE GROUP during the Term and without
the fault of OBI, SERVICE GROUP will, without additional charge to OBI,
reconstruct the affected OBI Program Information.

9.3.2 SERVICE GROUP will, at the request of OBI and at OBI’s expense, use
commercially reasonable efforts to assist OBI to reconstruct OBI Program
Information that becomes damaged or unavailable when not in the possession
or control of SERVICE GROUP.

9.3.3 If, due to the failure of SERVICE GROUP to perform a backup in accordance
with any SOW pertaining to backing up of OBI Program Information and in
accordance with backup service levels set forth in such SOW, any Program
Information is not available from such backup materials, SERVICE GROUP
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will, without additional charge to OBI, recreate the damaged or destroyed data,
from alternative sources up to the currency of the backup copy which would
have been available had the backup services been performed as required under
this Agreement. SERVICE GROUP may request, and OBI will, if reasonable,
provide SERVICE GROUP with, assistance in providing alternate source data,
and SERVICE GROUP will be responsible for OBI’s reasonable costs incurred
in providing such data to SERVICE GROUP.

ARTICLE 10
FEES

No Other Fees or Charges

Except as expressly stated in this Agreement (including any SOWSs), there will be no other
fees payable by OBI to SERVICE GROUP in respect of the Deliverables or the Services.

Fees

In consideration for the performance by SERVICE GROUP of its obligations hereunder
and pursuant to the various SOWSs, subject to the remainder of this Article 10, OBI will
pay to SERVICE GROUP the applicable fees set out in the various SOWs (the “Fees”),
plus applicable Taxes. Fees may also include other amounts negotiated and agreed to in
writing between the Parties and payable to SERVICE GROUP, where such Fees are not
necessarily set out in an SOW.

Proration of Payments

If any period in which any payment is to be made is less than the full period in respect of
which the payment is due (for example, because a payment obligation did not occur on the
commencement date of the period), then the payment will be prorated on a daily basis based
on the number of days in the actual period.

Taxes

The Parties’ respective responsibilities for Taxes arising under or in connection with this
Agreement will be as follows:

10.4.1 Each Party will be responsible for any personal property taxes on property it
owns or leases, for franchise and privilege taxes on its business, taxes on its
capital and for taxes based on its net income or gross receipts.

10.4.2 SERVICE GROUP will be responsible for any Tax payable by SERVICE
GROUP on the goods or services used or consumed by SERVICE GROUP in
providing the Services and for any Tax that is imposed on and payable by
SERVICE GROUP in respect of any of the Fees payable pursuant to this
Agreement. For greater certainty this Section 10.4.2 will not apply to any Tax
which SERVICE GROUP is required to collect from OBI and remit to a taxing
authority.
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OBI will be responsible for any Tax that is imposed on an amount payable by
OBI in respect of any of the Fees payable pursuant to this Agreement.

SERVICE GROUP will remit in a timely manner all applicable sales, use,
value-added, services, consumption and goods and services taxes charged to the
appropriate authorities which it is required to collect from OBI in respect of any
Tax referred to in Section 10.4.3.

In addition to SERVICE GROUP’s invoicing requirements set forth in this
Agreement, SERVICE GROUP will segregate the Fees and other payments
required to be made under this Agreement (if any) into separate payment
streams for each jurisdiction in Canada: (i) those for Services for which a Tax
is payable, breaking out provincial sales tax; (ii) those for which SERVICE
GROUP functions merely as a payment agent for OBI in receiving goods,
supplies, or services (including leasing and licensing arrangements for which it
bills for a reimbursement of its cash outlays); and (iii) those for other Services
for which no Tax is payable.

SERVICE GROUP represents, warrants and covenants to OBI that SERVICE
GROUP will charge, collect and remit all Taxes that it is required to collect and
remit under Applicable Law in a timely manner.

The Parties agree to cooperate with each other to enable each to more accurately
determine their respective tax liabilities and to minimize such liability to the
extent legally permissible.

OBI is entitled to deduct or withhold any payment to SERVICE GROUP, in
respect of Taxes, that is required to be withheld or deducted in accordance with
Applicable Law in relation to Taxes.

SERVICE GROUP shall invoice OBI for Services as set out in each SOW
(unless otherwise agreed to by the Parties in writing).

Each invoice will clearly state, with respect to each Fee, the Deliverable that
the Fee relates to, the SOW or other agreement that stipulates the calculation of
the Fee and provide supporting documentation concerning the calculations of
the Fee, all in form and substances reasonably satisfactory to OBI.

SERVICE GROUP may not deliver an invoice to OBI, and OBI will not be
obligated to pay an invoice for any amounts payable pursuant to this
Agreement, including Fees, more than one hundred and eighty (180) days
following the date on which SERVICE GROUP’s right to invoice OBI for such
payment arose, regardless of the invoice date, provided that such one hundred
and eighty (180) day period shall not begin for any amount in Dispute until the
resolution of such Dispute. SERVICE GROUP may not deliver, and OBI will
not be obligated to pay any additional amount resulting from a correction of an
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invoice issued in compliance with this Section 10.5 more than one hundred and
eighty (180) days following the date on which the original invoice was issued.

10.6  Payment of Invoiced Amounts; Disputes

10.6.1

10.6.2

10.6.3

10.6.4

Invoices submitted to OBI for Fees shall be due and payable within thirty (30)
days of receipt of the Invoice.

If payment has not been received by SERVICE GROUP by the applicable due
date, SERVICE GROUP will provide written notice to OBI. OBI will provide
a written response to SERVICE GROUP of receipt of such written notice from
SERVICE GROUP within five (5) business days of receipt by OBI of such
notice of the failure to make such payment. OBI will either cure such non-
payment as soon as is reasonably possible and specify such intention to pay in
such response to SERVICE GROUP, or OBI will provide reasonably sufficient
justification in such response for OBI’s intention to withhold payment in
accordance to the terms of this Agreement.

If any portion of an amount invoiced by SERVICE GROUP under this
Agreement is subject to a Dispute between the Parties, OBI will pay to
SERVICE GROUP on the date such amount is due all amounts not disputed in
good faith by OBI. Within twenty five (25) days of OBI’s receipt of the Invoice
on which a disputed amount appears, OBI will notify SERVICE GROUP in
writing of the specific items in dispute, which such notice will describe in detail
OBI’s reason for disputing each such item. Within fifteen (15) days of
SERVICE GROUP’s receipt of such notice, the Parties will refer the Dispute
for resolution pursuant to the provisions of Article 20. Failure to give notice of
a Dispute or payment of an amount invoiced will not affect OBI’s right to later
submit the amount to Dispute.

Notwithstanding anything to the contrary provided in this Agreement,
SERVICE GROUP shall advise OBI in the event that it has failed to pay any
amounts owing to any Approved Subcontractor for services provided by such
Approved Contractor relating to this Agreement, within the payment terms
required by such Approved Subcontractor. If the amounts owing to such
Approved Subcontractor by SERVICE GROUP are not disputed, OBI may (i)
make any payments owing by OBI to SERVICE GROUP, directly to such
Approved Subcontractor and such payment shall be deemed to a payment to
SERVICE GROUP in satisfaction of amounts owing to SERVICE GROUP
from OBI, or (ii) withhold payment to SERVICE GROUP in the amount owing
to such Subcontractor until such time as OBI has received reasonable evidence
that SERVICE GROUP has satisfied the amounts owing to such Approved
Subcontractor.

ARTICLE 11
ENGAGEMENT MANAGEMENT; EMPLOYMENT MATTERS
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Responsibility as Prime Contractor

Without limiting the ability of any remedies available to OBI pursuant to Applicable Law
(including any remedies or courses of action available to OBI against third parties),
SERVICE GROUP acknowledges and agrees that SERVICE GROUP is responsible and
liable for the performance of all Services in accordance with this Agreement, irrespective
of whether such Services were performed by a third party, and whether or not OBI had
knowledge of the performance of such Services by a third party.

Engagement Manager and Research Team Program Manager

1121

11.2.2

Commencing on the Execution Date and continuing throughout the Term,
SERVICE GROUP will make available on a dedicated basis an Engagement
Manager who will act as a point contact for OBI, and who will be responsible
for coordinating and overseeing the performance by SERVICE GROUP of its
obligations set out in this Agreement. An Engagement Manager, or delegate,
will report directly to the OBI Informatics Steering Committee or its
representative.

SERVICE GROUP will make available one or more research team program
managers who will act as a point of contact for representatives of each Research
Program, and who will be responsible for coordinating and overseeing the
performance by SERVICE GROUP of its obligations set out in this Agreement
with respect to the Research Programs. Each research team program manager
will report directly to the Engagement Manager and will make him/herself
available to the OBI Informatics Steering Committee or any member of the OBI
Informatics Steering Committee upon request.

Subcontractors

11.3.1

11.3.2

11.3.3

11.34

SERVICE GROUP will have the right to enter into Permitted Subcontracts
required in order to perform the Services without OBI’s approval. Except as
permitted in the preceding sentence, SERVICE GROUP will not delegate or
subcontract all or any part of the Services without the prior written approval of
OBI. Each Person that is a party to a Permitted Subcontract with SERVICE
GROUP and each other Person for whom OBI provides written consent to the
engagement to perform specific obligations of SERVICE GROUP set out in
this Agreement as required by this Section 11.3.1 will be an “Approved
Subcontractor”.

SERVICE GROUP agrees to provide to OBI any Permitted Subcontract either
prior to, or after its execution at the request of OBI.

SERVICE GROUP agrees that the Permitted Subcontract will adhere to OBI’s
Policies, as outlined in Schedule 12.1.1

Any approval of any Approved Subcontractor or subcontract granted by OBI
pursuant to this Section 11.3 will relate only to the specific tasks in respect of
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which such approval was granted. Any further subcontracting of the same tasks
to another Person or additional tasks to the same Approved Subcontractor (other
than those for which approval has already been provided by OBI) will require
further approval from OBI unless it is a Permitted Subcontract.

The subcontracting of all or any part of SERVICE GROUP’s obligations set
out in this Agreement to any Approved Subcontractor will not relieve
SERVICE GROUP from any obligation or liability under this Agreement.
SERVICE GROUP will remain responsible for the performance of all or any
part of its obligations set out in this Agreement performed by any Approved
Subcontractors to the same extent as if such obligations were performed by
SERVICE GROUP. Any breach of this Agreement by any Approved
Subcontractor will be deemed to be a breach of this Agreement by SERVICE
GROUP.

If SERVICE GROUP becomes aware of any actual or suspected breach of a
Permitted Subcontract that may affect the ability of SERVICE GROUP to
perform its obligations under this Agreement in a material respect, or if
SERVICE GROUP reasonably believes that any such breach is likely to occur,
SERVICE GROUP will promptly notify OBI in writing and provide OBI with
such information relating to such breach or suspected breach or likely breach as
OBI may reasonably request.

11.4 Cooperation and Coordination with Other Service Providers

114.1

11.4.2

SERVICE GROUP acknowledges that OBI has entered into agreements and
may in its discretion enter into additional agreements with other Persons that
supply Hardware, Software, Systems or other products or services that are
related to the operation of the Brain-CODE Platform, including Hardware,
Software, Systems, products or services that integrate or interface with the
Brain-CODE Platform and project management, business process and other
consulting services (each, an “Other Service Provider”) and that the
performance by such Other Service Providers of their obligations and the
operation, support, maintenance and use of the Hardware, Software, Systems,
products or services of such Other Service Providers and the integration,
interface and communication with the Brain-CODE Platform may require the
reasonable cooperation and assistance of SERVICE GROUP and the Approved
Subcontractors.

SERVICE GROUP will cooperate with and assist, and will cause each
Approved Subcontractor to reasonably cooperate with and assist, the Other
Service Providers in order to coordinate the performance by each Other Service
Provider of its obligations with the performance of the obligations of SERVICE
GROUP and the Approved Subcontractors. Should the provision of services
with respect to such cooperation with or assistance to Other Service Providers
require SERVICE GROUP to incur expenses not accounted for in any SOW
previously submitted by SERVICE GROUP to OBI, SERVICE GROUP will
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submit to OBI an SOW that is applicable to such services. OBI will provide
reasonable cooperation and assistance to, and will cause each of the Other
Service Providers to reasonably cooperate with and assist, SERVICE GROUP
and any Approved Subcontractor in order to coordinate the performance by
SERVICE GROUP and any Approved Subcontractor with the Other Service
Providers.

Contract Governance

In order to facilitate the proper management and control of the relationship of the Parties
in connection with this Agreement on a day-to-day basis, each Party will comply with and
make available resources to comply with the contract governance model set out in Schedule
12.1.1 (the “OBI Policies”). This relationship management will be reviewed as necessary
by the Parties during the Term. The Parties intend that governance of their relationship
pursuant to this Agreement will follow the guidelines and principles set forth in Schedule
12.1.1, as such guidelines and principles may be amended or supplemented by the Parties
through mutual agreement from time-to-time during the Term.

ARTICLE 12
OPERATIONAL MANAGEMENT; COMPLIANCE WITH OBI
POLICIES; COMPLIANCE WITH LAWS; REGULATORY MATTERS

OBI Policies

12.1.1 The OBI Policies are set out in Schedule 12.1.1. SERVICE GROUP represents
that it has read and understands all OBI Policies and agrees that it will, and will
ensure that each Approved Subcontractor will, comply with the OBI Policies.

12.1.2 OBI may from time-to-time, in its discretion, amend any OBI Policies or add
new policies, and request through the Change Order Process that SERVICE
GROUP comply with such new or amended OBI Policies. Upon the execution
of a Change Order by the Parties, Schedule 12.1.1 will be updated to reflect the
agreed Change Order. For greater certainty any Change Order required to
comply with a change to OBI’s Privacy Policies which would be required for
SERVICE GROUP to meet its obligations pursuant to Section 12.5.4 will be at
no additional charge.

12.1.3 If SERVICE GROUP becomes aware of any actual or suspected breach of an
OBI Policy or if SERVICE GROUP reasonably believes that any such breach
is likely to occur, SERVICE GROUP will promptly notify OBI in writing and
provide OBI with such information relating to such breach or suspected breach
or likely breach as OBI may reasonably request.





12.2

12.3

12.4

1112 -17-

Security Policies and Encryption

1221

12.2.2

12.2.3

In addition to and without limiting the obligations of SERVICE GROUP set
forth in Section 12.1, SERVICE GROUP will review and update (each in the
normal course), and maintain and enforce, and will cause all Approved
Subcontractors to review and update (each in the normal course), and maintain
and enforce, internal security and back-up procedures to protect OBI
Intellectual Property and all other Confidential Information (the “Security
Policies”).

OBI Program Information may include dates of birth, “encrypted” OHIP
numbers and Personal Health Information, of patients, subjects or individuals.
Consequently, adequate protection by SERVICE GROUP regarding
unauthorized access to this OBI Program Information is of the highest
importance.

SERVICE GROUP acknowledges that nothing in Section 12.2 will be
construed to relieve SERVICE GROUP from any of its obligations to perform
the Services or to otherwise develop, operate, support and maintain the Brain-
CODE Platform in accordance with the terms of this Agreement, or from any
liability for failure to perform such obligations, which will continue to apply
whether or not SERVICE GROUP has complied with the obligations set forth
in Section 12.2 and whether or not the policies and procedures, tools and
standards of practice referred to in Section 12.1 are effective.

Maintenance of Systems and OBI Program Information in Canada

SERVICE GROUP will ensure that, unless specifically contemplated and set out in a SOW
or preapproved in writing by OBI, at all times during the Term:

12.3.1

12.3.2

The Brain-CODE Platform and any other Hardware, Software, Systems and
facilities used by SERVICE GROUP or any Approved Subcontractor to
maintain or process any information or data comprising or relating to the
preparation and maintenance of records or OBI Program Information, as
modified from time-to-time, will be physically located in Canada; and

all OBl Program Information, in SERVICE GROUP’s or an Approved
Subcontractor’s possession or control (including any back-ups and other copies
of OBI Program Information or such other information or data) (collectively
“OBI Sensitive Information”) will be located on media that is physically
located in Canada, and will be stored and processed on the Brain-CODE
Platform located in Canada.

Compliance with Applicable Law

1241

Each of SERVICE GROUP and OBI will perform its obligations under this
Agreement in compliance with all Applicable Laws applicable to each of them,
which compliance will, in each case, include identifying, procuring and
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complying with all permits, licenses, certificates, consents, approvals,
inspections and requirements or directives of any applicable Governmental or
Regulatory Authority.

If a Party receives notice of an allegation by any Governmental or Regulatory
Authority that SERVICE GROUP or OBI has failed to comply with any
Applicable Law applicable to such Party in connection with the performance of
this Agreement, or if SERVICE GROUP otherwise becomes aware that
SERVICE GROUP or OBI may have failed or may in the future fail to comply
with any Applicable Law applicable to such Party in connection with the
performance of this Agreement, it will promptly notify the other Party.

Compliance with Privacy Laws

125.1

12.5.2

12.5.3

12.5.4

12.5.5

12.5.6

SERVICE GROUP will collect, use, store, disclose, dispose of and otherwise
handle OBI Program Information solely for the purpose of performing the
Services. SERVICE GROUP will restrict access to OBI Program Information
to those employees of SERVICE GROUP and Approved Subcontractors who
have a legitimate business need for the OBI Program Information for the
purpose of fulfilling SERVICE GROUP’s obligations to OBI under this
Agreement, and who have agreed to handle OBI Program Information in
accordance with the terms of this Agreement.

SERVICE GROUP will perform all Services hereunder, and will ensure that all
Subcontractors perform all Services, in accordance with Privacy Laws. OBI
will not require SERVICE GROUP to breach any Privacy Laws in the
performance of the Services.

SERVICE GROUP will provide to OBI access to its Hardware, Software,
Systems and facilities in accordance with this Agreement to enable OBI to
comply with its obligations under Applicable Law with respect to OBI Program
Information.

SERVICE GROUP will store and protect OBI Program Information from loss,
theft, unauthorized access, copying, modification, use or disclosure during
utilization, transmission and storage. Should OBI wish to authorize access, use
or disclosure to any other party with respect to OBI Program Information, OBI
will provide written notice to SERVICE GROUP including sufficient
information about such other party for SERVICE GROUP to provide such
authorized access, use or disclosure.

SERVICE GROUP will use technology, physical protection measures,
processes and standards of practice that are consistent with accepted practices
used or observed by Information Security Management Systems (such as 1SO
and Canada Health Infoway Guidelines).

27000 series). In the event of any loss, theft or unauthorized access, copying,
modification, use or disclosure occurs, SERVICE GROUP will promptly notify
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OBI upon becoming aware of the nature and details of such loss, theft or
unauthorized access, copying, modification, use or disclosure, and will respond
to such event at the cost of SERVICE GROUP and as reasonably directed by
OBI.

SERVICE GROUP will cooperate and comply with any requests or instructions
issued by any privacy or data protection authority, including the Ontario Office
of the Information and Privacy Commissioner, the Canadian Privacy
Commissioner and any other Governmental or Regulatory Authority applicable
to OBI, OBI Affiliates or OBI Program Information.

Upon completion of SERVICE GROUP’s required use of OBI Program
Information, or upon OBI’s written direction, SERVICE GROUP will return or
destroy all OBI Program Information provided to SERVICE GROUP or in its
possession or control in accordance with OBI’s instructions. If OBI directs the
destruction of any OBI Program Information, then, subject to the following
sentence, SERVICE GROUP will complete the destruction directed and
provide OBI with written confirmation of the actions taken within ten (10)
Business Days of receipt of OBI’s written instructions or such other reasonable
time as required based on the nature of the instructions. In carrying out the
destruction direction, SERVICE GROUP will: (i) use the reasonable
destruction methods requested or authorized by OBI, including shredding or
burning or electronic erasure (but, for clarity, not destruction of electronic
media unless OBI pays for the removal and destruction and the installation and
cost of replacement media); (ii) protect the confidentiality of the OBI Program
Information during the destruction process; (iii) not subcontract the destruction
work without the prior authorization of OBI, not to be unreasonably withheld,;
and (iv) provide OBI with a record confirming which OBI Program Information
has been destroyed along with the time, place and method of destruction. Any
additional charges for carrying out such instructions shall be determined in
accordance with the Change Order Process.

SERVICE GROUP will appoint a security officer (“SERVICE GROUP
Security Officer”) who will be responsible for ensuring that SERVICE
GROUP complies with the terms of this Section 12.5 and will be available
during regular business hours to speak with any member of the OBI Informatics
Steering Committee with respect to any concerns OBl may have with respect
to SERVICE GROUP compliance with this Article 12. The Security Officer
will respond to OBI within sixteen (16) hours of having received a request to
speak with OBI with respect to such concerns. SERVICE GROUP shall furnish
the name and contact information of such SERVICE GROUP Security Officer
to OBI immediately after execution of this Agreement.

SERVICE GROUP will ensure that all SERVICE GROUP personnel and
Approved Subcontractor personnel engaged in the performance of the Services
that may have access to OBI Program Information complete annual training in
the privacy compliance processes referred to in this Section 12.5 or complete
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training when there is a significant change in the environment or legislation.
SERVICE GROUP will monitor and track compliance of SERVICE GROUP
personnel and Approved Subcontractors with access to personal health
information in completing privacy training.

SERVICE GROUP will perform periodic reviews of access to personal health
information by SERVICE GROUP personnel and Approved Subcontractors.

Upon OBI’s direction, but not more than once in any calendar year during the
Term, SERVICE GROUP will deliver a statement signed by a senior officer of
SERVICE GROUP, and the SERVICE GROUP Security Officer certifying to
OBI in writing that, in respect of the previous twelve (12) month period: (i)
SERVICE GROUP has developed security policies designed to ensure
SERVICE GROUP’s compliance with this Section 12.5; (ii)) SERVICE
GROUP has implemented the processes referred to in Section 12.5.9 (i); and
(iii) SERVICE GROUP has complied with the requirements set forth in this
Section 12.5, with the exception of those incidents of non-compliance
communicated to OBI in writing.

Business Interruption

In addition to and without limiting the obligations of SERVICE GROUP set forth in
Section 12.1:

12.6.1

12.6.2

12.6.3

12.6.4

SERVICE GROUP will maintain, test, review and update a disaster recovery
plan (collectively the “OBI-SERVICE GROUP Disaster Recovery Plan”)
satisfactory to OBI in its sole and absolute discretion.

Upon the occurrence of a business interruption to the Maintenance and Support
Services, SERVICE GROUP will comply with the applicable portions of the
OBI-SERVICE GROUP Disaster Recovery Plan and will restore the
Maintenance and Support Services in accordance with such plan.

SERVICE GROUP will test the OBI-SERVICE GROUP Disaster Recovery
Plan once annually and SERVICE GROUP will provide OBI with thirty (30)
days’ notice prior to such test to permit OBI at its option to participate in the
Brain-CODE testing. Upon completion of such testing, SERVICE GROUP will
provide OBI with a formal report of the test results including a summary of any
issues, a response to OBI’s summary of issues and, where applicable, a
corrective plan to address such issues.

If SERVICE GROUP fails any of the testing described in this Section 12.6,
SERVICE GROUP will promptly fix the cause of such failure and OBI will
thereafter be entitled to conduct further tests in order to confirm that the cause
of such failure has been remedied.

Litigation and Other Disputes
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SERVICE GROUP will promptly give notice to OBI of all claims, proceedings, notice of
regulatory non-compliance from a Governmental or Regulatory Authority, disputes
(including labour disputes) or litigation affecting SERVICE GROUP or, to the best of
SERVICE GROUP’s knowledge, any Approved Subcontractor, which SERVICE GROUP
reasonably believes may have a material adverse effect on the ability of SERVICE GROUP
to comply with any of its material obligations under this Agreement.

ARTICLE 13
CHANGES

Processes Applicable to the Making of Changes

13.1.1

13.1.2

If a different process is set forth in this Agreement or in an SOW for the making
of a Change, then that process will govern the making of the Change rather than
the Change Order Process set out in this Article 13. Otherwise, this Article 13
shall govern the making of Changes.

OBI may request a change to the Services (including any of the requirements
or specifications set forth in any SOW) (each a “Change”) at any time by
delivering a written request (the “Change Order Request”) to SERVICE
GROUP specifying the proposed Change and the purpose or objective sought
with the proposed Change. SERVICE GROUP shall within fifteen (15)
Business Days respond to OBI in writing (each a “Change Order Response”)
to each Change Order Request and will, if applicable: (a) describe any changes
in Services, assignment of personnel and other resources that SERVICE
GROUP believes (acting reasonably and in good faith) would be required; (b)
specify how the proposed Change would be implemented; (c) describe the
effect, if any, such Change would have on the Services or the implementation
and completion of the Services; (d) estimate the price adjustment, if any, that
would result from the implementation of such Change; and (e) contain such
other information as may be relevant to the proposed Change. Notwithstanding
the foregoing, if the proposed Change is complex and will require a significant
amount of work to consider and prepare the Change Order Response, SERVICE
GROUP will instead within the specified fifteen (15) Business Day period
prepare a high level response together with a proposal on the date on which
SERVICE GROUP would deliver a definitive Change Order Response
provided that if the reasonable external cost to SERVICE GROUP in prepaying
such proposal and high level response would be greater than $5,000, SERVICE
GROUP shall, instead, within such 15 day period provide OBI with a detailed
budget concerning the reasonable cost of such response and OBI may then
within 10 days of receipt thereof require SERVICE GROUP to provide such
response and proposal at the cost to OBI set out in the detailed budget. If such
proposal is acceptable to OBI, then SERVICE GROUP will proceed to
commence to prepare, and will expeditiously deliver such definitive Change
Order Response as soon as is reasonably possible. Any agreed to Change (as
well as any price adjustment) will be documented in a mutually agreeable
written change order or statement of work (“Change Order”) and each Change
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Order must be executed by the Parties’ authorized representative. Upon each
party’s approval of a Change Order, SERVICE GROUP shall complete the
Change Order in accordance with the terms thereof and within the timeframes
specified therein and for not more than the maximum charge specified in the
applicable Change Order.

ARTICLE 14 INTELLECTUAL PROPERTY

14.1  Ownership of Intellectual Property

141.1

14.1.2

OBI and SERVICE GROUP acknowledge and agree that as between OBI and
SERVICE GROUP, OBI will exclusively own all right, title and interest
(inclusive of all Intellectual Property Rights) in and to the following (the “OBI
Intellectual Property”), other than Third Party Software:

14111 all Hardware, Software, Documentation, Content, Marks, OBI
Program Information and other Intellectual Property Rights
(including business rules, business processes and business
methods) owned or licensed by OBI prior to January 3, 2012,
other than from SERVICE GROUP (the “Existing OBI IP”);

14.1.1.2 subject to Section 14.1.3.2, all Hardware, Software,
Documentation, Content, Marks, OBI Confidential Information
and other Intellectual Property Rights (including business rules,
routing scripts, business processes and business methods)
created, developed, authored or invented by SERVICE GROUP
or OBI (alone or for SERVICE GROUP by another Person or
jointly with another Person, including OBI) which: (i) is
incorporated into, or is embodied in a feature or process of, the
Brain-CODE Platform; (ii) is incorporated into, or is embodied
in a feature or process (including a business process or business
method) of, the Services; (iii) is identified in a SOW to be
incorporated in the Brain-CODE Platform; or (iv) that is used to
perform or provide the Services; (collectively the “Platform
1P”);

14.1.1.3 any Fixes, Enhancements, derivative works and Changes to all
Existing OBI IP; and

14.1.1.4 all OBI Confidential Information.

SERVICE GROUP may designate certain Platform IP to be “SERVICE
GROUP Proprietary Platform IP” provided that:

14.1.2.1 such Platform IP is used for other SERVICE GROUP clients
other than OBI;

14.1.2.2 such Platform IP was not developed for OBI pursuant to the
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terms of this Agreement; and

14.1.2.3 SERVICE GROUP has provided written notice to OBI
specifically identifying such Platform IP as “SERVICE
GROUP Proprietary Platform IP” prior to the end of the
Term.

OBI and SERVICE GROUP acknowledge and agree that as between OBI and
SERVICE GROUP, SERVICE GROUP will exclusively own all right, title and
interest (inclusive of all Intellectual Property Rights) in and to the following
(the “SERVICE GROUP Intellectual Property”):

14.1.3.1 all Hardware, Software, Documentation, Content, Marks and
other Intellectual Property Rights (including business rules,
business processes and business methods) owned or licensed by
SERVICE GROUP prior to January 3, 2012, other than from
OBI (the “Existing SERVICE GROUP IP”); and

14.1.3.2 all SERVICE GROUP Proprietary Platform IP.

To the extent that any right, title, interest and Intellectual Property Right in the
OBI Intellectual Property does not automatically and immediately vest in OBI,
SERVICE GROUP hereby agrees to irrevocably assign, transfer and convey to
OBI, or cause to be so assigned, transferred and conveyed to OBI, all such right,
title and interest thereto, and to waive all moral or similar rights therein and
thereto in favour of OBI.

License Terms for Third Party Intellectual Property

1421

14.2.2

14.2.3

14.2.4

SERVICE GROUP hereby represents that, Schedule 14.2.1 contains a complete
and accurate listing of all Third Party Software, and that designation of all Third
Party Software thereon as Non-Assignable Third Party Software or Assignable
Third Party Software is complete and accurate.

SERVICE GROUP shall keep Schedule 14.2.1 accurate at all times during the
Term and shall deliver OBI an updated schedule showing any changes made
immediately upon any changes in the Third Party Software.

SERVICE GROUP shall, at the request of OBI deliver copies of any licenses
pertaining to Third Party Software to OBI for OBI’s review at OBI’s request.

SERVICE GROUP agrees that, in respect of any Third Party Software referred
to in Section 14.2.1 that is acquired after the Initial Execution Date and is not
Commercially Available, SERVICE GROUP will use commercially reasonable
efforts to obtain an option for the benefit of OBI and its successors that allows
OBI to acquire a license to such Third Party Software on the applicable third
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party’s standard terms and conditions and license fees, such license to be
exercisable at the discretion of OBI. To the extent that the third party proposes
to charge SERVICE GROUP additional fees in respect of the granting of such
option, SERVICE GROUP will notify OBI and OBI shall either pay such
additional fees (or reimburse SERVICE GROUP for same) or OBI will advise
SERVICE GROUP that it does not wish to pay such fees in which case such
option shall not be procured.

14.3 Grants of Licenses by OBI to SERVICE GROUP

143.1

14.3.2

Subject to the terms and conditions of this Agreement, OBI grants to SERVICE
GROUP, during the Term a fully paid-up, royalty-free, non-exclusive license
to: (i) access, use, copy, modify, enhance or create derivative works from the
OBI Intellectual Property, solely for the purpose of fulfilling SERVICE
GROUP’s obligations under this Agreement; and (ii) sublicense the rights
referred to in (i) to Approved Subcontractors solely to the extent necessary to
enable such Approved Subcontractors to perform SERVICE GROUP’s
obligations hereunder.

OBI recognizes that SERVICE GROUP is in the business, inter alia, of
inventing and developing software and information systems, inventing and
developing methods of collecting and organizing data and inventing and
developing business methods that are useful to its and its clients’ undertakings
and that the ability of SERVICE GROUP to reuse its intellectual capital is
essential to its undertaking. OBI therefore grants to SERVICE GROUP a fully
paid-up, royalty-free, non-exclusive, transferable license to: (i) copy, modify
and make derivative works from; and (ii) use, grant sublicenses of and authorize
the further sublicensing of; all Deliverables and all intellectual property that
does not consist of Deliverables created by SERVICE GROUP forming part of
the Services, PROVIDED THAT: (iii) the licenses and rights granted to
SERVICE GROURP in this Section 14.3.2 shall not extend to the information
contained in databases of information created by SERVICE GROUP for OBI
in the course of providing the Services including, without limitation, OBI
Program Information; and (iv) such Deliverables and IP and all derivative
works derived therefrom, are not at any time used in any activity, endeavour or
business that is similar to or in competition with any activities of OBI, including
without limitation, the Brain-CODE Platform. This Section 14.3.2 shall not be
construed in such a way as to constitute a license to breach SERVICE GROUP’s
obligations under Section 12.5 or Article 15.

14.4  Grants of Licenses by SERVICE GROUP to OBI

1441

Subject to the terms and conditions of this Agreement, SERVICE GROUP
grants to OBI, during the Term, a fully paid-up, royalty-free, non-exclusive,
non-transferable and non-assignable (except pursuant to an assignment of this
Agreement) license to: (i) access and use the Hardware that forms part of the
Brain-CODE Platform (a) for OBI’s own business purposes in connection with
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and to the extent necessary for its receipt of the Services; and (b) to provide, to
the extent contemplated hereunder in connection with its receipt of the Services,
services to OBI and Program Proponents as the case may be; and (ii) to install
any Software that forms part of the Brain-CODE Platform, as and to the extent
agreed to by the Parties in the SOW, (x) for OBI’s own internal business
purposes in connection with and to the extent necessary in its receipt of the
Services and (y) to provide services to OBI and Program Proponents as and to
the extent contemplated herein above.

14.4.2 Subject to the terms and conditions of this Agreement, SERVICE GROUP
hereby grants to OBI, in perpetuity, a fully paid-up, royalty-free, non-exclusive,
global, transferable and assignable license to exploit, modify, sell or otherwise
use: (i) Existing SERVICE GROUP IP (other than Hardware) that is Platform
IP, and any Fixes, Enhancements, derivative works and Changes thereto, and
(it) SERVICE GROUP Proprietary Platform IP.

Notification of Patentable Materials

SERVICE GROUP agrees to provide OBI, annually or more frequently as requested by
OBI, written notice of any and all proprietary rights provided under (i) patent law; (ii)
copyright law (including moral rights); (iii) trade-mark law; (iv) design patent or industrial
design law; (v) semi-conductor chip, integrated circuit topography or mask work law; or
(vi) any other statutory provision or common law principle regarding intellectual or
industrial property, including trade secret law, which may have been created pursuant to
the provision of the Services and that may provide a right in either Hardware, Software,
Documentation, ideas, formulae, algorithms, concepts, inventions, processes or know-how
generally, or the expression or use of such Hardware, Software, Content, Documentation,
ideas, formulae, algorithms, concepts, inventions, processes or know-how.

ARTICLE 15
CONFIDENTIALITY

Other Confidential Information

15.1.1 SERVICE GROUP shall be permitted to use the Confidential Information of
OBI solely and to the extent necessary for the provision of Services hereunder.
SERVICE GROUP shall hold in confidence and shall protect the Confidential
Information of OBI from harm, loss, theft, reproduction and unauthorized
access while in its possession or control and shall ensure that such Confidential
Information is not disclosed, published, released, transferred or otherwise made
available in any form to, for the use or benefit of, any person except as provided
in this Agreement, without OBI’s prior written approval. SERVICE GROUP
acknowledges and agrees that the Confidential Information it may receive from
OBI or the Program Proponent as the case may be, is the sole and exclusive
property of OBI or the Program Proponent as the case may be (and/or its or
their suppliers and licensors) and is highly valuable, confidential and material
to the interests, business and affairs of OBI and the or the Program Proponent
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and that disclosure thereof would be detrimental to the interests, business and
affairs OBI and the Program Proponent.

SERVICE GROUP ensures that SERVICE GROUP personnel and Approved
Subcontractors will handle Confidential Information, as outlined in Section
15.1.1, with confidentiality agreements renewed annually between parties.

OBI shall hold in confidence and shall protect the SERVICE GROUP
Confidential Information from harm, loss, theft, reproduction and unauthorized
access while in its possession or control and shall ensure that such SERVICE
GROUP Confidential Information is not disclosed, published, released,
transferred or otherwise made available in any form to, for the use or benefit of,
any person except as provided in this Agreement, unless the third party
receiving such information has entered into a confidentiality agreement
agreeing to confidentiality terms concerning SERVICE GROUP Confidential
Information consistent with those agreed to by OBI in this Agreement. OBI
acknowledges and agrees that the Confidential Information it may receive from
SERVICE GROUP or the Approved Subcontractors as the case may be, is the
sole and exclusive property of SERVICE GROUP or the Approved
Subcontractors as the case may be (and/or its or their suppliers and licensors)
and is highly valuable, confidential and material to the interests, business and
affairs of SERVICE GROUP and the Approved Subcontractors and that
disclosure thereof would be detrimental to the interests, business and affairs
SERVICE GROUP and the Approved Subcontractors.

Subject to requirement of Applicable Law (including Privacy Laws), Section
15.1 and Article 12, SERVICE GROUP shall be permitted to disclose relevant
aspects of the OBI’s Confidential Information to its officers, directors,
employees, agents and professional advisors to the extent that such disclosure
is reasonably necessary for the performance of its duties and obligations or the
exercise of any rights or privileges granted under this Agreement; provided,
however, that prior to such disclosure SERVICE GROUP shall inform such
persons and parties of the confidential nature of the Confidential Information.
SERVICE GROUP shall be fully responsible for ensuring that any such persons
to whom it discloses OBI’s Confidential Information comply with the
confidentiality obligations contained in this Agreement and shall be liable for
any breach of this Agreement by such persons. SERVICE GROUP may
disclose the Confidential Information of OBI that: (a) is prior to furnishing or
thereafter becomes known to the public without fault or breach of such party;
and (b) it obtains from a third party without restriction on disclosure and without
breach by such third party of a non-disclosure obligation. The obligations of
confidentiality contained in this Agreement shall not restrict any disclosure of
SERVICE GROUP to the extent that such party is required to disclose
information by applicable law or a court of competent jurisdiction; provided,
however, that it shall not make any such disclosure without first notifying OBI
and allowing OBI a reasonable opportunity to seek injunctive relief from (or a
protective order with respect to) the obligation to make such disclosure. In
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addition, it shall take reasonable steps, to the extent permitted by law, to remove
(including by redaction) from the Confidential Information that is required to
be disclosed, any information that a reasonable person would conclude is
commercially sensitive to the other party, or is otherwise not specifically
requested by the court or required by law.

Each party shall notify the other Party immediately upon discovery of any
unauthorized use or disclosure of any Confidential Information, and will
cooperate with the other Party in every reasonable way to help regain
possession of such Confidential Information and to prevent its further
unauthorized use or disclosure.

All media releases, public announcements and public disclosures by SERVICE
GROUP relating to this Agreement or its subject matter shall be coordinated
with and be approved in writing by OBI prior to the release thereof.

SERVICE GROUP shall keep a record of the location of all Confidential
Information and of each of its agents, employees, subcontracts, officers or
directors who has access, electronic or otherwise, to any of the Confidential
Information. Within 10 days of the termination of this Agreement, or if for any
reason OBI so requests, SERVICE GROUP shall promptly deliver to OBI or
destroy or delete (at the option of OBI), all materials (including any in
electronic format) constituting or containing Confidential Information and
neither SERVICE GROUP nor any of its agents, employees, subcontracts,
officers or directors will retain copies of any such material. SERVICE GROUP
shall also confirm the delivery, destruction or deletion of the Confidential
Information by providing OBI with a certificate of one of SERVICE GROUP’s
senior officers certifying same.

Notwithstanding Section 15.2.5, if electronic records containing Confidential
Information are kept for the purposes of backup, recovery, contingency
planning or business continuity planning (any such purpose, a “Recovery
Purpose”) or are otherwise not accessible in the ordinary course of business,
such records, to the extent not otherwise permanently deleted or overwritten in
the ordinary course of business, may be retained but may not be accessed except
as required for a Recovery Purpose. If any such records are restored or
otherwise made accessible, SERVICE GROUP agrees to immediately and
permanently delete same. The terms and conditions of this Agreement will be
deemed to be the Confidential Information.

Notwithstanding Section 15.2.6, if electronic records containing Confidential
Information of OBI are kept for the purposes of backup, recovery, contingency
planning or business continuity planning (any such purpose, a “Recovery
Purpose”) or are otherwise not accessible in the ordinary course of business,
such records, to the extent not otherwise permanently deleted or overwritten in
the ordinary course of business, may be retained but may not be accessed except
as required for a Recovery Purpose. If any such records are restored or
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otherwise made accessible, SERVICE GROUP agrees to immediately and
permanently delete same. The terms and conditions of this Agreement will be
deemed to be the Confidential Information of OBI.

Each Party acknowledges that its failure to comply with the provisions of this
Article 15 may cause irreparable harm to the other Party which may not be
adequately compensated for in damages, and accordingly acknowledges that
the other Party will be entitled to claim, in addition to any other remedies
available to it, interlocutory and permanent injunctive relief to restrain any
anticipated, present or continuing breach of this Article 15.

ARTICLE 16
RETENTION OF RECORDS AND AUDITS

Audit Rights

During the Term and the Assistance Period, OBI or its delegate will have the right, to audit
and inspect: (i) any facility or part of a facility at which SERVICE GROUP, any SERVICE
GROUP Affiliate or any Approved Subcontractor is providing the Services; and (ii) data,
records, documents and other information of either SERVICE GROUP, any SERVICE
GROUP Affiliate or any Approved Subcontractor relating to the Services located anywhere
(including all data, records, documents and information), in order to verify:

16.1.1

16.1.2

16.1.3

16.1.4

16.1.5

16.1.6

performance by SERVICE GROUP or such Approved Subcontractors of
SERVICE GROUP’s obligations under this Agreement, including compliance
by SERVICE GROUP and such Approved Subcontractors with Article 12 and
Article 15;

the Systems used, and practices and procedures followed, in providing the
Services;

the protection of OBI Intellectual Property and any System, Hardware,
Software, which is in the possession of SERVICE GROUP or such Approved
Subcontractor and process or action that impacts on the security of such OBI
Intellectual Property or OBI ;

the internal controls, practices and procedures used by SERVICE GROUP and
such Approved Subcontractors relating to the Services;

compliance with Applicable Laws, including Privacy Laws to the extent
required by the provisions of this Agreement; and

the accuracy of amounts charged to OBI under this Agreement, including Fees,
pass-through expenses, credits and calculations and methodologies related
thereto that are applicable to charges for SERVICE GROUP’s provision of the
Services, provided that no audit right shall apply to charges that are made on an
agreed fixed-price basis.
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ARTICLE 17
TERM AND TERMINATION

Term

17.11 This Agreement shall commence upon the Execution Date and shall, unless
terminated earlier or renewed or extended in accordance with the terms hereof,
remain in effect until the end of March, 2023.

17.1.2 OBI may renew this Agreement on the terms and conditions (including pricing)
contained herein for up to one additional renewal term of one (1) year (each a
“Renewal Term”) by providing notice to SERVICE GROUP of such renewal
at least one (1) month prior to the end of the Term, as per 17.1.1.

Termination by OBI for Cause

17.2.1 OBI may terminate this Agreement in its entirety for cause by providing notice
to SERVICE GROUP of such termination if:

17.2.1.1 SERVICE GROUP commits a material breach of its obligations
under this Agreement and, subject to Section 17.2.1.2, fails to
cure such breach within ten (10) days of receipt of notice of such
breach by SERVICE GROUP;

17.2.1.2 SERVICE GROUP commits a material breach of its obligations
under this Agreement and such breach is not capable of being
cured;

17.2.1.3 SERVICE GROUP commits an Act of Insolvency; or

17.2.14 OBI exercises any right of termination explicitly set out in this

Agreement (including its Schedules and as set out in any SOW)
that provide for a specific termination right for OBI.

Termination by OBI on notice at the end of the First Renewal Term

OBI may terminate this Agreement at any time upon forty-five (45) days’ prior notice to
SERVICE GROUP or at the last day of the First Renewal Term by providing notice to
SERVICE GROUP of such termination at least twenty (20) days prior thereto. In
connection with any such termination OBI will pay, as its sole and exclusive obligation
and liability and as SERVICE GROUP’s sole and exclusive remedy for such termination
all Fees incurred by OBI in respect of Services performed up to the effective date of
termination, and not yet paid and OBI shall have no liability for amounts in excess of such
amounts. For greater certainty, subject to Section 17.7.1, any termination of this
Agreement will be deemed to be a termination of all SOWs, effective on the same day as
the termination of this Agreement.

Termination of any SOW
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Without terminating the entirety of this Agreement, OBI shall have the right to terminate
for convenience any SOW by delivering to SERVICE GROUP forty-five (45) days’ prior
written notice of such termination. In connection with any such termination OBI will pay,
as its sole and exclusive obligation and liability and as SERVICE GROUP’s sole and
exclusive remedy for such termination all Fees incurred by OBI in respect of Services
performed up to the effective date of termination pursuant to such SOW, and not yet paid
and OBI shall have no liability for amounts in excess of such amounts.

Termination by SERVICE GROUP

SERVICE GROUP may terminate this Agreement by providing notice to OBI of such
termination if:

175.1 OBI commits a material breach of its obligations under Article 15, as
determined by a court of first instance of competent jurisdiction. SERVICE
GROUP agrees that it shall not exercise its termination rights pursuant to this
Section 17.5.1 in respect of any alleged breach unless a breach has been
determined to exist by a court of first instance of competent jurisdiction;

17.5.2 OBI fails to pay undisputed Fees invoiced by SERVICE GROUP in accordance
with this Agreement in excess of $225,000 and fails to cure such non-payment
within forty-five (45) days of receipt by OBI of notice of the failure to make
such payment;

17.5.3 OBI commits a material breach of its obligations under this Agreement and such
breach is not capable of being cured; or

17.5.4 OBI commits an Act of Insolvency.
Termination Assistance Services

17.6.1 In addition to any other fees (including termination fees) payable hereunder, in
consideration for the Termination Assistance Fees, commencing on the earlier
of the date upon which a notice of termination is delivered pursuant to this
Agreement and, at the option of OBI, ninety (90) days prior to the last day of
the Term and continuing for as long as Termination Assistance Services are
reasonably requested by OBI but in any event for a period of no more than one
(1) year after the effective date of the termination (the “Assistance Period”),
SERVICE GROUP will perform the following services (the “Termination
Assistance Services”):

17.6.1.1 SERVICE GROUP will make available qualified resources
reasonably requested by OBI to work with OBI to develop a
detailed transition plan for the transition from the Brain-CODE
Platform or the Services to a new solution or services proposed
by OBI or a third Person (the “Transition Plan”);

17.6.1.2 The Transition Plan will describe in detail the obligations of
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SERVICE GROUP in connection with the replacement of the
Services and the deadlines for the performance by SERVICE
GROUP of its obligations and will include a process to address
modifications to the Transition Plan;

The Engagement Manager will be responsible for managing the
performance by SERVICE GROUP of the Termination
Assistance Services.

SERVICE GROUP will: (i) prepare and deliver to OBI copies
of: (a) all SERVICE GROUP Subcontracts (including all
Change Orders and amendments thereto) and all existing
Deliverable Documentation, (b) a consolidated, up-to-date
description of the Services provided by SERVICE GROUP
pursuant to this Agreement and the then-current Service Levels;
and (c) such other information and documentation reasonably
required by OBI or any third Person designated by OBI in order
to develop the Transition Plan; and (ii) update, make corrections
to and provide additional detail relating to the materials and
information delivered pursuant to Section 17.6.1.4(i) to the
extent reasonably requested by OBI;

At OBI’s request, SERVICE GROUP will deliver to OBI the
information regarding the Brain-CODE Platform and its
configuration that contains the information and otherwise meets
the form and substance requirements reasonably requested by
OBI and that is complete and accurate as of the date of its
delivery (the “Inventory Information”);

SERVICE GROUP will, at OBI’s direction: (i) assist OBI in the
preparation of requests for proposals for the provision of new
solutions or services to supplement or replace the Brain-CODE
Platform or the Services; (ii) cooperate in good faith and on a
non-discriminatory basis with any third Person designated by
OBI as required to enable such third Person to provide, as part
of any response to a OBI direction for proposal, a detailed
Transition Plan for the transition from the Brain-CODE Platform
or the Services to a new solution or services proposed by such
third Person; (iii) provide to OBI and any third Person
designated by OBI the Inventory Information; and (iv) where
reasonably required and subject to SERVICE GROUP’s
consent, such consent not to be unreasonably withheld or
delayed, provide any third Person designated by OBI with access
to any facilities used by SERVICE GROUP to provide the
Brain-CODE Platform Services;

SERVICE GROUP will on a commercially reasonable efforts
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basis co-operate, coordinate with and assist OBI and/or any third
Person designated by OBI in order to facilitate the transition
from the Brain-CODE Platform and the Services to the new
solution or services provider, provided that SERVICE GROUP
shall not be required to disclose any SERVICE GROUP
Confidential Information to such third Person unless such third
person has entered into an agreement in favour of SERVICE
GROUP agreeing to confidentiality terms concerning SERVICE
GROUP Confidential Information consistent with those agreed
to by OBI in this Agreement;

SERVICE GROUP will provide, at OBI’s expense, technical
and operational support, consulting services, training services
and all related training materials and other assistance as may be
reasonably required to enable OBI (or a third Person designated
by OBI) to migrate from the Brain-CODE Platform and the
Services to a new solution or services in an orderly manner;

The Transition Plan will identify any Brain-CODE Hardware,
Software, Systems, documentation or other SERVICE GROUP
materials from any SERVICE GROUP facility (“Materials”)
that will be removed by OBI, including a mutually agreed date
on which such Materials will be removed. Such identification
will be in sufficient detail to apprise OBI of the nature and
ownership of such Materials;

Prior to the expiration of the Assistance Period, SERVICE
GROUP will arrange for the return to OBI of: (i) any tangible or
personal property owned or leased by OBI that is in SERVICE
GROUP’s possession or control and (ii) any OBI Program
Information required to be returned pursuant to Section 12.5.7;

SERVICE GROUP will, on a request by OBI to do so, and
subject to Section 14.2.4, assign any Assignable Third Party
Software that is being used in the Brain-CODE Platform solely
for the benefit of OBI. To the extent that fees are payable in
respect of such assignment, OBI will be responsible for the
payment of such fees.

For any service agreements with third Persons for which the
agreement relates to the Brain-CODE Platform solely for the
benefit of OBI (each a “Dedicated Third Party Services
Agreement”):

17.6.1.12.1  If the Dedicated Third Party Services Agreement
permits SERVICE GROUP to assign the
Dedicated Third Party Services Agreement to
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OBI or a third Person designated by OBI without
consent, at OBI’s request and expense,
SERVICE GROUP will assign the Dedicated
Third Party Services Agreement to OBI or such
third Person; and

17.6.1.12.2  If the Dedicated Third Party Services Agreement
requires consent for SERVICE GROUP to assign
the Dedicated Third Party Services Agreement,
then, at OBI’s request and expense, SERVICE
GROUP will use commercially reasonable
efforts to procure the consent of the third Person
service provider to assign such Dedicated Third
Party Services Agreement to OBI or a third
Person designated by OBI. OBI will work with
SERVICE GROUP as reasonably required to
negotiate terms relating to such assignment.

Upon the termination or expiration of this Agreement, SERVICE GROUP wiill
continue to provide the Termination Assistance Services and perform its other
post-termination obligations under this Agreement (including its obligation to
meet the Service Levels and its obligations set forth in the Transition Plan) until
the end of the Assistance Period, and OBI will continue to pay the Termination
Assistance Fees.

Prior to the expiration of the Assistance Period, OBI will have the option, but
not the obligation, to purchase any of the Hardware forming part of the Brain-
CODE Platform from SERVICE GROUP, provided such Hardware was used
by SERVICE GROUP to provide Services solely to OBI and is available for
sale to OBI. The agreement for any such sale, including the associated fees,
will be established at the time that SERVICE GROUP agrees to sell such
Hardware.

The Parties will cooperate to reduce the costs associated with the transition and
to ensure the uninterrupted provision of the Brain-CODE Platform and the
Services.

OBI may terminate all or any part of the Termination Assistance Services at
any time during the Assistance Period by providing not less than thirty (30)
days’ notice to SERVICE GROUP.

Survival upon Expiration or Termination

17.7.1

Article 1, Sections 10.1, 10.2 (in respect of Fees earned up to
termination/expiration), 10.3, 10.4, 10.5, 10.6, 11.1, 11.3, 11.4, Article 12,
Avrticle 14, Article 15, Article 16 (but only until any Assistance Period expires),
Article 17, Article 18, Article 20, Article 22 and any provision in any SOW
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which expressly survives termination and such other provisions as are necessary
for the interpretation thereof shall survive for a period of five (5) years
following expiration or termination of this Agreement (including the expiration
or termination of any Termination Assistance Services).

The Parties are aware of the provisions of the Limitations Act, 2002 (Ontario)
and agree that (i) this agreement is a “business agreement” for purposes of that
Act, and (ii) to the extent that the provisions hereof are found to be an agreement
to vary or exclude a limitation period under that Act, such limitation period
shall be deemed to have been suspended, extended, varied and excluded to the
extent necessary to give full force and effect to the provisions of this
Agreement.

ARTICLE 18
REPRESENTATIONS, WARRANTIES,
COVENANTS AND INDEMNITIES

Mutual Representations, Warranties, and Covenants

Each Party represents and warrants to and covenants with the other Party as follows:

18.1.1

18.1.2

it is a duly incorporated and validly existing not-for-profit corporation under
the laws of Ontario and it has the corporate capacity to enter into this Agreement
and to perform each of its obligations hereunder; and

it has duly authorized, executed and delivered this Agreement and this
Agreement constitutes a legally valid and binding obligation of it enforceable
against it in accordance with its terms except as such enforcement may be
limited by Applicable Law or equity.

SERVICE GROUP Representations, Warranties, and Covenants

SERVICE GROUP represents and warrants to and covenants with OBI as follows:

18.2.1

18.2.2

18.2.3

18.2.4

SERVICE GROUP will perform its obligations hereunder in a professional and
workmanlike manner and in accordance with applicable industry standards;

SERVICE GROUP has not introduced or authorized any Person to introduce
any Disabling Code into the Brain-CODE Platform;

SERVICE GROUP has and will have the full power and authority to grant to
OBI the rights granted pursuant to this Agreement;

At the Execution Date, there is no outstanding litigation, arbitration or other
proceeding to which SERVICE GROUP or, to the best of SERVICE GROUP’s
knowledge, any Approved Subcontractor is a party which, if decided
unfavourably to SERVICE GROUP or such Approved Subcontractor, may have
a material adverse effect on the ability of SERVICE GROUP to comply with
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its material obligations under this Agreement.

Without limiting the other agreements set out in this Agreement, SERVICE GROUP agrees
to comply with the covenants set out in Section 19, and agrees to ensure compliance with
such covenants by the Approved Subcontractors.

OBI Representations, Warranties, and Covenants

OBI represents and warrants to and covenants with SERVICE GROUP as follows:

18.3.1

18.3.2

OBI has and will have the full power and authority to grant to SERVICE
GROUP the rights granted pursuant to this Agreement;

At the Execution Date, there is no outstanding litigation, arbitration or other
proceeding to which OBI is a party which, if decided unfavourably to OBI may
have a material adverse effect on the ability of OBI to comply with its material
obligations under this Agreement.

SERVICE GROUP Indemnities and Continued Use

18.4.1

In addition to any other indemnities set out in the Agreement or any SOW,
SERVICE GROUP agrees to defend, indemnify and hold OBI and OBI
Affiliates and their respective officers, directors and personnel harmless from
and against and pay any and all losses, claims, expenses, costs, damages and
liabilities, including reasonable legal fees and court costs, arising out of or in
connection with:

18.4.1.1 any claim relating to bodily injury or death of any person or
damage to real or tangible property to the extent caused by
SERVICE GROUP or SERVICE GROUP’s employees or
consultants or subcontractors or their respective representatives
in connection with the performance of activities relating to this
Agreement;

18.4.1.2 Any third party claim that the Services, Brain-CODE Platform,
Software, Hardware or any other intellectual property or
materials used or provided to OBI by SERVICE GROUP
pursuant to this Agreement, infringe or misappropriate a third
party’s intellectual property rights when used in accordance with
SERVICE GROUP’s wuser materials, provided that the
indemnity in this Section 18.4.1.2 will not apply to the extent
that such infringement arises because of any modification by
OBI of such Services, Brain-CODE Platform, Software,
Hardware or other intellectual property or materials except that,
and for greater certainty, if Schedule 14.2.1 is incorrect, or
incomplete at the time of such infringement by OBI or if any
licenses provided by OBI pursuant to Section 14.2.3 are
incomplete or incorrect at the time of such infringement by OBI,
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SERVICE GROUP shall indemnify OBI for any third party
claim that the Services, Brain-CODE Platform, Software,
Hardware or other intellectual property materials used or
provided to OBI by SERVICE GROUP pursuant to this
Agreement infringe a third party's intellectual property rights;

any third party claims arising as a result of a breach of SERVICE
GROUP’s obligations related to Confidential Information or
breach of any Privacy Laws, or any other Applicable Law, or
release of any OBI Program Information; or

any third party claims arising as a result of any violation by
SERVICE GROUP of applicable laws in the performance of the
Services.

Without limiting and in addition to the obligations in Section 18.3.1, if, as a
result of a claim under that Section, all or any part of the Brain-CODE Platform
or the Services becomes, or in SERVICE GROUP’s opinion is likely to be,
enjoined from use, SERVICE GROUP will: (i) give notice to OBI of the same;
and (ii) use commercially reasonable efforts, at its sole option and expense, to

either:

18.4.2.1

18.4.2.2

procure for itself and OBI, to the extent required, the right to
continue to use the infringing element or component of the
Brain-CODE Platform or Brain-CODE Platform Services as
contemplated in this Agreement; or

modify the infringing element or component of the Brain-CODE
Platform or Brain-CODE Platform Services so that it is non-
infringing without materially affecting the quality, performance
and functionality of such infringing element or component, or
replace the infringing element or component with a substitute of
materially equivalent quality, performance and functionality.

ARTICLE 19
INSURANCE

During the Term and until the end of the Assistance Period, SERVICE GROUP will have
and maintain in force, and will cause its Approved Subcontractors, to have and maintain in
force, at a minimum, the insurance coverages required of each such entity as set out in
Schedule 19. Failure by SERVICE GROUP or an Approved Subcontractor to procure, or
obtain such insurance coverages shall permit OBI to terminate this Agreement for cause
pursuant to Section 17.2 hereof.

ARTICLE 20
DISPUTE RESOLUTION
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Dispute Resolution

20.1.1

20.1.2

In the event of any dispute, controversy or claim between SERVICE GROUP
and OB arising out of or relating to this Agreement, or the breach, termination
or invalidity thereof, other than any dispute, controversy or claim in any way
related to the breach or interpretation of Section 12.5, Article 14 or Article 15,
(a “Dispute™), if the Parties cannot resolve such Dispute in the normal course
of performance of the Agreement, then either Party may provide the other Party
written notice of the Dispute giving particulars of the Dispute (the “Notice of
Dispute”). The Parties shall first attempt to resolve, within thirty (30) days of
the Notice of Dispute, such Disputes by submitting it for discussion and
resolution by the senior management representatives appointed by the Parties
as soon as possible in an effort to resolve the Dispute. No Dispute shall be
considered resolved until both Parties have agreed to the resolution in writing.
Each Party shall pay its own costs associated with this Section 20.1.1. If the
Parties are unable to resolve the Dispute within thirty (30) days of the date of
the Notice of Dispute, either Party may pursue whatever remedies are or may
be available to it at law, in equity or otherwise. For certainty, neither Party shall
be required to comply with the foregoing procedures in any circumstance where
it wishes to seek injunctive or other equitable relief. All communication and
evidence during the course of any Dispute, including the adjudication of the
proceedings, shall be in the English language. Both Parties shall continue
performing their respective obligations (including in the case of SERVICE
GROUP the performance of the Services) under this Agreement while any
Dispute is being resolved in accordance with this Section 20.1.1, unless and
until such obligations are terminated or expire in accordance with the provisions
of this Agreement.

Notwithstanding anything to the contrary provided in this Agreement, each
Party acknowledges that: (i) damages may not be an adequate remedy for a
breach or misappropriation of the other Party’s or its third party licensors’
intellectual property rights, Confidential Information and other proprietary
rights; and (ii) nothing in this Agreement shall interfere with, delay, obstruct,
or prevent either Party from taking, or require a Party to take any steps prior to
taking, action in any court of competent jurisdiction to seek an interim and
interlocutory equitable remedy (or similar remedy to prevent irreparable harm)
on notice or ex parte to enforce any provision herein to protect its rights.
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ARTICLE 21
FORCE MAJEURE

Force Majeure

21.1.1

21.1.2

21.1.3

21.1.4

21.1.5

If and to the extent that a Party’s performance of any of its obligations pursuant
to this Agreement (other than an obligation to pay any amounts when due) is
prevented, hindered or delayed by reason of fire, , flood, earthquake, explosion,
pandemic, casualty or accident or act of God, war or other violence, or any
Applicable Law, order proclamation, regulation, ordinance, demand or
requirement of any Governmental or Regulatory Authority or other event
outside the Party’s reasonable control, and such non-performance, hindrance or
delay could not have been prevented by reasonable precautions (in each case, a
“Force Majeure Event”), then the non-performing, hindered or delayed Party
will be excused for such non-performance, hindrance or delay, as applicable, of
those obligations to the extent that they are affected by the Force Majeure Event
for as long as such Force Majeure Event continues and such Party continues to
use its commercially reasonable efforts to re-commence performance whenever
and to whatever extent possible without delay, including through the use of
alternate sources, workaround plans or other means. For greater certainty,
except if by reason of a Force Majeure Event, a failure of an Approved
Subcontractor to perform its obligations will not constitute a Force Majeure
Event.

The occurrence of a Force Majeure Event does not excuse or limit SERVICE
GROUP’s obligations pursuant to the OBI-SERVICE GROUP Disaster
Recovery Plan.

The Party claiming the benefit of a Force Majeure Event will promptly notify
the other Party of the circumstances creating the failure or delay and use
commercially reasonable efforts to provide sufficient documentation to
establish, to the reasonable satisfaction of the other Party, the impact of such
Party’s failure or delay.

Notwithstanding the foregoing, neither Party will be entitled to relief under
Section 21.1.1 to the extent that any event otherwise constituting a Force
Majeure Event results from the negligence, fault or intentional wrongdoing of
such Party (or, in the case of SERVICE GROUP, any Approved Subcontractor).
If a Party claims the benefit of a Force Majeure Event, the other Party will
likewise be excused from performance of its obligations hereunder on a day-
for-day basis, but only to the extent that such Party’s obligations are affected
due to the other Party’s delayed performance.

Any time for performance under the Agreement can only be extended for a
period of time equal to any time lost by reason of a Force Majeure Event for a
maximum period of thirty (30) days. If such event continues to prevent
SERVICE GROUP from performing its obligations hereunder beyond thirty
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(30) days, OBI may, at its option, terminate the Service(s) affected on notice to
SERVICE GROUP and without liability and SERVICE GROUP shall refund
to OBI all monies pre-paid in respect of such Service(s) that will not be
delivered. If SERVICE GROUP fails to provide the Services in accordance with
this Agreement due to a Force Majeure Event and OBI has not continued to
receive the affected Services during any part of the period of excusable delay,
the fees payable hereunder by OBI will be adjusted in a manner such that OBI
is not responsible for the payment of any fees or charges whatsoever for those
portions of the Services that SERVICE GROUP fails to provide.

ARTICLE 22
GENERAL

Assignment; Enurement

22.1.1 SERVICE GROUP may not assign its rights and obligations under or transfer
any of its interest in this Agreement, without the prior consent of OBI. OBI
may assign any rights and obligations or transfer any of its interest in this
Agreement without the prior consent of SERVICE GROUP.

22.1.2 This Agreement will be binding upon and will enure to the benefit of and be
enforceable by each of the Parties, their respective successors and permitted
assigns.

Relationship of Parties

Nothing contained in this Agreement will be deemed or construed by the Parties hereto, or
by any third Person, to create the relationship of partnership or joint venture between OBI
and SERVICE GROUP it being understood and agreed that no provision contained herein
will be deemed to create any relationship between the Parties hereto other than the
relationship of independent parties contracting for services.

No Advertising

Neither Party will use the name of the other Party in any advertising or promotional
materials without securing the prior written approval, not to be unreasonably withheld, of
the Party whose name is to be used. Notwithstanding the foregoing, if OBI approves a press
release, SERVICE GROUP will have the right, without consent, to refer to the press release
and its contents in SERVICE GROUP’s marketing materials or on SERVICE GROUP’s
website or orally.

Governing Law

This Agreement will be governed by and construed in accordance with the laws of the
Province of Ontario and the federal laws of Canada applicable therein. The Parties hereby
attorn to the non-exclusive jurisdiction of the courts of Ontario.
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Time for Performance

Notwithstanding any principles of equity, when a Party has a right to performance by the
other Party or a right to terminate this Agreement as of a particular date, that right may be
enforced or exercised and the Party will be entitled to that performance or to terminate the
Agreement on or after such date.

Notice

Unless expressly stated otherwise, any notice, consent, authorization or other
communication or direction required or permitted to be given hereunder will be required
to be provided in writing and will be hand delivered or sent by prepaid registered mail or
by facsimile, in each case addressed as follows:

If to OBI: 438 University Ave., Suite 1618
Toronto, Ontario,
M5G 2K8
Attention: Brendan Behan, PhD
Telephone No.: (647) 872-1221
Facsimile Number:  (866) 570-5818

If to SERVICE GROUP: 258 Adelaide Street East, Suite 200
Toronto, Ontario
M5A 1N1
Attention: Kenneth R. Evans, PhD
Telephone No.: (416) 703-0767

Facsimile Number:  (416) 703-0311

or to such other address a Party may by written notice to the other Party, indicate as its new
address for the purposes of this provision. Any such notice given by a Party in accordance
with the foregoing will be deemed to have been received by the Party to which it is
addressed, on the date of delivery or transmission, in the case of a notice that is hand
delivered or sent by facsimile, and three (3) Business Days following the date of mailing,
in the case of notice sent by prepaid registered mail. Notices will not be sent by mail in the
event of actual or threatened disruption of postal service.

Waiver

The failure of a Party at any time to require performance by the other Party of any provision
of this Agreement will not affect in any way the full right to require such performance at
any subsequent time; nor will a waiver by a Party of a breach of any provision of this
Agreement be taken or held to be a waiver of the provision itself. All waivers must be in
writing.
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Severability

If any provision of this Agreement is held by a court of competent jurisdiction to be invalid
or unenforceable for any reason, such invalidity will not affect the validity of the remaining
provisions of this Agreement, and the Parties will substitute for the invalid provision a
valid provision which most closely approximates the intent and economic effect of the
invalid provision.

Entire Agreement

This Agreement, including any Schedules and SOWs attached or otherwise forming part
of this Agreement and any agreements and documents to be delivered pursuant to the terms
of this Agreement, constitute the entire agreement between the Parties with respect to the
subject matter thereof and supersedes all prior agreements, understandings, negotiations
and discussions, whether oral or written of the Parties in respect of the subject matter
hereof. There are no conditions, representations, warranties or other agreements between
the Parties in connection with the subject matter of this Agreement, whether oral or written,
express or implied, statutory or otherwise, except as specifically set out in this Agreement
(including for greater certainty the SOWs).

Counterparts

This Agreement may be executed by the Parties in separate counterparts, each of which
when so executed and delivered will be an original, but all such counterparts will together
constitute one and the same instrument. Counterparts may be delivered by facsimile or
other electronic means.

Initial Agreement Amended and Restated

This Agreement shall amend and restate the Initial Agreement in its entirety, with the
Parties hereby agreeing that there is no novation of the Initial Agreement On the date
hereof, the rights and obligations of the parties under the Initial Agreement, including all
SOWs created pursuant to the Initial Agreement, shall be subsumed within and be governed
by this Agreement.

Further Assurances

The Parties agree to co-operate with and assist each other and take such action as may be
reasonably necessary to implement and carry into effect this Agreement to its full intent.

[SIGNATURE PAGE IS THE NEXT PAGE]
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IN WITNESS WHEREOF the Parties hereto have executed this Agreement as of the Execution
Date.

ONTARIO BRAIN INSTITUTE

By:

Name:
Title:

By:

Name:
Title:

SERVICE GROUP

By:

Name:
Title:
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SCHEDULE 1.1
DEFINITIONS

“Acceptance” means, with respect to any Deliverable for which the
terms of this Agreement require formal acceptance by OBI hereunder,
written notification that (i) the Acceptance Criteria have been achieved
for such Deliverable or (ii) such Deliverable has otherwise been
accepted by OBI.

“Acceptance Criteria” has the meaning ascribed thereto in Section 5.1.

“Acceptance Notice” has the meaning ascribed thereto in Section 6.1.1.

“Act of Insolvency” means any of the following acts:

1141

1.1.4.2

1.1.4.3

1.1.4.4

a Party admits in writing its inability to pay its debts
generally as they become due or otherwise
acknowledges in writing its insolvency;

a Party ceases to carry on business in the ordinary course;

a Party institutes any proceeding, takes any corporate
action, or executes any agreement to authorize its
participation in or the commencement of any proceeding
seeking: (i) to adjudicate it a bankrupt or insolvent; (ii)
liquidation, dissolution, winding-up, reorganization,
arrangement, protection, relief or composition of it or
any of its property or debts or making a proposal with
respect to it under any law relating to bankruptcy,
insolvency, reorganization or compromise of debts or
other similar laws; or (iii) appointment of a receiver,
trustee, agent, custodian or other similar official for it or
for any substantial part of its properties and assets; or

a creditor or any other Person privately commences any
proceeding against or affecting a Party (except during
any period up to a maximum of sixty (60) days during
which such proceeding is being contested in good faith
by appropriate proceedings by such Party) seeking: (i) to
adjudicate it a bankrupt or insolvent; (ii) liquidation,
dissolution, winding-up, reorganization, arrangement,
protection, relief or composition of it or any of its
property or debts or making a proposal with respect to it
under any law relating to bankruptcy, insolvency,
reorganization or compromise of debts or other similar
laws; or (iii) appointment of a receiver, trustee, agent,
custodian or other similar official for it or for any
substantial part of its properties and assets.
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“Affiliate” shall mean any legal entity that directly or indirectly,
including through one or more intermediaries, Controls, is Controlled
by or is under common control with a party to this Agreement.

“Agreement” means this agreement entitled “AMENDED AND
RESTATED BRAIN-CODE INFORMATICS PLATFORM
SERVICES AGREEMENT”, and includes all SOWSs associated with
this Agreement and all Schedules annexed hereto or any amendment or
confirmation hereof.

“Applicable Law” means any law, rule, statute, regulation, by-law,
order, ordinance, or any protocol, code, guideline, treaty, policy, notice
or direction having the force of law, or any judicial, arbitral,
administrative, ministerial or departmental judgment, award, decree,
treaty, directive, or other requirement or guideline published or in force
at any time during the Term which applies to or is otherwise intended to
govern or regulate either or both Parties, or its or their property,
transactions, activities, events or other matters, including any rule,
order, judgment, directive or other requirement or guideline provided
that in respect of any of the foregoing it is issued by any Governmental
or Regulatory Authority, and shall for greater certainty, include Privacy
Laws.

“Approved Subcontractor” has the meaning ascribed to it in Section
11.3.

“Assignable Third Party Software” means any third party Software
that is included in the Brain-CODE Platform and is licensed by
SERVICE GROUP where such license is assignable or transferable to
OBI.

“Assistance Period” has the meaning ascribed to it in Section 17.6.1.

“Brain-CODE Platform” means all Hardware, Software and Systems
comprising the informatics platform created for OBl by SERVICE
GROUP pursuant to the terms of this Agreement, and all Hardware,
Software and System used by SERVICE GROUP, whether created by
SERVICE GROUP or otherwise, to provide the Services and which
includes, without limitation: (i) the Software that is the user interface to
the Research Program data stored in any database comprising the Brain-
Code Platform; (ii) the Software that stores, organises, provides access
to, and forms the databases storing Research Program data, (iii) the
Hardware that stores the Research Program data and that runs and stores
the Software referenced in (i), and (ii) of this definition, (iv) any
Systems associated with parts (i),(ii) and (iii) of this definition, and
(v)the Third-Party Software and that is used to provide the Services, and
(i) all Fixes, Enhancements or other Changes thereto made in
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1.1.14

1.1.15

1.1.16

1.1.17

1.1.18

accordance with this Agreement.

“Business Day” means Monday through Friday, excluding holidays,
statutory or otherwise recognized by OBI at its corporate offices in
Toronto, Ontario.

“Change” has the meaning ascribed thereto in Section 13.1.2.
“Change Order” has the meaning ascribed to it in Section 13.1.2.

“Change Order Process” means the process for making Changes as set
out in Article 13 hereof, unless a separate process for making Changes
is set out in the respective SOW.

“Change Order Response” has the meaning ascribed to it in Section
13.1.2.

“Change Order Request” has the meaning ascribed to it in Section
13.1.2.

“Confidential Information” of a Party means any and all material
and/or information of a Party or any of its Affiliates or licensors
(including, in the case of SERVICE GROUP, Approved
Subcontractors) (the “Disclosing Party””) which has or will come into
the possession or knowledge of the other Party (the “Receiving Party”)
in connection with or as a result of entering into this Agreement,
including OBI Program Information and information concerning the
Disclosing Party’s past, present or future customers, suppliers,
technology, or business. For the purposes of this definition,
“information” and “material” includes know-how, data, unregistered
patents, copyrights, trade secrets, processes, business rules, tools,
business processes, techniques, programs, designs, formulae,
marketing, advertising, financial, commercial, sales or programming
materials, equipment configurations, system access codes and
passwords, written materials, compositions, drawings, diagrams,
computer programs, studies, works in progress, visual demonstrations,
ideas, concepts, and other data, in oral, written, graphic, electronic, or
any other form or medium. OBI Intellectual Property is deemed to be
Confidential Information of OBI and SERVICE GROUP Intellectual
Property is deemed to mean only SERVICE GROUP Confidential
Information. Notwithstanding the foregoing, “Confidential
Information” does not include information or material:

1.1.18.1 which is publicly available when it is received by or
becomes known to the Receiving Party or which
subsequently becomes publicly available through no
fault of the Receiving Party (but only after it becomes
publicly available);
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1.1.22

1.1.23

1.1.24

1.1.25

1.1.18.2 which is already known to the Receiving Party at the
time of its disclosure to the Receiving Party and is not
known by the Receiving Party to be the subject of an
obligation of confidence of any kind,;

1.1.18.3 which is independently developed by the Receiving
Party without any use of or reference to the Confidential
Information of the Disclosing Party provided that such
independent development can be established by
evidence that is determinative of the question to a court
of competent jurisdiction; or

1.1.18.4 which is received by the Receiving Party in good faith
without an obligation of confidence of any kind from a
third party whom the Receiving Party had no reason to
believe was not lawfully in possession of such
information free of any obligation of confidence of any
kind, but only until the Receiving Party subsequently
comes to have reason to believe that such information
was subject to an obligation of confidence of any kind
when originally received.

“Content” means works, data, text, information, audio, video, graphics,
routing scripts, advertisements, graphical user interface elements and
designs, photography, and other works, in any form or medium
whatsoever.

“Control” and its derivatives mean, with regard to any entity, the legal
or beneficial ownership, directly or indirectly, of fifty percent (50%) or
more of the shares (or other ownership interest, if not a corporation) of
such entity ordinarily having voting rights or control in fact through the
exercise of rights pursuant to agreement.

“Dedicated Third Party Services Agreement” has the meaning
ascribed to it in Section 17.6.1.12.

“Deliverable” has the meaning ascribed thereto in Section 3.1.1.

“Deliverable Documentation” has the meaning ascribed to it in Section
7.1

“Development Services” has the meaning ascribed to it in Section
42.1.

“Disabling Code” means any clock, timer, counter, computer virus,
worm, software lock, drop dead device, trojan horse routine, trap door,
time bomb, or any other codes, designs, routines or instructions that may
be used to access, modify, replicate, distort, delete, damage or disable





1.1.26

1.1.27

1.1.28

1.1.29

1.1.30

1.1.31

1.1.32

1.1.33

1.1.34

1.1.35

1.1.36
1.1.37

1.1.38

1.1.39

any Hardware, Software or System of a Party.

“Disclosing Party” has the meaning ascribed to it in the definition of
Confidential Information.

“Dispute” has the meaning ascribed to it in Section 20.1.

“Documentation” means instructions, manuals, drawings, notes, charts
and other information relating to the development, use, installation,
implementation, integration, configuration, operation, modification,
maintenance or support of a Program or Program Deliverable.

“Documentation Standard” means that the Documentation will enable
reasonably competent personnel who have either received the training
contemplated to be delivered pursuant to the SOW or such other training
as is appropriate to, as applicable, evaluate, test, operate and use the
Deliverable or Brain-CODE Platform after inclusion of the Deliverable
without further recourse.

“Electronic Service Provider” or “ESP” is a person who supplies
services for the purpose of enabling a Health Information Custodian to
use electronic means to collect, use, modify, disclose, retain or dispose
of personal health information and who is not an agent of a Health
Information Custodian, as contemplated in O. Reg 329/04 of PHIPA.

“Engagement Manager” means, Director of Informatics at SERVICE
GROUP or any other individual appointed to replace such employee.

“Enhancements” means upgrades, updates, modifications or additions,
including those resulting in improvements or new features, processes,
functions, services or performance metrics.

“Execution Date” means the date of this Agreement as set forth on the
first page hereof.

“Existing OBI IP” has the meaning ascribed to in 14.1.1.1.

"Existing SERVICE GROUP IP" has the meaning ascribed thereto in
Section 14.1.3.1.

“Failure Notice” has the meaning ascribed to it in Section 5.3.2.
“Fees” has the meaning ascribed to it in Section 10.2.

“First Renewal Term” means the period from the Execution Date until
11:59 PM Eastern time on March 31, 2020.

“Fixes” means fixes, patches, repairs or Incident corrections.





1.1.40

1.141

1.1.42

1.1.43

1.1.44

1.1.45

1.1.46

“Force Majeure Event” has the meaning ascribed to it in Section
21.1.1.

“Go Live Date” means, with respect to a Deliverable, the actual date on
which the Deliverable commences to operate in a production
environment after it has been Accepted by OBI.

“Governmental or Regulatory Authority” means: (i) any
government, governmental department, agency, commission, board,
tribunal, dispute settlement panel or body, bureau, official, minister,
Crown corporation, or court or other law, rule or regulation-making
entity; and (ii) any regulatory authority, self-regulatory organization or
other entity having jurisdiction over OBI, SERVICE GROUP or any
Person, property, transaction, activity, event or other matter related to
this Agreement.

“Hardware” means hardware, mainframes, personal computers,
servers, client/server stations, network equipment, routers, semi-
conductor chips, embedded software, communication lines and other
equipment.

“Incident” means any failure of all or part of a Deliverable to comply
with, the Acceptance Criteria or Service Levels as the case may be.

“Initial Execution Date” means May 14, 2012.
“Intellectual Property Rights” means:

1.1.46.1 any and all proprietary rights provided under: (i) patent
law; (ii) copyright law (including moral rights); (iii)
trade-mark law; (iv) design patent or industrial design
law; (v) semi-conductor chip, integrated circuit
topography or mask work law; or (vi) any other statutory
provision or common law principle regarding
intellectual or industrial property, including trade secret
law, which may provide a right in Hardware, Software,
Documentation, Confidential Information, ideas,
formulae, algorithms, concepts, inventions, processes or
know-how generally, or the expression or use of such
Hardware,  Software, Content, = Documentation,
Confidential Information, ideas, formulae, algorithms,
concepts, inventions, processes or know-how;

1.1.46.2 any and all applications, registrations, licenses, sub-
licenses, franchises, agreements or any other evidence of
a right in any of the foregoing; and

1.1.46.3 all licenses and waivers and benefits of waivers of the





1.1.47

1.1.48

1.1.49

1.1.50

1.151

1.1.52

1.1.53
1.1.54

1.1.55

1.1.56

1.1.57

1.1.58

intellectual property rights set out in Sections 1.1.52.1
and 1.1.52.2 above, all future income and proceeds from
the intellectual property rights set out in Sections
1.1.52.1 and 1.1.52.2 above, and all rights to damages
and profits by reason of the infringement of any of the
intellectual property rights set out in Sections 1.1.52.1
and 1.1.52.2 above.

“Inventory Information” has the meaning ascribed to it in Section
17.6.1.5.

“Maintenance and Support Services” has the meaning ascribed to it
in Section 9.1.

“Marks” means trade-marks, service marks, designs, logos, trade
names, domain names, meta-tags or other distinguishing features.

“Masked” means that the OBI Program Information is not in a readable
format, and if originating from SERVICE GROUP, SERVICE GROUP
has taken reasonable steps to prevent it from being converted into a
readable format and, if originating from OBI or a third party on OBI’s
behalf, SERVICE GROUP has not provided the means to convert, or
has not otherwise authorized converting such information into a
readable format.

“Materials” has the meaning ascribed to it in Section 17.6.1.9.

“Non-Assignable Third Party Software” means any Software that is
included in the Brain-CODE Platform, is licensed by SERVICE
GROUP but is not owned by SERVICE GROUP where such license is
not assignable or transferable to OBI.

“Notice of Dispute” has the meaning ascribed thereto in Section 20.1.1.
“Notice of Readiness” has the meaning ascribed to it in Section 5.2.3.

“OBI-SERVICE GROUP Disaster Recovery Plan” has the meaning
ascribed to it in Section 12.6.1.

“OBI Informatics Steering Committee” means a committee formed
by OBI to have oversight over the Services provided pursuant to the
terms of this Agreement.

“OBI Intellectual Property” has the meaning ascribed to it in Section
14.1.1.

“OBI Policies” means the policies set out in Schedule 12.1.1, including,
but not limited to, the Governance Policy for the OBI Brain-CODE Data





1.1.59

1.1.60

1.1.61

1.1.62

1.1.63

1.1.64

1.1.65

1.1.66

1.1.67

1.1.68

Organizing Centre, the Terms of Reference for Brain-CODE
Administration, and the Policy on Sharing of Data Stored within Brain-
CODE.

“OBI Program Information” means information relating to a Research
Program including, without limitation, any data collected by or in
association with such research program, whether such information is
personal health information or otherwise. .

"SERVICE GROUP Confidential Information” means any source
code in any SERVICE GROUP Proprietary Platform IP created prior to
January 2, 2012 and identified by written notice to CBI prior to the end
of the Term as SERVICE GROUP Confidential Information.

“SERVICE GROUP Intellectual Property” has the meaning ascribed
to it in Section 14.1.3.

“SERVICE GROUP Security Officer” has the meaning ascribed to it
in Section 12.5.8.

“SERVICE GROUP Test Materials” has the meaning ascribed to it
in Section 5.2.2.

“SERVICE GROUP Test Plan” has the meaning ascribed to it in
Section 5.2.2.

“Other Service Provider” has the meaning ascribed to it in Section
11.4.1.

“Parties” means OBI and SERVICE GROUP, and “Party” means
either one of them.

“Permitted Subcontract” means an agreement that is between
SERVICE GROUP and an Approved Subcontractor, or between
SERVICE GROUP and any Person pursuant to which SERVICE
GROUP engages that Person to perform all or any part of the Services,
where such contract is listed in Schedule 9 hereof as a Permitted
Subcontract, or is labelled in an SOW as a “Permitted Subcontract” or
(i) that is an agreement solely for: (A) the supply and or support of
Hardware; (B) the supply and or support of telecommunications
services or (C) the supply and or support of communications networks;
unless in the course of the performance of an agreement referred to in
(A) through (C) such Person will have access to OBI Program
Information that is not Masked.

“Person” means any individual, corporation, partnership, governmental
body, association or unincorporated organization.





1.1.69

1.1.70

1.1.71

1.1.72

1.1.73

1.1.74

1.1.75

1.1.76
1.1.77

1.1.78

1.1.79
1.1.80
1.181

1.1.82

1.1.83

“PHI” or “Personal Health Information” means personal health
information with the meaning ascribed to it in PHIPA.

“PHIPA” means the Personal Health Information Protection Act
(Ontario) as amended from time to time.

“Platform IP” has the meaning ascribed to in Section 14.1.1.2.

“Privacy Laws” means any federal, provincial or other applicable
statute, law or regulation of any Governmental or Regulatory Authority
in Canada relating to the collection, use, storage and/or disclosure of
information about an identifiable individual, including the Personal
Information and Protection of Electronic Documents Act (Canada), the
Personal Health Information Protection Act, 2004 (Ontario) as each are
amended from time-to-time, and equivalent provincial legislation.

“Program Proponent” means a natural person, a corporation, or any
other legal entity that is managing, or otherwise responsible for a
Research Program.

“Program Specifications” means with respect to the Brain-CODE
Platform Program, any Brain-CODE Platform specifications developed
in accordance with Section 4.1 and with respect to any other program,
the specifications generated pursuant to the Change Order Process
related to the Program.

“Receiving Party” has the meaning ascribed to it in Section 1.1.18 of
this Schedule 1.1.

“Rejection Notice” has the meaning ascribed thereto in Section 5.2.3.
“Renewal Term” has the meaning ascribed thereto in Section 17.1.2.

“Research Programs” has the meaning ascribed thereto in the
preamble hereto.

“RFP” has the meaning ascribed thereto in the recitals.
“Security Policies” has the meaning ascribed to it in Section 12.2.1.
“Service Levels” has the meaning ascribed to it in Section 9.2.

“Services” means all services performed by SERVICE GROUP
pursuant to the terms of this Agreement, whether set out in the body of
this Agreement, or in any SOW, or otherwise.

“Software” means scripts, macros, computer programs, application
programs, application programming interfaces and other interfaces,





1.1.84

1.1.85

1.1.86

1.1.87

1.1.88

1.1.89

1.1.90

1.1.91

1.1.92

tools and other instructions and sets of instructions for Hardware to
follow, including, without limitation, SQL and other query languages,
hypertext markup language and other computer mark-up languages.

“SOW?” has the meaning ascribed thereto in Section 3.1.1.

“System” means any combination of Hardware and Software, including
any telecommunications lines or other networking devices used to link
such combination of Hardware and Software.

“Tax” means any commodity tax, including any sales, use, excise,
value-added, goods and services, consumption or other similar tax,
including penalties or interest, imposed, levied or assessed by any
Governmental or Regulatory Authority.

“Term” means the First Renewal Term and any Renewal Terms.

“Termination Assistance Services” has the meaning ascribed to it in
Section 17.6.1

“Termination Assistance Fees” means those fees for Termination
Assistance Services set out in Schedule 17.6.1 hereto.

“Testing” means a cycle or cycles of verification within a phase of
testing which involves the iterative execution of test cases, according to
test plans, along with the identification, classification, prioritization,
analysis, remediation and re-testing of Incidents. Testing includes the
mechanisms by which information is communicated from the testers to
the developers and the tracking of the status of the individual Incidents,
and tracking the general progress of the cycle of testing.

“Third Party Software” means the Assignable Third Party Software
and the Non-Assignable Third Party Software.

“Transition Plan” has the meaning ascribed to it in Section 17.6.1.1.
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