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I'I Alberta Health
B Services

between

Alberta Health Services ("AHS")
and

Gavin Low (the "Researcher")
regarding
REB ID : Pro00115324 Approved on 09-Mar-2022
Comparison of two-point Dixon and six-point Dixon MR techniques in the detection,

quantification and grading of hepatic steatosis using magnetic resonance spectroscopy as
the reference standard

WHEREAS:

A. AHS and the University Of Alberta (the “University) are parties to the Data Cooperation Agreement (the
“Cooperation Agreement”) for the provision of certain health data and

B. Pursuant to the Cooperation Agreement, the Researcher has requested from AHS access to the Data for

the Permitted Purpose (as defined below), and AHS wishes to provide the Data to the Researcher,

subject to the terms and conditions of mis,Aareement
Q

The parties hereby agree as follows,
1 Definitions
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(k) "Research Associates" means the authorized research team members employed by the
University or enrolled in the University study programs (including research coordinators,
associates, assistants, students and postdoctoral fellows) who are designated as the Study
staff on their applications to the REB;

(1) "Research Personnel" means the Researcher and the Research Associates;

(m) "Research Disclosure" means an application submitted by the Researcher to AHS for
permission to access, collect and use the Data in the Health Systems for the Permitted
Purpose in accordance with this Agreement and the Applicable Laws;

(n) "Study" means a research proposal titled

Comparison of two-point Dixon and six-point Dixon MR techniques in the detection, quantification and
grading of hepatic steatosis using magnetic resonance spectroscopy as the

approved by the REB for which the Data is accessed, collected and used by the Research
Personnel in accordance with the Applicable Laws.

(o) "System Access Requirements" means the rules and applicable procedures governing
access to the Health Systems and collection, use and disclosure of the Data contained in the
Health Systems, including the Netcare Information Exchange Protocol and the applicable
Privacy Impact Assessment, as may be revised or amended from time to time.

2 Health System Access
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Restrictions on Use. Unless specifically as part of the Permitted Purpose, the Researcher
shall not:
(a) use the Data outside of the Permitted Purpose without the express consent of AHS;

(b) use the Data for research activities using the Data for a commercial purpose; or

(c) provide or make available the Data for any purpose to a third party without the prior
written consent of AHS.

Subject Identification. The Researcher further acknowledges that the Data has the

potential to generate information that could potentially be used to identify an individual. The

Researcher shall not:

(@)  use ordisclose the Data in a form that may identify the Study Participant;
(b) attempt to re-engineer the identity of the Study Participant;

(c) perform data matching beyond the Permitted Purpose without the prior written consent
approval of AHS;

(d) attempt to contact the Study Participant to obtain additional Health Information
without the Participant's properly documented consent; or

(e) publish the Data in a form that could reasonably enable the identity of the Study
Participant to be readily ascertained.

Secondary Use of Data. If the Researcher wishes to use the Data for a new research
purpose, or make any modifications to the Study that affect the scope of access to the Health
Systems, the Researcher shall submit an amended Protocol to the REB for approval and notify
AHS of any such change. If required by AHS, the parties will cooperate with respect to the
|mplemenmt|on of any required amendments to thlS Agreement

otherwise per orn
written approval.
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Reporting. The Researcher shall report to AHS any unauthorized access to, modification of,
use, or unauthorized disclosure of the Data contrary to the Applicable Laws or AHS Policies, or
breach of confidentiality or the security standards by the Research Personnel (the “Breach”)
of which the Researcher becomes aware. The Researcher agrees to investigate all Breaches
and to cooperate with AHS in their respective mitigation, investigation, and remedial and

disciplinary measures.

Monitoring and Audit. The Researcher acknowledges and agrees that the Research
Personnel's Health System access, activity, user permissions and the use of the Data may be
tracked, monitored and reviewed by AHS at its sole discretion. AHS may conduct audits of the
Researcher's premises to ensure the Researcher's compliance with the privacy and security
requirements and other terms of this Agreement.

Data Ownership

Ownership. The Researcher acknowledges and agrees that AHS shall remain the sole owner
of all right, title or interest in or to the Data. The transfer of the Data does not constitute a
transfer to Recipient of any right, title or interest in and to the Data, except the right to use
the Data for the Permitted Purpose in accordance with this Agreement and the Applicable
Laws.

Publications. The Researcher shall have the right to use the de-identified information and
results arising out of analysis of the Data as part of a publication or presentation of the results
of the Study, provided that such publication or presentation shall not disclose the Confidential
Information without AHS's written approval. Any publication made pursuant to this Agreement
shall acknowledge the contribution of AHS in accordance with the AHS Policies.

agreement ¢
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Survival. The provisions of the Agreement which by their terms or intent survive the expiry
of this Agreement, including the confidentiality obligations contain herein, will remain in
effect and be enforceable following expiry of the Agreement.

No Assignment. The Researcher shall not assign any or all of its rights and obligations under
this Agreement without AHS's prior written consent, which consent may be reasonably
withheld.

Entire Assignment. This Agreement constitutes the entire agreement between the parties
with respect to the subject matter and supersedes all prior negotiations and discussions.

Counterparts. The parties may execute this Agreement in counterparts, each of which will
be deemed to be an original. The counterparts together will constitute one and the same
instrument, notwithstanding that all of the parties are not signatories to the original or the
same counterpart.

Notices. All notices, reports and formal communications will be in writing and may be
delivered personally or sent by registered mail, email or fax to the following addresses (or
such other address as the relevant party may notifyfrom time to time):

For AHS:

Alberta Health Services - Systems Innovation §. Programs

Email: Basgamh.Adminmﬁmn@ahs.sa




SCHEDULE A
AHS DATA REPOSITORIES

Method Of Access

1) Direct Access - data collected by Research Personnel

Name of Data Repository from an AHS EMR, system or paper charts

2) Data Extraction - data provided by an AHS Analyst
or Information Manager

3) Secondary Use - reuse of data previously collected
from another REB-approved study

PACS-IMPAX Direct

ConnectCare Direct

Comments or Additional Considerations:

No comment.
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SCHEDULE "B"
Additional Conditions

Where applicable, the Researcher shall ensure compliance by the Researcher and the Research Associates with
the following conditions.

ITEM CONDITION

The Researcher shall maintain an up-to-date list of the Research Associates for

Research Associates the Study approved by the REB.

1) The Researcher shall not approach any potential Study Participant until
an AHS employee has informed the patient of the Study and obtained the
patient's consent to be approached by a member of the Research
Personnel.

2) When there is an established care relationship between a physician and a
patient, the physician in his/her role as a researcher must have an
Recruitment of intermediary approach the patient regarding participation in a study.
Study Participants
3) With AHS's assistance through the AHS Operational Approval for Research
Process, the Researcher will determine mechanisms/ intermediaries to:
- a) advertise the opportunity to participate in the Study;
b) screen forlcontact patients who may be eligible to participate in the

‘Study; and ;
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ITEM CONDITION

1) The Researcher shall ensure that the Data collected in paper format is
securely stored and destroyed in accordance with AHS Policies.

2) The Researcher shall ensure that data collection forms, other records or
media are stored in locked filing cabinets in locked rooms with key
access limited to the Research Personnel.

3) The Researcher shall ensure that briefcases or other secure record

Data Storage containers are used when paper records are carried by the .Hesearcher
Transportation a,nd or the Research Associates, or transported between collection areas
Destruction of Paper and storage locations.
4) Should photocopying of paper records be required, the Researcher
RSGOTTS shall ensure:

a) Only the relevant portion(s) of the chart are copied;
b) Identifiable personal information is redacted and replaced with a study ID

number;
¢) The photocopy is transitory and appropriately and securely destroyed

once data collection is complete.

1) The Researcher shall ensure that electronic data collected on computers or
other devices, or transmitted outside of the AHS network are secured in
accordance with the AHS Policies.

2) The Researcher shall store the Data on secure network drives, with access
i the | osearotvPersonnel only, instead of on computer hard drives,

'gﬂwer 9xtemal hard drives are

Transfer of the Data andl
Material

Alberta Health Data




