The Cardiac Atlas Project

Collaboratlve Cardiac Itnaging Resource
Coded Data Deposition Agreement
Between
WNorthwestern University
and
The Regens of the University of California
on behalf of its Los Angeles Campus
and
The University of Auckland

WHEREAS, The University of Auckland (Univetsity of Auckland Bjoengineering Institute), in New
Zealand, and the Regents of the University of California on bebalf of its Los Angeles Catpus (UCLA
CardioVascular Imaging Labaratory), n the USA ate working together to establish The Cardiac Atlas Project
(CAF), which is intended fo be a central repository for cardiec images; data and analysis from multiple past,
present and furure cardine imaging stdies around the world; and ‘

WHEREAS, the host institution of CAP will be the University of Auckland, with a sub-sward via the
University of Aucldand to UCLA. ; and

WEHEREAS, it is the intent of the parties that the Univessity of Auckland Bloengineering Institute wil
responsible for the development of: (i) open source cardiac fmage analysis and visualization tools; (i) open
source modeling tools; @#il) ontologies and metadata formats; (iv) analytic tools; and (v) steategies and designs,
relating to CAP; and ’

WHEREAS, it is the intent of the parties that the UCLA Diagnostic CardioVascular Tnaging Labosatory
will be tesponsible for; () operational management of the CAP project partnership and contdbuting studies; (i)
developrment and management of the CAP Production Database; (il) development of Center for Computational
Biclogy infrastructuge; (iv) definition of domain dependent classifiers; and (v) management of the distribution of
dats to approved users; and

WHEREAS, jn order to fulfill these responsibilitics and the overall goals far the CAP project, two databases
have been developed: (f) the Production Database, to be hosted by the UCLA Genter for Computational Biology,
the purpose of which is to provide a mechanism by which approved thitd party users can access the de-identified
data and derived information; and (if) the Research Database, to be hosted by the Univessity of Auckland
Bioengineering Tnstinte, with a miszor at the UCLA Dirgnostic CardicVascular Inaging Laboratory, the putpose
of which s to enable CAP rescarchers to develop the required amalytic tools for visualization, modeling and
classification of cardiac MRI datz and dertved information; and

WEEREAS, it is the intent of the parties that data from the DETERMINE project described below be
transferred into CAP pursuant to the terms and conditions of this Coded Data Deposition Agreement,

NOW THEREFORE, THIS CODED DATA DEPOSITION AGREEMENT is made and entered
Into es of the date of full execution (“Effective Date™), by and between Northwestern Unlversily, with a place of
business at 633 Clark Street, Evanston, Ilinois 60208, hereafter “Holder” and the following recipients; (1) The
Regents of the University of California on behalf of jts Los Angeles Campus (UCLA) located at 11000 Kinross
Avenne, Suite 200, Los Angeles, California 90095, hereafter “UCLA Recipient”; and (2) The Univessity of
Auckland, with 2 malling address of School of Medical Sciences, Private Bag 92019, Auckland Mail Centre,
Auckland 1142, New Zealand (“Auckland Recipicat”), UCLA Recipient and Auckland Recipient may be referred
to hereinafter joindy as “Recipients,”
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TERMS AND CONDTTIONS,

This agreement sets foith the terms and conditions pursuant to which Holder will provide Coded data to the
Recipients. Dr. Alan Kadlish, M.D., Holdet’s employee and not a party to this Aprecment (“Haolder Principal
Investigator”), will oversee Holder’s activities under this Agreement. Dr. J. Pawl Fion, MD., UCLA
Reclpient’s eroployee and not a party to this Agreement (“UCLA Recipient Principal Investigator™), will
oversee UCLA Recipicot’s activities under this Apteement Dr, Alistair Young, Auckland Recipient’s
cmployee and not o party to this Agreement (“Auckland Recipient Principal Tovestigator™) will ovessee
Auckland Recipient’s activities uader this Agreement. The UCLA Recipient Principal Iovestigator and the
Auckland Recipient Principal Investigntor may be referred to hepeinafter jointly as the “Principa)
Investigators,”

Terms used, but not otherwise defined, in this Agreement shall have the meaning given the terms in the
Office for Human Research Protections regulations (45 C.F.R. §§ 46.101 of sg.).

Data Holder Responsibilides,

3.1. The Data Holder will provide nnly coded data obtained in accordance with applicable laws and
regulations and each subject’s IRB-approved informed consent. Reciplents tmust receive a copy of the
current IRB approval letter ptior to data deposition.

3.2, The Data Holder aprees that the key to the coded data will never be released to Recipieats.
Data Use.

4,1, Except as otherwise specified herein, Recipients may make all uses and disclosures of the Coded Data
Set necessaty to conduct the research described as follows: :

The Cardiac Atlas Project (“Research Project”™) segks to establish a structural and functional atlas of
the heatt. Inidally comprising cardiac magnetic resonance imaging (MRT) exarminations, together with
derived functional analyses and pssociated clinical variables, the database will be extendible ro allow
inclosion of data from a variety of imaging and other sources. The inital goals of this project ate to
facilitate statistical avalysis of regional heart shape and wall motion charactetistics, across population
groups, via the application of parametric mathetmtical modeling tools. This project will corahine
cardiac modeling and hiophysical analysis methods developed by the Univessity of Auckland, New
Zealand, with structural database and probabllistic mapping infrastructure developed by the UCLA
Center for Computational Biology (CCB). The specifit aims of this project are to:

A, Bstablish 2 database of deddentified cardiac MRI studies of asymptomatic and sympromatic
patients for current and future research purposes. Data from two large studies will be used to
initiate the database: MESA (Multi-Bthnic Study of Atherosclerosis), consisting of 5,004 subjects,
and DETERMINE (Defibrillators to Reduce Risk by Magpetic Resotance Tmaging Evalvation),
consisting of the records of those subjects who have consented to the use of their data for the
Research Project (approximately 10,000 patienis with tuyocatdial infarcion). For clasification, the
parties acknowledge that individual DETERMINE sites and individual sabjects pasticipating in the
DETERMINE Stody may elect to not share their data with the CAP Research Project.

B. Develop tools and procedures to enable cardiac MRI studies Lo be classified, labeled, and searched
using smndardized protocols. Procedures and ontologies for the characterization and classification
of anatomical and physiological data will be. extended to cardiac MRI examinations.
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€. Develop downloadable softwate tools for the mapping of cardiac structuce and function,
transformation of results between -studies, and the probabilistic evaluation of temporal
abnormalifies in tegional heart wall motion, in relation to population subgtoups,

Publication and Data Use, |

5.1.

52.

53.

5.4,

5.5,

o
N

57

DETERMINE data will not be made availahle for commercial use without the permission of Holder,
the Holder Prncipal Investigator Alan Kadish, MD and the study sponsor, St Jude Medical,

In addition to the Recipients, the individusls, or classes of individuals, who are permitted to use ot
receive the Coded Data Set for pwrposes of the Research Project include: external researchers who
have been approved for specific research projects by both the Holder and the Recipients as described
in separate recipient data use agreements, which sepatate data use agreements will apply all the Terms
and Conditions contained in this Daty Use Agresment to each external tesearcher,

Any scientific projects which utilize DETERMINE trial data even as part of 2 coded data set will
require approval of the DETERMINE exceutive steering commitree and the Principal Investigator,
Alan Kadish, MD.

Any publication, presentation, ot abstract that incogposates ot relies on any DETERMINE trial data
(“Publication”) shall be submitted 1o the DETERMINE, Fxecutive Steering Committce and the
Principal Investigatos, Alan Kadish, M.D, for review and comment Further, any Publicadon shall be
subject to the DETERMINE Publication Policy, attached heteto as Bxhibit A and incotposated herein
by reference.

Subject to any applicable U.S. goverament rights, terms will be negotiated berween the parties hereto
for any sale of DETERMINE trial data.

Parties to the Data Use Agreement will agree to use and/or disseminate data i compliance with
applicable consenting documents, the Privacy Rule emacted putsuant to the Health Insurance
Portability and Accountability Act of 1996 (“HIPAA”) and all otber applicable privacy laws and
regulations, safeguarding subjects’ privacy and confidentiality,

The parties hereto expressly acknowledge and accept the terns of the Cardiac Atlas Project Intellectual
Property Statement, attached hereto as Exhibit B and incoiporated herein by reference.

Recipient Responsibilities,

6.1.

6.2.

6.3.

Recipients will not use ot disclose the Coded Data Set for any purpose other than permitted by this
Agreement pertaining to the Research Project or as tequired by law;

Redpients will use appropriate admindstrative, physical and technical safeguards to prevent use or
disclosure of the Coded Data Set other than as provided for by this Agreement;

Reclpients will not attempt to re-identify the information contained in the Coded Dara Set,

Term and Terminatdon. The terms of this Agreement shall be effective s of the Effectve Date, and shall
remain in effect until all data provided to the Recipients is destroyed or returned to the Holder,
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8. General Provisions.

8.1 This Agreement shall not be assigned by any Recipient without the prior written consent of the

Holder,

2. Each paty agrees that it will be responsible for its own acts and the results thereof o the extent
anthorized by law and shall not be responsible for the acts of the other patty or the tesnlts thereof,

IN WITNESS WHEREOF, the paftié hereto execute this agreement as follows: [

HOLDER:

UCLA RECIPIENT:

Date: /{é {ggé 0/

AUCKLAND RECIPIENT:

Date: 147" DBCErBEL 2 ord |

Read and Understood;

Date: czgj_.[ /0_

Read and Understood:

Date: _Ez_u S 1010

Read and Understood:

NORTHWESTERN UNIVERSITY '
™
By: (LA le (,J L; Q QM G«;CES/’

Bruce W. Elliott, Jr., PhD.
Ditector, Office for Sponsosed Research

THE REGENTS OF THE UNIVERSTIY OF CALIFORNIA
ON BEHALF OF ITS LOS ANGELES CAMPUS

By %(’ %x//f
Lillian LeSmith, 1.7

Director, Material Transfer & Industry Sponsored Research
UCLA Office of Intellectual Property & Industry Sponsored Research

THE UNIVEIRISTY OF AUCKLAND

D R

Name: DR Foiwed SHAMAL
Tide: Dwkcrod  or  RESEPRGY Dpecr

HOLDER PRINCIPAL INVESTIGATOR
by (et e

D1 Alan Kadish, MD.

Prncipal Tnvestigator

"’ . :
Bonn T v ) e

UCLA RECIP[F?T;T PRIN CIPA}L JNVES TIGATOR

By
Dr J. Paul Fing, MD.
Drirectar, Diagnostic CardioVascular Imaging Labosatory

AUCKLAND RECIPIENT PRINCIPAL INVESTIGATOR

By: /// a gl

Dr. Alistair Young
Director, The Cardiac Atlas Project
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EXHIBIT A
DETERMINE - Publications Policy

Since the Study is being conducted in multiple study centers, it is intended that the results of the Study will
be published and/or presented in an irtegrated manher reflecting the results observed across all
participating centers (Institutions). Accordingly, decisions on the tirning and content of publications and
presentation of the collective results from the Study Steering Commiltee, Principu! Investigators, and the
Sponsor will be made in communication with participating centers coniributing subjects to the Study
protacol. In the event that no multi-center stady publication is approved and submitted within 12 months
of the completion of the Study protocol, Northwestern University’s (“the Institution’s™) designated
principal and co-investigators may publish the results of the study data from those subjects enrolled in a
stuy at the Tnstitution provided that the Sponsor, the Executive Steering Commitiee, and the Publications
Commitiee is provided a copy of such paper or presentation to review at least 30 days prior to its
submittal. Such review is for comment and does include editorial privileges. ‘

All papers or abstract topics exclusive of the Collective Results must be submitted to the Executive
Steering Comumitiee for review and comment of their appropriateness and sclentific merit. The
Executive Steering Comunittee will accommodate dats and analysis requests for approved fopics as
resources allow. The Publications Committee and Execntive Steering Committee will review papers
prior to publication. The Publications Committes and Executive Steering Committee may recommend
changes prior to providing approval. The Institution and the designated Investigator/Co-investigators
agree that their data may be pooled for the purpose of publications, and that having agreed to pool data
shall then have access to this data for publication purposes after the Study is corapleted.

Institution shall be free to use the data it contributed to the Study for its own teaching, research, education,
clinical and publication purposes without the payment of royalties or other fees, In such case, Institution
shall submit to Publications Committee and Sponsor for their review and comment, a copy of any
proposed manuscript resulting from the research al least thity (30) days puior to the estimated date of
submisgion for publication, If no response is received within thirty (30) days of the date submitted to
Publications Comruittee, it will be conclusively presumed that the publication may proceed without delay.
If Sponsor determines that the proposed publication contains patentable subject matters which require
protection, Sponsor may require the delay of publication for a period of time not to exdeed thirty (30) days
for the purpose of filing patent applications.
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EXHIBIT B

Cardiac Atlas Project- Intellectual Property Statement

1P Arising {rom CAP Software

All software produced by the Cardiac Atlas Project (CAP) will be made freely available, via the CAP
website, to blomedical researchers and educators in the non-profit sector, such as institutions of
edncation, research institutes, and government laboratories.

Tools devetoped by the CAP, including database tools, and heart modeling tools using CMGUI (the
open source finjte element modeling packege developed by the University of Auckland Bioenpginsering
Thstinte), will be available using the Mozilla Public License (MPL). This software will comprise tools
for the database management and access, uploading and downloading, web browser interface,
conversion of data formats, data visualization, and parametric modeling of shape and motion.

Commercialization of enhanced or customized versions of the software, or incorporation of the software
or pieces of it into other software packages will be permitted, subject to the terms of the MPL.
Researchers outside the Project are permitted to modify the source code and are strongly encowraged to
share modifications with other colleagues as well as with the Project.

The CAP will take responsibility for crealing the original and subsequent "official" versions of the
software, and will provide & mechanism to manage the dissemination or adoption of improvements or
customizations of that software by others, Other users’ coniributions such as extensions, compatible
modules, or plug-ins will be made available through the site. CAP software will be in & completely
documented form such that if the development team does not maintain the software subsequent to the
lifetime of the CAP, another individual or team can make use of our previous work to continue
development and maintenance of our computational tools, Source code for this project will be made
available through the CAP website. Support for installation on users’ computers will be provided by the
CAP, :

1P Arising from CAP Development

Existing intellectual property of the collaborating groups will remain the property of the owner, Licenses
to use this existing intellectual property will be sought on a case by case basis. Intellectual property
developed during the course of this project by CAP researchers will be owned by the researchers’
institution(s). For example, intellectual property developed during the cowrse of this project at the
University of Auckland will be owned by Auckiand UniServices Limited. Auckland UniServices is a
wholly owned corapany of the University of Auckland in which, by its agreement, the University vests
all of its intellectual property, UniServices recognizes the wish of the NIH to allow free and opén access
to software developed during the course of this project. UniServices therefore supports and will abide by
the provisions for software dissemination plans put forth in the CAP, Similarly, intellectnal property
developed during the course of this project at the University of California Los Angeles will be owned by
the University of California Los Angeles, which supparts and will abide by the provisions for software
dissemination plans put forth in the CAP. Inventions ot information arising from multiple institutions
will be treated on a case by case basis,
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IP Arising from CAP Users

Researchers ovtside the Project can apply to use the CAP data by submitting a Data Use Proposal to the
CAP Steering Committee, If the Proposal meets the scientific goals of the CAP, the CAP SC will
forward the application to each of the relevant Contributing Study Committees for approval, [ach Data
Use Proposal must identify the sources (Le, Contributing Studies) of all the data required. for the
proposal, and will provide details of the rationale, aims and outcomes expected from the use of the data,
Each Contributing Study Committee will require the applicants to sign a Data Use Agresment, which
may be different for each Contiibuting Study. The Data Use Agreements may detail Intellectual
Property terms and conditions pertaining to the specific use of the Contributing Study data. Intellectual
Property pertaining to the endpoints or specific aims of a Contributing Study, for example pertaining to
the imvestigation of a therapeutic drug or device, should in general be the property of the Contribyting
Study. Riglits to any inventions or new information arlsing frow the particular characteristics or design
of 4 Confributing Study should be freely available to the Contributing Study investigators. Researchers
using CAP data to develop new methods for the analysis and characterization of heart wall motion, new
mathematical models, or new tools for computational atlases, are encouraged to share these
developments with other colleagues as well as with the Project. lnfellectual property developed by third
party researchers using CAP data, not relating to the specific character of the Contrfbuting Studies,
should remalin the property of the developers,

IP Arising from CAP Contributors

The CAP recognizes the substantial effort and expense as well as careful attention to protocol and design
required to acquire data. In many cases, substantial intellectual property exists in the Contributing Study
design or protocol. This existing intellectual property will remain the property of the owner, Any data
dissemination will require approval from the Contributing Study Steering Comunities, As part of this
process, CAP Uscrs will be required to sign a Data Use Agreement, written and approved by the
Contributing Study, which details Intellectual Property ferms and conditions pertaining to the specific
use of the data. The Data Use Agreement will typically state that Intellectual Property pertaining o the
endpoints or specific aims of a Coniributing Study, for example pertaining to the investigation of a
therapoutic drug or device, will be the property of the Contributing Study. Rights to any inventions or
new information arising from the particular characteristics or design of a Contributing Study will
typically be freely available to the Contributing Study investigators, Intelicetual property developed by
third party researchers using CAP data, not relating to the specific character of the Contributing Studies,
will typically remain the property of the developers.




