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Victe

ALZHEIMER'’S

CLINICAL TRIALS CONSORTIUM

ACTC Policy on Financial Relationship Disclosure and Management

1.0 Overview

This document provides guidance on the reporting of ACTC members financial interests. Reporting a financial interest

does not mean the interest is a conflict of interest. Disclosures will be reviewed by the ACTC Internal Ethics Committee
(IEC) to determine whether a disclosure is an actual, potential or has the appearance of a conflict of interest, and, if it

does, how to manage it. Whether a relationship presents an actual, potential or the appearance of conflict of interest

and, the management are ultimately under the purview of the NIH/NIA.

Questions regarding specific relationships should be sent to the chair of the ACTC IEC (Jason Karlawish,
Jason.Karlawish@uphs.upenn.edu).

This policy addresses the ACTC structure and function, in particular the roles of the Project Evaluation Committee (PEC)
and Steering Committee (SC) in selecting projects, but the scope of this policy is for the duration of any project, through
publication of results.

Key features:

Because the ACTC is a NIH funded entity and operates in a not-for-profit institution, NIH and not-for-profit research
grants do not create a potential for conflict of interest and therefore should not be disclosed.

Research, DSMB, or adjudication committee support provided by a company or other private, for profit entity
(calculated as the overall monetary value of grant) should be disclosed but is not counted towards calculating a
significant financial interest.

Travel reimbursement is not considered a financial interest and so is not counted towards calculating a significant
financial interest.

Disclosure of an individual’s financial relationships is required from the following ACTC roles:

e ACTC members who are principal investigators

Project Evaluation Committee (PEC)

Steering Committee (SC) members (which includes Member Site Pls and Unit Leads)
Project leaders

e Internal ethics committee members

e DSMB members

e Committee Chairs

e Anyone who will speak at an ACTC meeting (by teleconference, webinar, or in person)
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Persons on PEC or SC who have a significant financial interest related to a project the ACTC is considering should
contribute to the discussion but are recused from voting.

2.0 Policy

AN OVERVIEW OF DISCLOSURE

At the time of disclosure, all relationships in the categories listed below that currently exist, have existed within the past
12 months or are expected in the coming 12 months should be disclosed. It is important that each relationship and its
monetary value are reported separately (for example, it is possible to have multiple relationships with one company,
such as grant funding, consulting and intellectual property; each is distinct, and each has its own monetary value). In the
event income or value are not known, the option exists to select “value unknown.”

Some useful guidelines for a relationship to disclose are:

The relationship involves something that could be used to diagnose, stage, treat or care for persons with the disease
being studied (typically, but not always Alzheimer’s disease), even if the relationship is distinct from the proposed ACTC
project.

The relationship is with an entity that could benefit from the results of the proposed study; for example, the study tests
a novel mechanism and you have an IP holding on a separate intervention that uses that mechanism or for an
accompanying diagnostic test that will be used in the study.

Annual disclosure is required, regardless of attendance the ACTC PEC or SC meetings. Disclosure is required to
participate in a meeting.

This disclosure also applies to spouses and dependent children.

ACTC PEC and SC members who do not have up to date or complete disclosure on file with the ACTC cannot vote on
submitted proposals.

Complete disclosure will be formally collected prior to live meetings, but is expected to be updated prior to each
teleconference, web-based conference, or other ACTC related meetings for any new relationships that have developed
since the last formal or interim disclosure.

Disclosure information will be kept confidential by the ACTC Coordinating Center. A summary report will be circulated at
the beginning of the ACTC PEC and SC meetings that will list by Investigator and PEC and SC members, the nature of each
relationship disclosed. To facilitate the review of disclosures, the reports will group members by their role in the ACTC:
PI, PEC, Unit leads, DSMB, IEC, SC.

These summary reports will be collected at the end of the ACTC PEC and SC meetings to assure confidentiality. In the
case of a web meeting, disclosures will be posted in a non-downloadable electronic format prior to the meeting and
then taken down at the end of the meeting.

CATEGORIES OF RELATIONSHIPS TO DISCLOSE
Below are the categories of relationships that should be reported by investigators submitting proposals as well as ACTC
PEC members:

Category 1. DSMB service / Adjudication committee / Grant / Research support provided by a company or other
business entity: Please report the total monetary value of the grant for the relevant time period (i.e., do not limit
disclosure to salary support only). Please do not report DSMB service/adjudication committee/grant/research support
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from Federal (e.g. NIH, NSF, CDC) or other non-profit sources as these relationships do not present a potential for COI or
SFI.

Category 2. (a) Honoraria payments for talks and lectures & (b) CME talks and lectures: Category 2 (a) includes talks paid
for by a company, an intermediary for a company, or a for-profit CME group where the company directly or indirectly
influences selection of the speaker. The 2 (b) CME subcategory is limited to CME talks through national professional
organizations and non-profit academic institutions, where the sponsoring company does not select the speakers and has
no relationship to the CME entity. In the disclosure, income received for 2 (a) counts towards a significant financial
interest; 2 (b) CME talks are not so counted.

Category 3. 3 (a) Stock or other ownership rights, 3 (b) Stock Options & 3 (c) Company Ownership or Majority Stock
Owner:

Category 4. (a) and (b) Intellectual Property rights such as copyrights, licenses, and patents: Intellectual property rights
and interests are divided into two categories: “4a - Intellectual property rights with royalties” and “4b - Intellectual
property rights without royalties.” If the value of the property is unknown, the disclosure should indicate “unknown.”

Category 5. Consultant or Advisory Role (examples include, but are not limited to, Consulting, Scientific Advisory Board,
one-time consulting). (a) paid directly (payment is to the person), (b) paid indirectly (to a department or charity), (c)
unpaid. Reimbursement for travel does not count as part of the reported income. The roles of DSMB or adjudication
committee member are not considered consulting as they serve the science and the interests of the subjects.

Category 6. Other. The discloser will explain the relationship.

MANAGEMENT OF RELATIONSHIPS
The decision whether a relationship is an actual or potential COI or SFI depends on the nature of the relationship,
including its value and the role of the person who has that relationship.

Stock, equity and other ownership in a company or product
Sponsoring Company:

ACTC members may not own or acquire stock, stock options, or other direct ownership interests in ACTC sponsoring
companies, or in potential sponsoring companies that are under consideration for ACTC research engagement.

In the situation where an ACTC member already holds stock or other ownership interests in a company that becomes a
sponsoring company or potential sponsoring company, the member has the following alternatives:

Immediately sell the stock or interest; or
Choose to retain the stock or interest, but

Not participate in closed discussion and voting in the PEC and SC meetings when the agenda includes the project with
their relationship.

Recuse himself/herself from being a project Pl or site Pl on any study involving that company and its product(s);

Not be involved in other roles regarding such a study, including subject recruitment or evaluation of subject responses
to study interventions, with the exception that the member may help to develop the study protocol; and

Agree not to buy/sell any stock in the sponsoring company or potential sponsoring company, or in a known competing
company, until six (6) months after publication of the primary study paper from the ACTC trial involving the company.
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Non-Sponsoring Company: ACTC SC members may hold stock and ownership interests in non-sponsoring companies,
including known competitors of sponsoring companies.

Non-Sponsoring Companies that are Known Competitors of Sponsoring Company: Project leaders, the ACTC PI’s, and PEC
members may have stock and other ownership interests in known competitors of a sponsoring company, as long as such
financial interests are annually < $5,000.

Mutual and Sector Funds: Financial interests in companies through ownership of mutual funds, blind trusts, sector
funds, or other investments in which the ACTC member has no direct control, are permitted and do not need to be
disclosed.

Patent, Royalty and Intellectual Property Interests:
In general, intellectual property interests present a COl risk.
Sponsoring Company:

ACTC PI’s, the ACTC statisticians, Unit leaders, PEC members, DSMB, the ACTC project leader, and ACTC SC members
who serve as site Pl may not have or acquire patent, royalty or other intellectual property interests in a sponsoring
company, potential sponsoring company or have property interests that could benefit from the trial, such as a patent on
the intervention or an assessment tool.

In the situation where the ACTC member already holds intellectual property interests in a company that becomes a
sponsoring company or potential sponsoring company, or has property interests that could benefit from the trial, such
as a patent on the intervention or an assessment tool, the member can either:

Assign the income to another person or institution who cannot directly benefit the member (such as a charity), or:
Do all the following:
Recuse himself/herself from the closed sessions when that involve the property in question; and

Recuse himself/herself from being a project Pl or site Pl on any ACTC study involving that company and its product(s);
and

Not be involved in other roles regarding such a study, including subject recruitment or evaluation of subject responses
to study interventions, with the exception that the member may help to develop the study protocol; and

Agree not to buy/sell any financial interests in the sponsoring company or potential sponsoring company, or in a known
competing company, until six (6) months after publication of the primary study paper from the ACTC trial involving the
company.

Non-Sponsoring Company: ACTC SC members may hold intellectual property interests in non-sponsoring companies,
including known competitors of sponsoring companies.

Non-Sponsoring Companies that are Known Competitors of Sponsoring Company: Project leaders, ACTC PI’s and PEC
may have intellectual property interests in known competitors of a sponsoring company, as long as income from such
interests is annually < $5,000.

Employment Relationships:

ACTC members may not be employed by sponsoring companies or potential sponsoring companies, or by known, direct
competitors of sponsoring companies.
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Relationships with a sponsoring company that has study roles that exceed the provision of either funds or an
intervention such as drug or device, or both:

The ACTC PI’s, the ACTC statisticians, Unit leaders, PEC members, DSMB, and the ACTC project leader may not have:

Any paid relationship with the sponsoring company except as part of the grant or grants, Equity holdings with a
sponsoring company, or Intellectual property with the sponsoring company, or concerning the intervention being used
in the ACTC study.

The ACTC PI’s, the ACTC statisticians, Unit leaders, PEC members, DSMB, and the ACTC project leader may have grants
with the sponsoring company prior to ACTC approval of a project involving the sponsoring company. These grants
between the sponsoring company and either the ACTC project leader or the ACTC Pl should only address science
necessary to develop and plan the project.

Once the ACTC PEC and SC have approved the project, the ACTC IEC will review any new grants between the sponsoring
company and the project leader, statisticians, and/or the ACTC PI’s. The IEC will provide initial recommendations
regarding approval of such a grant to the ACTC PI’s, who will make the final decision concerning whether the grant
should be approved. Projects should have a scientific link to the ACTC study in question, and the relationship between
work proposed and funding provided should be transparent and appropriate.

This guideline applies from the time of the planning of the protocol, through the course of the entire study, and until the
publication of the paper reporting the study’s primary endpoints.

Consultant or Advisory Role (examples include, but are not limited to, Consulting, Scientific Advisory Board, one-time
consulting) either (a) paid directly (payment is to the person), (b) paid indirectly (to a department or charity).

An ACTC member whose relationship has a value that is not an SFI, may participate and vote in PEC and SC open and
closed meetings. The member may designate an alternate from their site to represent the site in the closed meeting.

An ACTC PEC and SC member whose relationship has a value that is an SFI may not vote for approval/disapproval of
actions related to the ACTC project for which the relationship exists. In the event the SFl is for the coming 12 months,
the member may choose to end the planned relationship and then participate in PEC and SC voting.

3.0 Reference Documents

None

4.0 Definitions

ACTC: Alzheimer’s Clinical Trial Consortium

PEC: Protocol Evaluation Committee

SC: Steering Committee
Project Leader: A person who proposed a protocol to the ACTC. This person has had a role in the design of the project. A

project may have more than one leader.

Investigator: All persons involved in the design and conduct of a project. A useful rule to determine who is an
investigator is this is a person who would either be a co-author or acknowledged on a publication of the project’s
results.

Site Investigator: The SC member who has overall charge of the execution of an ACTC project at a study site.
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DSMB: Data Safety Monitoring Board
ACTC Member: Persons involved in the ACTC Committees or Units, project leader, investigator, DSMB member.

Open Discussion: A meeting where discussion of a project — its review, approval, monitoring and analyses of results — is
attended by all ACTC members, including those with and without conflict of interest.

Closed discussion: A meeting where discussion of a project — its review, approval, monitoring and analyses of results —is
attended solely by ACTC members without conflict of interest.

Financial Interest (Fl): Any interest of monetary value, related to a company or other business entity, which would
reasonably appear to affect, or be affected by, the research and activities of the ACTC. Such interests include, but are
not limited to:

e Income or other payments for services not part of the member’s regular employment (eg., consulting,
speaking fees, or honoraria)
e Equity interests (eg., stocks, stock options, or other ownership interests) that currently have value or could
have value in the future.
e Intellectual property rights (eg., patents, copyrights, and royalties from such rights) that currently have value
or could have value in the future
e Research, DSMB, or adjudication committee support provided by a company or other private, for profit
entity (calculated as the overall monetary value of grant).
o Because the ACTC is a NIH funded entity and operates in a not-for-profit institution, NIH and not-for-
profit research grants do not create a potential for conflict of interest and therefore should not be
disclosed.

Significant Financial Interest (SFl): An SFl involves salary for consulting or advising, directly owned equity interests,
property, honoraria and other Fls (with the qualifications listed below) that, when aggregated for the ACTC member,
and the ACTC member’s spouse and dependent children over the past 12 months, exceeded $5,000 or over the next 12
months, are expected to exceed $5,000.

e Research, DSMB, or adjudication committee work funded by a company or other business entity is not
counted as a resource contributing to a SFl for an ACTC member. However, all research, DSMB, or
adjudication committee work provided by a company or other business entity is considered to constitute a
financial interest and must be disclosed.

e Travel reimbursement is not considered a financial interest.

e An equity and intellectual property interest by itself, irrespective of current cash value, is a SFl as this value
could be influenced by ACTC activities and has the potential to become a SFl over the next 12 months.

Non-Significant Financial Interest: A financial interest as defined above that does not meet criteria for an SFI.

Product: The term “product” is construed broadly and includes, but is not limited to, drugs, devices, inventions, and
assessment instruments.

Sponsoring Company: A company partnering with the ACTC on a particular study or trial.

Potential Sponsoring Company: A company with a product that is under consideration by the ACTC, or that has applied
to the ACTC for consideration as a sponsoring company.

Non-Sponsoring Company: A company with a product or service in the area of Alzheimer’s diagnostics, drug
development, assessment instruments, or intervention that is not currently partnering with the ACTC.
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Known Competitor of Sponsoring Company: A company (1) which offers a product which is similar in terms of design,
class, and/or mechanism of action to a product offered by a sponsoring company in an ACTC trial, and (2) which ACTC
members could be reasonably expected to know about.

Research: A systematic investigation designed to develop or contribute to generalizable knowledge relating broadly to
public health, including behavioral and social-sciences research. The term encompasses basic and applied research and
product development.

Version 1.0 7



DocuSign Envelope ID: 127599B6-5778-4F72-86B1-554DA39F7000

Document ID Version Number Effective Date (30 Days from Issue | Review Date
Date)
ACTC-001 v1.0 April 21, 2019 April 21, 2021
Author:
Name ACTC Role Signature Date
Jason Karlawish, MD | Internal Ethics Committee Docusigned by: March 18, 2019 | 10:42:50

As a publicly-funded consortium, all ACTC Policies are public documents. Current versions are maintained centrally by
the ACTC Program Administrator. Copies of this controlled document are not considered controlled.

Reviewed and Approved by:

Name ACTC Role Signature Date
Reisa Sperling, MD ACTC Co-PI (- Docusigned by: March 19, 2019 | (1:44:06
Ron Petersen, MD, | ACTC Co-PI —oosusinedvy: varch 21, 2019 | 11:29:18
PhD Kon Peiursun ’
Paul Aisen, MD ACTC Co-PI K_E(‘;‘:“ég:‘?"tgw M h 18, 2019 11:10:14
ol S. fisun arch 18, o
Laurie Ryan, PhD NIA Program Scientist Docusianedby: March 21, 2019 | 03:59:19
(e e
Sarah Walter, MSc | ACTC Program —vocusiamed by March 18, 2019 | 10:43:5:
Administrator Suna Waten
Barbara Bartocci ACTC Quality Assurance —Dousignediy: March 21, 2019 | 13:52:0¢
Lead bﬂW‘lM}% bMILNLl
1453C18E35A9407...
Revision History:
Number Version Date Revision Summary
v1.0 20190305 Original

Version 1.0 8



	1.0 Overview
	2.0 Policy
	AN OVERVIEW OF DISCLOSURE
	CATEGORIES OF RELATIONSHIPS TO DISCLOSE
	MANAGEMENT OF RELATIONSHIPS

	3.0 Reference Documents
	None

	4.0 Definitions
	DSMB: Data Safety Monitoring Board
	Author:
	Reviewed and Approved by:
	Revision History:

		2019-03-21T13:52:10-0700
	Digitally verifiable PDF exported from www.docusign.com




