Informed Consent Statement

Type of study: Observational, non-interventional endoscopic study

Inicial study’s title Endoluminal Landmarks of the Esophagus: A Novel
Approach to Assessing Location an Orientation of
Esophageal Lesions

New study’s title: Endoscopic Identification of Endoluminal Esophageal
Landmarks for Radial and Longitudinal Orientation and Lesions
Location (Approved on July 3rd, 2018)

Protocol number: 2012-ECL-1-1
Main investigator: Fabian Emura MD, PhD, FASGE
Statement: Patients were not requested to give informed consent to the

study because the study used anonymous data obtained
after each patient agreed to underwent an upper Gl endoscopic
exam

Place / Date: September 12, 2018

Fabian Emura MD, PhD
Main investigator




MAYO DATA USE AGREEMENT

THIS AGREEMENT is made effective the 17th day of April, 2015 (“EFFECTIVE DATE”) by and
between EMURA FOUNDATION FOR CANCER RESEARCH (“RECIPIENT”) and  Mayo Clinic
Jacksonville, 4500 San Pablo Road, Jacksonville, FL 32224, a Florida nonprofit organization, on its own behalf and
for the benefit of all present and future entities that are legal Affiliates of Mayo Clinic (Mayo Clinic and all of its
Affiliates are herein individually and collectively referred to as “MAYO™). The purpose of this Agreement is to
satisfy certain obligations of Mayo under the Health Insurance Portability and Accountability Act of 1996
("HIPAA"), the Health Information Technology for Economic and Clinical Health Act ("HITECH") and its
impiementing regulations (45 C.FR. Parts 160-164) (“HIPAA”) to ensure the integrity and confidentiality of
Protected Health Information exchanged in the form of a Limited Data Set for the protocol "Endoluminal
Landmarks of the Esophagus: A Novel Approach to Assessing Location and Orientation of Esophageal

Lesions” (“Protocol™),

In consideration of the foregoing and other good and valuable consideration, the recejpt and suﬁ'lclency of
which are hereby acknowledged, Recipient and Mayo agree as follows:

[. Definitious. Capitalized terms used, but not otherwise deﬂned, in this Agreement shall have the meanings

given them in HIPAA. For convenience of reference, the definitions of "Individually Identifiable Health
Information," "Limited Data Set,” and “Protected Health Information” as of the Effective Date are as follows:

1.1 “Indivi i jon” means information that is a subset of health

information, including demographic information collected from an imdividual, and (i) is created or received by a
healtheare provider, health plan, employer, or health care clearingbouse; and (ii) relates to the past, present, or future
physical or mental health or condition of an individual; the provision of healthcare to an individual; or the past,
present, or future payment for the provision of health care to-an individual; and (a) that identifies the individual, or
{b) with respect to which there is a reasonable basis to believe the information can be used to identify the individual.

1.2 “Limited Data Set” means Protected Health Information that excludes the following direct identifiers
of the individual or of relatives, employers, or household members of the individual: (i) Names; (ii) Postal address
information, other than town or ¢ity, State, and zip code; (iii) Telephone numbers; (iv) Fax numbers; (v) Electronic
mail addresses; (vi) Social security numbers; (vii) Medical record numbers; (viii) Health plan beneficiary numbers;
(ix) Account numbers; (x) Certificate/license numbers; (xi) Vehicle identifiers and serial numbers, including license

plate numbers; (xii) Device identifiers and serial numbers; (xiii) Web Universal Resource Locators (URLs); (xiv)
Internet Protocol (IP) address numbers; (xv) Biometric identifiers, including finger and voice prints; and (xvi) Full
face photographic images and any comparable images.

1.3 “Brotected Health Information” means Individually Identifiable Health Infonnatiqn that-Recigient

receives from Mayo or from a business associate of Mayo or which Recipient creates for Mayo which is transmitted
or maintained in any form or medium. “Protected Health Information” shall not include education records covered
by the Family Educational Right and Privacy Act, as amended, 20 U.S.C. §1232g, or records described in 20 U.S.C.
§1232g (a)(4)(B)(iv), or employment records held by Mayo it its role as employer.

1.4 “Affiliate” means any and all entities which are controlled by the parent organization, Mayo Clinic, or
by subsidiaries of Mayo Clinic.  For purposes of the preceding sentence, an entity shall be deemed to control
another entity if, directly or indirectly, partnership interest or other voting interests of the other entity, is a sole
member of the other entity under corporate bylaws or otherwise, or if it otherwise controls such entity through
contractual rights, contractual agreement, control of majority voting interest in the board of directors (or similar
governing body) or otherwise. All rights granted under this Agreement to Mayo will extend to Mayo’s present and
future Affiliates. The term Affiliate shall also include Mayo Clinic Health System — Eau Claire Clinic, Inc.

2. icabj : jcts. As of the Effective Date, this Agreement automatically amends all
existing agreements between Recipient and Mayo involving the use or disclosure of a Limited Data Set for the
Protocol.  In the event of any conflict or inconsistency between a provision of this Agreement and a provision of
any othor agreement between Recipient and Mayo regarding the Protocol, the provision of this Agreement shall
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control unless: (i) Mayo specifically agrees to the contrary in writing, or (ii) the provision in such other agreement
establishes additional rights for Mayo or additional duties for or restrictions on Recipient with respect to a Limited

Data Set, in which case the provision of such other agreement will control.

3. Oblivati 1 Activitics of Recini

3.1 Non-disclosure: Recipient will not use or disclose a Limited Data Set other than as permitted or
required by this Agreement or as Required By Law or as otherwise authorized by Mayo.

3.2 Safeguards: Recipient will use appropriate safeguards to prevent use or disclosure of a Limited Data
Set other than as provided for by this Agreement, Recipient will develop, implement, maintain and use appropriate
administrative, technical and physical safeguards to preserve the mtegrlty and confidentiality of and to prevent non-
permitted or violating use or disclosure of a Limited Data Set which is transmitted electronically. Recipient will

document and keep these safeguards current.

3.3 Mitigation: Recipient will mitigate, to the extent pranttcable, any harmful effect that is known to
Recipient of a use or disclosure of a Limited Data Set by Recipient m violation of the requirements of this

Agreement,

3.4 Reporting: Recipient will report to the Privacy Officer of Mayo, in writing, any use and/or disclosure
of a Limited Data Set that is not permitted or required by this Agreemeiit of which Recipient becomes aware. Such
report shall be made as soon as reasonably possible but in no event more than five (5) business days after discovery
by Recipient of such unauthorized use or disclosure. This reporting obligation shall include breaches by Recipient,
its employees, subcontractors and/or agents. Each such report of a breach will: (i) identify the nature of the non-
permitted or violating use or disclosure; (ii) identify the Limited Data Set uged or disclosed; (iii) identify who made
the non-permitted or violating use or disclosure; (iv) identify who received the non-permitted or violating use or
disclosure; (v) identify what corrective action Recipient took of will take to prevent further non-permitted or
violating uses or disclosures; (vi) identify what Recipient did or will do to mitigate any deleterious effect of the non-
permitted or violating use or disclosure; and (vii) provide such other information as Mayo may reasonably request.

3.5 Agents: Recipient will ensure that any agent to whom it provides a Limited Data Set received from, or
created or received by Recipient on behalf of, Mayo agrees to the same resirictions and conditions that apply
through this Agreement to Recipient with respect to such information.

3.6 i i ivi : Recipient will not identify or attempt to identify the
individuals whose Protected Health Information appears in a Limited Data Set. Recipient will not contact or aftempt
to contact the individuals whose Protected Health Information appears in a Limited Data Set.

3.7 Minimuin Necessarv: Recipient will use only the minimum amount of a Limited Data Set necessary
for the Recipient to accomplish the purposes for which the Limited Data Set was disclosed to Recipient.

Except as otherwise limited in this

Agreement or anyother agreement between Recnpxent and Mayo ' Recnpxcnt may use or disclose a Limited Data Set
only for purposes of research, public health or Health Care Operations.

5. Term and Termination

5.1 Tepm. The term of this Agreement shall commence ds of the Effective Date, and shall terminate when
all of the Limited Data Set(s) provided by Mayo to Recipient, or created or received by Recipient on behalf of
Mayo, are destroyed or retumed to Mayo, or, if it is infeasible to retun or destroy the Limited Data Set(s),
protections are extended to such Limited Data Set(s) in accordance with the provisions of this Section 5.

52 J‘gx;mnmmx_cam& As provided in HIPAA, including 45 C.FR. §164.504(e)(2)(iii), upon Mayo's
~ reasonable determination that Recipient has breached a material term of this Agreement, Mayo shall be entitled to do
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any one or more of the following:

(a) Give Recipient written notice of the existence of such breach and give Recipient an opportunity to
cure upon mutually agreeable terms. If Recipient does not cure the breach or end the violation according to such
terms, or if Mayo and Recipient are unable to agree upon such terms, Mayo may immediately terminate any
agreement between Mayo and Recipient which is the subject of such breach.

(b) Immediately terminate any agreement between Mayo and Recipient which is the subject of such
breach,

(c) Immediately stop all further disclosures of Limited Data Set(s) to Recipient pursuant to each
agreement between Mayo and Recipient which is the subject of such breach.

5.3 Effect of Texmination. Upon receipt of written demand from Mayo, Recipient agrees to immediately
return or destroy, except to the extent infeasible, all of the Limited Data Sel(s) demanded by Mayo, including all
such Limited Data Set(s) which Recipient has disclosed to its employees, subcontractors and/or agents. Destruction
shall include destruction of all copies including backup tapes and other electronic backup medium. In the event the
return or destruction of some or all such Limited Data Se¢t(s) is infeasible, the Limited Data Set(s) not returned or
destroyed pursuant to this paragraph shall be used or disclosed only for those purposes that make refurn or

destruction infeasible,

5.4 Continuing Privacy Obligations. Recipient’s obligation to protect the privacy of the Limited Data

Set(s) is continuous and survives any termination, cancellation, expiration, or other conclusion of this Agreement or
any other agreement between Recipient and Mayo.

6. Notices. All notices pursuant to this Agreement must be given in writing and shall be effective when
received if hand-delivered or upon dispatch if sent by reputable overnight delivery service, facsimile or U.S. Mail to
the appropriate address or facsimile number as set forth on the last page of this Agreement.

7. Miscellanegus. Recipient and Mayo agree that individuals whose Protected Health Information appears in
a Limited Data Set are not third-party beneficiaries of this Agreement. In the event that any provision of this
Agreement violates any applicable statute, ordinance or rule of law in any jurisdiction that goveras this Agreement,
such provision shall be ineffective to the extent of such violation without invalidating any other provision of this
Agreement, This Agreement may not be amended, altered or modified except by written agreement signed by
Recipient and Mayo. No provision of this Agreement may be waived except by an agreement in writing signed by
the waiving party. A waiver of any term or provision shall not be construed as a waiver of any other term or
provision. Nothing in Section 3 of this Agreement shall be deemed a waiver of any legally-recognized claim of
privilege available to Recipient. The persons signing below have the right and authority to execute this Agreement
for their respective entities and no further approvals are necessary to create a binding agreement. Neither Mayo nor
Recipient shall use the names or trademarks of the other party or of any of the respective party’s affiliated entities in
any advertising, publicity, endorsement, or promotion unless prior written consent has been obtained for the
particular use contemplated. All references herein to specific statutes, codes or regulations shall be deemed to be
references to those statutes, codes or regulations as may be amended from time to time, This Agresment may be
executed in any number of counterparis which, when taken together, will constitute one original, and photocopy,
facsimile, electronic or other copies shall have the same effect for all purposes as an ink-signed original,

Signature page follows
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RECIPIENT: Address for notices:
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Its:
MAYQO: Address for notices:
MAY INIC JACKSO JLE Mayo Clinic Privacy Officer
200 First Street SW
? Rochester, MN 55905
Phone: (507) 266-6286

/
Fax: (507) 538-3501
By: /h ‘ / Electronic Email:
< & el / WQ (CL DL EnterprisePrivacyOffice@mayo.edu
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