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PURPOSE

Cook Children’s Health Care System (CCHCS) believes that all research should be conducted
with the highest degree of ethical conduct and integrity and should not be affected in any
manner by financial or other conflicts of interest. The purpose of this policy is to establish a
process and procedure for disclosing, reporting and evaluating conflicts of interest and to assist
CCHCS Investigators (and key study personnel) conducting research at CCHCS, the Conflict of
Interest (COI) Official and COl Committee (when applicable) as well as the CCHCS Institutional
Review Board (IRB) in managing, eliminating, or reducing any financial interests that may exist
in which they are involved.

The following sections describe the procedures by which this responsibility is carried out.

DEFINITIONS

Key Study Personnel (KSP) - Individuals that contribute to the conduct of the study, scientific
development or execution of the research in a substantive, measurable way, (whether or not
they receive salaries or compensation under the protocol). KSP are also considered to be
individuals who intervene or interact directly with human subjects (including the recruitment or
consenting thereof), or who analyze data.

Institutional Official (I0) — The Chief Medical Officer (CMO), who serves as the 10O, is
responsible for ensuring that the Human Research Protection Program (HRPP) at CCHCS has
the resources and support necessary to comply with all federal regulations and guidelines that
govern human subjects’ research. The |O is legally authorized to represent the institution, is the
Signatory Official for all Assurances, and assumes the obligations of the institutions Federal-
wide Assurance. The |O is responsible for ensuring that any identified conflicts of interest in
research are evaluated, appropriately managed, or eliminated. This responsibility has been
delegated to the COI Official, COIC (when warranted) and the IRB.

Conflict of Interest (COI) - Any situation in which financial, professional, or personal obligations
may compromise or present the appearance of compromising an individual’s judgment in
designing, conducting, analyzing, or reporting of research activities or findings. Federal
regulations at Title 21 Part 54 and Title 42 Part 50 of the Code of Federal Regulations (CFR)
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require the disclosure and management of conflicts of interest in research. Federal human
subject protection regulations at 21 CFR 56.107(e) and 45 CFR 46.107(e) require IRB members
to be free of any conflict. Examples of possible types of conflicts of interest are:

A. For KSP:
1. Financial incentives related to the research;

2. Coercion/Undue influence to participate in research if the investigator is also the
individual’s treating physician;

3. Enroliment bonuses; or
4. Publication requirements/career advancement.
B. For The Institutional Official:

1. Participating in decisions affecting resources in which they have personal financial or
professional interests; or

2. Participating in decisions affecting resources in which the institution has significant
financial or other interests that may influence conduct or outcomes of the research.

C. ForIRB Members/IRB Chair:
1. Serving as an investigator on research being considered by IRB;

2. Playing a substantial role in planning or conducting research at CCHCS or the strategy
of such at CCHCS;

3. Where an investigator reports to the IRB Chair/IRB member or vice versa; or

Where IRB Chair/IRB member competes for research with an Investigator whose
proposal is being considered by the IRB.

Conflict of Interest (COIl) Official - CCHCS Official that is responsible for evaluating Principal
Investigator and KSP financial conflicts of interest information and determining whether a financial
COl is present. The COI Official has full authority to investigate potential conflicts of interest and
to enforce all CCHCS COl policies in all human subject research utilizing CCHCS facilities or
resources or conducted by CCHCS personnel. The COI Official may also evaluate potential
institutional COl. For the purposes outlined in this policy, the CCHCS COI Official, reports directly
to the CCHCS Chief Executive Officer (CEO).

Conflict of Interest Committee (COIC) - The COIC is a committee that is utilized to review and
evaluate COI Official determinations when an Investigator or KSP does not accept or makes an
appeal requesting re-review of the COl management plan. The COIC may also evaluate potential
institutional COI.

Financial Interest Related to the Research — Financial interest in the sponsor, product, or service
being tested, or competitor of the sponsor or product or service being tested.

Financial interest includes:

A. Anything of monetary value that could reasonably appear to affect, or to be affected by, the
research; or

B. Anything of monetary value in entities whose interests could reasonably affect, or be affected
by, the research. The latter includes membership in partnerships or group practices that
could reasonably affect, or be affected by, the research;

C. Any financial arrangement whereby compensation to the investigator could influence, or be
influenced by, the outcome of the study;

D. Salary and other payments for services (e.g., consulting fees, honoraria, etc.);
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E. Payments of other sorts from the sponsor of the research (e.g., a grant to fund other ongoing
or additional research, compensation in the form of equipment, retainer for on-going
consultation, etc.);

F. Equity interests (e.g., stocks, stock options, or other ownership interests). Please note that
equity interests does not include interests held indirectly through mutual or pension funds, in
which the investigator or research personnel member does not directly control the selection
of investments;

G. Proprietary interests or intellectual property rights (e.g., patents, trademarks, copyrights,
licensing agreements, royalties, etc.); and/or

H. Non-cash items such as travel expenses or business gifts.
Financial interest does not include the following:

A. Salary, royalties, or other remuneration from CCHCS for purposes unrelated to the research
in question;

B. Income from seminars, lectures, or teaching engagements sponsored by public or nonprofit
entities; and/or

C. Income from service on advisory committees or review panels for public or nonprofit entities.

Ownership Interest - Ownership interest means any ownership interest, stock options, or other
financial interest whose value cannot be readily determined through reference to public prices
(generally, interests in a non-publicly traded corporation), or any equity interest in a publicly
traded corporation during the time the Investigator is carrying out the research and for one year
following completion of the study.

Compensation - Compensation means payments made by an organization to the Investigator or
the institution exclusive of the costs of conducting the research during the time the Investigator
is carrying out the study and for one year following completion of the research. This includes,
but is not limited to:

A. Income from seminars, lectures, or teaching engagements.
Income from service or advisory committees or review panels.

C. Grants to fund ongoing research.
D. Compensation in the form of equipment.
E. Retainers for ongoing consultation.

Patent - An official written document which secures an inventor’s exclusive right to make, use,
or sell an invention for a limited period of time.

Royalty - A royalty is compensation for an invention.

Immediate Family Member - An immediate family member is a person that has a relationship
(whether by blood, law or marriage) to a person as a spouse, parent, child, grandparent,
grandchild, stepchild, or sibling.

Non-Financial Conflict of Interest - Non-financial conflict of interest may exist when an individual
serves dual roles, such as health care provider and Investigator. Other interests such as
publication or promotion can also become conflicts of interest that may affect an individual’s
judgment. Membership in oversight committees such as the IRB as well as positions of authority
may pose potential conflicts of interest. Any position that includes responsibilities for the review
and approval of research projects or contracts other than his/her own may potentially affect the
design of, decisions made, and/or action taken surrounding a specific study.




Conflicts of Interest In Research
RS 175

Page 4 of 18

INVESTIGATOR AND KSP RESPONSIBILITIES RELATED TO DECLARING AND
DISCLOSING CONFLICTS OF INTEREST

Background - Department of Health and Human Services (HHS) regulations at 42 CFR Part 50
Subpart F require institutions to develop mechanisms to manage, eliminate, or reduce any
financial conflicts of interest in research. The regulations require CCHCS to appoint a specific
official to implement and ensure compliance with conflict of interest requirements and procedures
on behalf of the organization.

Investigators and KSP (whether or not employed by CCHCS) are required to declare and
disclose any financial conflicts of interest associated with themselves and any immediate family
members by completing the COIl process in iMedRIS. The COI process should be completed
upon submission for initial or continuing IRB review_or as possible conflicting interests are
identified or acquired during the course of the research. The COIl process and corresponding
declaration and disclosure forms, attached hereto in the appendix as Attachment A, will be used
for this purpose. If necessary, a plan to manage identified conflicts of interest will be approved
by both the COI Official and the IRB (as set forth in this policy), and will be in place before any
research activities involving human subjects are initiated. Updated COI declarations and
disclosures (if applicable) will be submitted at least annually and will accompany the application
for continuing IRB review.

INSTITUTIONAL RESPONSIBILITIES RELATED to IDENTIFICATION and
MANAGEMENT of CONFLICTS of INTEREST

CCHCS Conflict of Interest (COI) Official - The CCHCS Vice President of Compliance serves as
the CCHCS COI Official. The federal regulations associated with conflicts of interest in research
require that CCHCS appoint a specific official to implement and ensure compliance with conflict
of interest requirements to manage, eliminate, or reduce any financial conflicts of interest in
research. The COI Official has full authority to investigate possible financial conflicts of interest
and to enforce all CCHCS COl policies in all human subject research utilizing CCHCS facilities
or resources or conducted by CCHCS Investigators and KSP.

The COI Official reviews information submitted by Investigators and KSP and determines
whether particular Investigators or KSP have financial conflicts of interest requiring
management. Where financial conflicts of interest (or the appearance of financial conflicts) are
identified, the COI Official recommends how best to manage or eliminate such conflicts and
reports his/her findings and recommendations to the IRB. The COI Official can appoint an
appropriate Designee to make COIl determinations in this policy when unavailable.

Before proposed human subject research may begin at CCHCS, the COI Official (or CCHCS
COIC if applicable) and the IRB must approve any management plan in identical form, and the
affected individual must accept it as a condition for IRB approval. The IRB will review studies
submitted for initial or continuing review, but will not grant approval until a conflict of interest
determination has been made by the COI Official and any identified COl management plans
have been accepted and enacted. If an Investigator or KSP does not accept or would like to
appeal the COI Official's determination and COl management plan, an appeal can be made to
the COIC.

The CCHCS COIC is a committee that is utilized to review COI Official determinations when an
Investigator or KSP does not accept or makes an appeal requesting re-review of the COI

management plan. Please see the “COI Management Plan Appeal Process” section for more
information.
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CCHCS CcOiC

A.  FEunction - The COIC will only be convened as described above.

B. Composition - The COIC shall be appointed by the President/CEO of CCHCS. The COIC
will consist of at least three individuals - at least one of whom will be a physician. A
majority of the members will be individuals not involved with research or research related
activities. COIC Members will not be members of the IRB or admissible personnel with
duties related to the HRPP, the IRB or the Research Administration Office.

C. Quorum and Voting - The presence of a simple majority of the members will constitute a
quorum necessary to conduct business. Decisions will require at least a majority of the
COIC members attending the meeting.

D. The COI Official will prepare and submit a report at least annually to the CEO summarizing

CCHCS COl activities. The COI Official or the CCHCS Legal Counsel may take conflict of
interest matters directly to the CCHCS Board of Trustees or its designated committee
should the need arise.

COlI Official Determination Process, Basis for Making Determinations, Notification of
Determinations, and Storage of COIl Information

1. The COI Official will receive and review declarations and disclosures (as applicable)
relating to the financial interests of Investigators and KSP via the iMedRIS system.

2. The COI Official recognizes that such information may be sensitive and highly
confidential and will treat such information in a confidential manner.

3.  The COI Official and COIC are guided by Department of Health and Human Services
(DHHS) regulations at 42 CFR Part 50 Subpart F and by Food and Drug
Administration regulations at 21 CFR part 54 when evaluating potential conflicts of
interest. These regulations require institutions to develop mechanisms to manage,
eliminate, or reduce any financial conflicts of interest in research.

4.  The COI Official will consider the information submitted and render a reasonable
decision as to whether the financial interest of the affected Investigator or KSP could
significantly affect the research activities directly or indirectly.

5.  The COI Official may seek consultation from any source necessary to assist in
making his/her findings or determination or in the design, implementation, and
monitoring of any mechanism or plan for managing conflicts of interest.

6. If the COI Official reaches a decision that no financial conflict of interest exists, the
COil Official will notify HRPP personnel of that determination. In turn, HRPP
personnel will complete processing of the COIl determination and notify the
Investigators and KSP via the iMedRIS system.

7. If the COI Official reaches a decision that a financial conflict of interest exists, the
COl Official will propose a management plan for the specific conflict. The COIl Official
will notify HRPP personnel of the management plan via iMedRIS.

8. HRPP personnel will notify the Principal Investigator, the affected individual and the
study contacts of the COI determination as well as the proposed plan to manage the
conflict in the following manner:

a. By imposing stipulations and notifying the Principal Investigator, the affected
individual and study contacts (listed on the study) of these stipulations via
iMedRIS.
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b. By sending study related correspondence to the Principal Investigator, affected
individual, and study contacts (listed on the study) via iMedRIS.

Completed COI forms for declaring and disclosing interests and all associated
documentation and files will be kept in a locked filing cabinet in the COI Official’s
locked office, if the forms were completed prior to implementation of the iMedRIS
system (pre-March 1, 2009). Destruction of these forms will follow CCHCS policy CC
827 - Records Management.

Electronic information will be managed in accordance with CCHCS policy CC 827 -
Records Management. If these forms were completed post-iMedRIS implementation,
these forms will be retained in the iMedRIS system indefinitely. However, only the
COlI Official, and specific HRPP personnel will be able to access the electronically
completed forms.

B. Examples of Management Plans

1.

C. COl Management Plan Appeal Process

The COI Official has complete discretion and authority in designing and approving a
management plan.

Examples of management plans include, but are not limited to, the following:
a. Public disclosure of financial interests;

b.  Monitoring of the research by independent reviewers or establishing a research
monitoring process, so that the research can be closely scrutinized to ensure
that potential conflicts do not undermine the integrity of the research and
CCHCS;

Modification of the research plan;
Reducing or otherwise modifying the financial (equity or royalty) stake involved;

e. Increasing the segregation between the decision-making regarding the financial
and the research activities;

f. Complete divestiture of interests in the sponsor, product, or entity under study;

g. Selection of another investigator or research staff person to perform the
research or research-related function:;

h.  Modifying the role of a particular research staff person or implementing a
change in location for certain research activities, e.g., a change of the person
who obtains consent;

i. Requiring an independent data and safety monitoring committee or similar
monitoring body;

Ik Disclosure of the conflicting interest in the informed consent document and any
manuscripts or oral presentations based upon the research in question; or

k.  Severance of relationships that create actual or potential conflicts.

1.

The affected individual will be required to comply with all stipulated changes i
necessitated by the COlI management plan prior to the release of IRB approval. IRB

approval is contingent upon complete satisfaction of all stipulated changes imposed

by the COl management plan. Before the proposed human subject research may
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begin, the COI Official and the IRB must approve the management plan in identical
form, and the affected individual must accept it as a condition for IRB approval.

2. If the affected individual does not accept the COl management plan, the individual
may appeal by requesting a formal meeting with the COI Official to present an
alternate plan. Following consideration of the alternate plan, the COI Official may
adopt the original plan, adopt the individual’s alternate plan, or adopt a modified plan.
The COI Official will then notify the HRPP of the decision, and in turn, HRPP
personnel will notify the PI, the affected individual and study contacts of the decision
via iMedRIS. Before the proposed human subject research may begin, the COI
Official and the IRB must approve the management plan in identical form, and the
affected individual must accept it as a condition for IRB approval.

3 If the affected individual does not accept the decision of the COI Official, the affected
individual may appeal and request a review by the CCHCS COIC. The COIC will
review the disclosure, the proposed management plan, and any other information
presented by the affected individual and COI Official. The COIC will then determine
if the proposed management plan previously adopted by the COI Official shouid be
revised and shall inform the COI Official and the HRPP of such a decision. HRPP
personnel will then notify the PI, the affected individual and study contacts of the
COIC's decision as well as any further stipulations that may need to be imposed due
to re-review of the plan via iMedRIS. Once any applicable, additional stipulations
have been addressed, the IRB will then review and approve the revised management
plan prior to implementation of the research protocol.

RECRUITMENT INCENTIVES

Payment arrangements among sponsors, organizations, investigators, and those referring
research participants may place participants at risk of coercion or undue influence or cause
inequitable selection. Payment in exchange for referrals of prospective participants from
researchers (physicians) (“finder’s fees”) is not permitted. Similarly payments designed to
accelerate recruitment that is tied to the rate or timing of enroliment (“bonus payments”) are also
not permitted.

RESPONSIBILITIES OF THE IO/INSTITUTIONAL COlI AND THE COl COMMITTEE

The 10 is responsible for ensuring that any identified conflicts of interest in research are
evaluated, appropriately managed, or eliminated. This responsibility has been delegated to the
COl Official, COIC (where an appeal of the COl's official determination has been requested by
an Investigator or KSP) and the IRB.

The policy of CCHCS is to ensure that the welfare of human subjects and the integrity of
research will not be compromised, or appear to be compromised, by competing institutional
interests or obligations.

This policy and associated procedures apply to all CCHCS Investigators and KSP (whether or
not employed by CCHCS), IRB members, HRPP staff, Institutional leadership and the 1O.

Institutional financial interests may be created by gifts, payments, royalty income, equity, and
other benefits from or interests in for-profit organizations. Institutional financial interests also are
created by financial and fiduciary interests of the 10.
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The COI Official (or the COIC in cases of appeal) will be responsible for evaluating potential
institutional conflict of interest and will take actions as required to avoid, or to appropriately
manage, apparent institutional COl. These actions may involve referral to appropriate advisors
outside the facility or obtaining advisement from CCHCS Legal Counsel. If used, outside
advisors will be individuals who have sufficient seniority, expertise, and independence to
evaluate the competing interests at stake and to make credible and effective recommendations.
All outside advisors will be independent of the management of oversight for the Human
Research Protection Program (HRPP) within the institution. The utilization of outside advisors
will increase the transparency of the deliberations and enhance the credibility of determinations.

After reviewing any financial interest issues related to the research, the COI Official (or the
COIC in cases of appeal) will communicate its conclusions, along with any management
arrangements to be imposed, to the IRB. All relevant conflicts will be disclosed to research
participants in a form to be determined by the IRB. The COI Official (or the COIC in cases of
appeal) also will communicate conclusions and COl management strategies to the Institutional
Official and the PI.

To eliminate possible conflicts of interest among institutional leadership associated with the
Research and Human Subject Protection Program, the CCHCS Chief Research Officer, the
CCHCS Director of Nursing Research, the CCHCS Vice President of Compliance, and the
CCHCS 10 will not serve as voting members of the CCHCS IRB.

RESPONSIBILITIES OF IRB MEMBERS/IRB CHAIR

Background - The Office for Human Research Protections (OHRP) interprets the HHS
regulations to prohibit IRB members from participating in the deliberative discussion or vote
relative to any research in which they participate in any way, including but not limited to study
planning and design, conduct of the study, data analysis, subject recruitment, subject consent,
and authorship. IRB members are likewise prohibited from participating in the deliberative
discussion or vote relative to any research in which they have, or may appear to have, a
financial, personal, or professional conflict.

Procedure

A. If the IRB member believes that a conflicting interest might impact, or appear to impact,
IRB deliberations or the protection of human subjects, the member will declare the
presence of the conflict to the IRB. IRB members with a potential conflict of interest will
absent himself or herself from any deliberative IRB discussion and/or vote on the research.
There are no exceptions from this requirement.

B. In most cases, it is not necessary for the IRB member to disclose to the IRB the details of
any conflict of interest for which the member voluntarily absents herself or himself from the
IRB’s deliberative discussion and vote, and limits him/herself to answering questions posed
by the IRB. However, there may be circumstances in which it is in the best interests of the
individual, the institution, and/or the human subjects involved for the member to make a
complete, written disclosure to the HRPP Director, the COI Official and/or Committee. IRB
members are expected to use their best judgment to ensure that all IRB deliberations take
place without any appearance or possibility of conflict of interest.

C. IRB members are required to complete and submit the IRB Member Conflict Of Interest
Declaration form before each meeting. This form addresses both financial and non-
financial conflicts of interest, attached hereto as Exhibit D. IRB members who declare a
possible conflict of interest will leave the meeting during the IRB's deliberative discussion
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or vote on the relevant action. HRPP personnel maintain and store all IRB Member Conflict
of Interest Declaration forms from each IRB meeting in a secure fashion, i.e., in the locked
IRB offices. At the beginning of every meeting, the HRPP Director and/or the IRB
Chairperson will review the agenda and make note of any possible conflicts of interest that
have not already been identified to the Chair or HRPP personnel.

Members found to have any interest (financial or non-financial) in the research under
consideration will be recused from participation in or voting on the initial or continuing
review of research. The member may be present to answer questions posed by the IRB,
but any other IRB activity — including the final discussion in which a determination is made
as to how the IRB will vote on the protocol — must be conducted without the presence or
participation of the conflicted IRB member.

All recusals/absences of IRB members for conflict of interest will be noted as such in the
official IRB minutes, and a determination will be made as to whether the recusal affects
quorum requirements or other such issues.

If the absence of the conflicted member results in a majority of the IRB members no longer
being present at the meeting, no IRB actions or determination can take place until a
maijority of IRB members have again joined the meeting.

If the (now absent) conflicted member was the only non-scientist member present at the
meeting, no IRB actions or determinations can take place until an additional non-scientist
member has joined the meeting.

REFERENCES

CCHCS policy Records Management (CC 827)

Code of Federal Regulations (CFR), Title 21 Part 54, and 56.107(e), Title 42 Part 50 and
Subpart F, Title 45 46.107(e)

End of Policy

12/27/2018 1:22 PM r\anzaldua, lucy\system policy\1-policies\rs - research\rs 175 conflicts of interest in research\current\rs 175
conflicts of interest in research 08.2016.docx
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Attachment A
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Declaration Regarding Financial Interests Form
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Conflict of Interest Policy Information:

Research reviewed by the CCHCS IRB must be accompanied by disclosure of all
researchers and their immediate family members of any Financial Interest in the |

research under review. An_immediate family member is a person that has a

relationship (whether by blood, law, or marriage) to a person as a spouse,
rent, ch re a i te i r_sibling. Financial Interest

means (i) anything of monetary value that could reasonably appear to be
affected by the research, or (ii) anything of monetary value in entities whose
interests could reasonably be affected by the research. Financial Interest
includes, but is not limited to, (i) salary and other payments for services (e.g.,
consulting fees or honoraria); (ii) equity interests (e.g., stocks, stock options or
other ownership interests); and (iii) intellectual property rights (e.g., patents,
copyrights and royalties from such rights). Disclosure is required prior to the
submission of an application or proposal for external funding or at the time of
application for IRB review, whichever comes first.

L Ty T
””IIII/IIII!IIJIlllmlllﬂiflﬂllﬂllﬂllflIM4"II'I”IlIIIIIIlIIIIIIIIIIIIJIIIIIJII/JIIHIIIIIIIJ!IIII IIIIIIII”IIIIfffli/’”IIf'f-’”ff’fflf’f/f/f[ll/ffil
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General Information:

Please complete the following information:

IRB#

b e gy
b o 3 Bl i 0 6 B 20

Title of Study:

Principal Investigator:

IRB File number

tsvrasessssse

Study Sponsor or Entity Prowdmg Support -

IPTIIATET TSI LI FTIL LSS Iﬂ'ﬂlllll.fif

. A

'/,."-.,fu“.-;“mo‘n--nnr.

Declaration Regarding Financial Interest Information'

-’ Please choose one of the following:

NPT —
it e e L e e e ey

I hereby declare that I, my spouse, and immediate family members have NO FINANCIAL
INTEREST |n the research descrlbed above.

.

£

B .

-

I hereby declare that I do have a potential financial confllct of mterest associated with this study
and that the following "Disclosure of Financial Interests” section adequately represents any and
all such interests held by myself, my spouse, and immediate family members in the above
referenced research

r
[" 32

e SRR AR AL AL A A

o
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Attachment A (continued)

;Bisc.l sure Regarding Financ nte __ ton-
7 osure Regarding Financial Interests Informa
Please complete the following questions as applicable:

o - -

. My spouse, or immediate family members:

Own stock or have stock options or other eguity interests in the sponsor or produ]rct (Do not
include stock held in a mutual fund)

i Please indicate the number of shares of stock that you, your spouse, or immediate
ifamily members own and indicate the monetary amount that the stock is estimated to
ibe worth.

S

-
3
Serve in @ managerial position with the sponsor

D b At
EEL A === it e

B P At A e e i

m

!
i

- ..-:'n‘ix:-.-..-:m'
|
|4

Act as a paid consultant for the sponsor

Ay —l;

i

mﬁ--m¢-%ﬁ'€=’£‘2ﬁ%§i‘é&=} .;:_'.'.'.':u::r&::r,:::mm::mm:m:::‘-::::ﬂ'z:::'.‘:.:".:'.‘.'.'.‘.:._‘
Receive payment(s) of any type from the sponsor or any other party {e.qg., grants, consulting i
fees, salary, payments for board membership, honoraria, retainers, etc.) {Do not include

payment to CCHCS or salary paid to you by CCHCS)

S

a. If you do expect to receive payment fromthe sponsor, please indicate below what
ithis payment is for, i.e., grants, consulting fees, salary, payments for board
imembership, honoraria, retainers, etc.

i s et e o i S e

] 4

- sresrrrsisrvany. .

ib. If you do receive payment fromthe sponsor, how much did you receive in the last
itwelve months:

|

Have intellectual property rights, patents, trademarks, copyrights, rovalties, or other financial or
proprietary interests in the research e e e i

B A R AP R P A B R A e A R SIAARYRAT

Have any of the relationships noted above occurred with @ competitor of the sponsor?

it e

iy Fhry Sty kst ety =
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Attachment A (continued)

Have equity interests, mtellectual property rlghts, patents, copyrights, proprietary interests,
financial interests, or commitments of any kind, in addition to what was disclosed above, which
may be perceived as a conflict of interest, as affected by the result of this research, or as
_tincompatible with your commitments to CCHCS and vour functioning as described in this protocul

Please provide further information relating to any intellectual property rights, patents,
copyrights, or proprietary interest agreements currently in place with the sponsor
company. Also, if you, your spouse, or immediate family members have equity
interests or financial interests in the sponsor company (which has not already been
disclosed previously), please disclose this information in the box below. In addition,
please indicate the monetary amount that these interests are estimated to be worth.

mvm&h\xtuvwﬁi}mxﬁv&ﬁwn\{(ﬁﬁﬁ“m“m SO0

r; 4

Please describe any steps taken to minimize conflict or bias. If no steps are being taken
ito manage the financial interests disclosed above, explain clearly why you think such

>mtep.'; are not needed. If a previously approved plan remains in effect, so indicate.

;

/
i

1
i
H

R
{I
1
i i
;g'
e
g

-
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Attachment B
YW W

CookChildren’s.

Health Care System

Declaration Regarding Financial Interests
In Human Subject Research

Conflict of Interest Policy

Research reviewed by the CCHCS IRB must be accompanied by disclosure of all researchers
and their immediate family members of any Financial Interest in the research under review. An
immediate family member is a person that has a relationship (whether by blood, law, or
marriage) fo a person as a spouse, parent, child, grandparent, arandchild, stepchild, or sibling.
Financial Interest means (i) anything of monetary value that could reasonably appear to be
affected by the research, or (i) anything of monetary value in entities whose interests could
reasonably be affected by the research. Financial Interest includes, but is not limited to, (i)
salary and other payments for services (e.g., consulting fees or honoraria); (i) equity interests
(e.g., stocks, stock options or other ownership interests); and (iii) intellectual property rights
(e.g., patents, copyrights and royalties from such rights). *Please note that equity interests do
not _include those interests held indirectly through mutual or pension funds, in which there is
not direct control over the selection of investments. Disclosure is required prior to the
submission of an application or proposal for external funding or at the time of initial (or
continuing) application for IRB review, whichever comes first.

General Information Date:

Name (Please print):
Telephone Number & E-mail Address:
. IRB Number:
Role in Project:
Title of Project:
. Principal Investigator (Please print):
. Sponsor or Other Entity Providing Support: |

Declaration Regarding Financial Interest Please check as appropriate.

EI_ | hereby declare that | and my immediate family members have
NO FINANCIAL INTEREST in the research described above.

| hereby declare that the ATTACHED DISCLOSURE OF FINANCIAL INTERESTS
accurately represents any and all such interests currently held by myself and my
immediate family members in the above-referenced research.

| will promptly update this Declaration should the relevant Financial Interests of myself and
my immediate family members change during the conduct of this research.

Signature Date:
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CookChildren’s.

Health Care System

Conflict of Interest Official Action

Name (Please print): .

Title of Project: ©

[FOR COIOFFICIALUSE ONLY

[] No Contflict of Interest Exists -- Research May Be Reviewed by the IRB

[J Conflict of interest Exists -- Previously Approved Plan Remains Sufficient

[ Conflict of interest Exists ~ Management Plan Approved by COI Official Attached
[] Confiict of Interest Exists —~ Research May Not Be Conducted at CCHCS
Comments:




Attachment C
W WS

CookChildren’s.

Health Care System

JIRB Member Conflict of Interest Declaration

In accordance with FDA regulations at 21 CFR 56.107(e) and DHHS regulations at
45 CFR 46.107(e), no CCHCS Institutional Review Board (IRB) member may
participate in the IRB’s initial or continuing review of any project in which the
member has a conflicting interest, except to provide information requested by the
IRB. CCHCS interprets the regulations to prohibit IRB members from participating
in the deliberative discussion or vote on any research in which they (i) participate
in any way, including but not limited to study planning and design, conduct of the
study, data analysis, subject recruitment, subject consent, and authorship; or (ii)
have, or may appear to have, any personal, professional, or financial conflict.

If an IRB member believes that a conflicting interest might impact, or appear
to impact, IRB deliberations or the protection of human subjects, the
member must declare the conflict to the IRB and absent himself or herself
from any deliberative IRB discussion or vote on the research. There are no
exceptions from this requirement.

Conflict of Interest Declaration:

| have reviewed the agenda for the IRB meeting to be held on:

] | hereby declare that| AM NOT INVOLVED IN, and HAVE NO PERSONAL,
PROFESSIONAL, and OR FINANCIAL CONFLICTS REGARDING, any of the
research to be reviewed. | will promptly update this declaration should |
discover such a conflict during the IRB meeting.

[] 1 will absent myself during any deliberative IRB discussion or vote on the
research listed below, in which | AM INVOLVED, or HAVE A PERSONAL,
PROFESSIONAL, OR FINANCIAL CONFLICT. | hereby declare that | AM NOT
INVOLVED IN, and HAVE NO PERSONAL, PROFESSIONAL, OR FINANCIAL
CONFLICTS REGARDING, any other research to be reviewed. | will promptly
update this declaration should | discover such a conflict during the IRB
meeting. List relevant protocol number(s) below.

Signature




Attachment D

Sample Informed Consent Language for
Disclosure of Potential Conflicts of Interest

Thefollowing languageis provided as a sample fordisclosure inthe informed consent document
of potential conflicts of interest. It is not mandatory to use this language. Language should
be modifiedio fitthe specificfacts and circumstances. The appropriate language for disclosure
will vary based on individual circumstances, and the final determination of what language fo
include in the informed consent document will be made by the CCHCS Institutional Review
Board (IRB).

This research studyis paid for by [name of sponsor] which owns the product being tested and
thus has a financial interest in the outcome of the research study. Payments are made to

CCHCS. These funds are used to cover the expenses of the research study and related
activities of the institution, and . ..

do notincrease the income of the investigators or other members of the research team.
may also increase the income of the investigators or other members of the research team.

The investigators and CCHCS do not have any financial interestin the outcome of the research
study.

The investigator, Dr. . owns equity (stock) in the company which is paying
forthis research.

The investigator, Dr. . personally receives consulting or other payments
trom the company which is payingtor this research study.

CCHCS and/orone of its affiliated hospitals andfor associated Foundations owns equity (stock)
inthe company which is payingfor this research study.

If you require further information regarding the financial arrangements described in this
paragraph, you shoulddiscuss the matter with the investigator, Dr. phone
number or with the Chairperson of the Conflicts of Interest Committee,
phone number .
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Attachment E

DEPARTMENT OF HEALTH AND HUMAN SERVICES Fosm Approvect. OMB Na. 0010.00H.
FOOD AND DRUG ADMINISTRATION ;’gmgﬂ ﬁﬂm

STATEMENT OF INVESTIGATOR [ WOTE: o rwastigaior may paricaia in &

(TITLE 21, CODE OF FEDERAL REGULATIONS (CFR) PART 312) g iy L .",',';:;,’f,’,‘ -
{See instnuctions on revese side.) Form FDW 1572 (21 CFR 312 53)c). '

- NAME AND ADIFESS OF INVESTIOATOR

. EDUCATION, TRAINING, AND EXFERENCE THAT OUAL FIEE THE INVESTIGATOR AS AN EXPERT I THE CUMICAL INVESTIZATION OF THE
DRUG FOA THE LISE UNDER INVESTIGATION. ONE OF THE FOLLCAWING 18 ATTACHED.

7] GURRICULUM VITAE 7] OTHER STATEMENT OF QUALIFCATIONS

! MI&EGAWBDG‘IDEUDESB OF ANY MEDICAL BCHOOL, HOSPITAL OR OTHER FEESARCH FACKLITY WHERE THE CLINICAL INVESTIGATION|S) WILL
BE ]

. NAME AND ADDFESS OF ANY CLINICAL LABORATORY FAQILITIES TO BE USED IN THE STUDY.

. NAME AND ADDRESS OF THE INSTITUTIONAL REVIEW BOARD (IRE) THAT 1S REEPONSELE FOR REVIEW AND APPROVAL OF THE STUDY|IES].

. NAMES OF THE GUBINVESTIGATORE (0.9, fosaarh biows, fosdonk, o sooisios) WO WILL BE ABSISTING THE INVESTIGATOR N THE
CONDULT OF THE INVEETHSATION(S)

. NAME AND CODE NUNEER, IF ANY, OF THE PROTOCOL{S) IN THE IND FOR THE STUDY(IES) TO BE CONDUCTED BY THE INVESTIGATOR.

PREWVIDUS EDITION 1S OBSOLETE. PAGE § OF 2

Lt e THYEREE T o
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Attachment E (continued)

8. ATTACH THE FOLLOWMNG CLINICAL PROTOCOL INFORMATION

D FOR PHASE 1 INVEETICATIONS, A CENERAL QUTLINE OF THE PLANNED INVESTIGATION INCLUDING THE EETIMATED DURATION OF
THE STUDY AND THE MAXIMUM NUMBER OF SUBECTS THAT WILL BE INWOLVED.

U FOA PHASE 2 OF 3 INVEETIGATIONE, AN OUTLINE OF THE STUDY FROTOCOL INCLUDING AN APPRONIMATION OF THE NUMBIER OF
SUSLIECTS TO BE TREATED WITH THE DAL AND THE NUMSER TD BE EMPLOYED AS CONTROLS, FANY, THE CLIMICAL USES TO EE
INVESTIGATED; CHARACTERIETICE OF BLELECTE 8Y AGE, EEX, ANI CONDITION; THE KIND OF (L INICAL CESERVATIONS AND
LASORATODRY TESTS TO BE CONDUCTED; THE ESTIMATED DURATION OF THE STUDY; AND COPIES CR A DEBCRIPTION OF CASE
REPORT FORMS TO SE UEED.

9. COMMITMENTE:

wumw m:ﬂmmmm?mpmmwmmWaMnmmmm

I ngros In pamonally conduct o suPervisa tho deacrbad Nveslgalon(s).

1o Irform patients, rmons wsad as cottmds, thal the Belng usad for lwostigalional purposes o | will ansung
nﬁw -4 “ﬂ:g consant I 21 GFR Part nﬁmmnmmm}mmw:lmm
CFRFIHSB--md

I ngros I ropont lo B0 sponsos advoemg experioncos thal ooowr In the courss of the mvesSgalionds) In ncoordanco with 21 CFR 312.84.
I harvo road and undarstand $ho iefommation i tha Investigalor's brochess, Including To pofantial risks and sido offocts of P dny.

| agroa o ensurs thal i asacdutas, coleaguss, and amployees assistig n the condicl of 1o shuljes) are irformod abaut thak chigatons

| agrea fo mainiain ndequats and accuraln moords it accomiance with 21 CFR 31262 and 1o maks thosa rocords avadabin for Inspoction iIn
nooordancs weh 21 CFR 81268,

| Wi ansuro thal an IRE 1hat complios. wih tho requirements of 21 CFR Part 56 wil b respors®éa for tho inllal and continuing Towiew and
meport o e IRE all changos In $e resoarch acthily and afl
m I wil nol mako any changes in tha ressarch wihot IRE spproval, caoopt
mmmmmwummwmm

I agma to comply wih all cihar requirsmonés meganding the cbigasons of cinical imvestigalons avd all other partinen! mquiements in 21 CFR
Par 312,

INSTRUCTIONS FOR COMPLETING FORM FDA 1572
STATEMENT OF INVESTIGATOR:

1. Completa &l secions. Attach a separate page If adoitional space s needed.

2. Aftach curriculum vitas or other statemant of qualfications a5 0ssctbed In Section 2.

2. Atach protocol culiing as described in Section 8.

4. Sign and date balow.

5. FORWARD THE COMPLETED FORM AND ATTACHMENTS TO THE SPONSOR. The sponsor wil Incorporate this

Information alang with other tachnical data ino an Investigationsl New Drug Appiication (IND).
INVESTIGATORS SHOULD NOT SEND THIS FORM DIRECTLY TO THE FOOD AND DRUG ADMINISTRATION.

10. EIGNATURE OF INVESTIGATOR 4. DATE

(WARNING: A willlully lalse stslemeant is a oriminal oflense. ULS.C. Title 18, Sec. 1001.)

Publc turden lor this coleclion of ilormation [s ostmaled I averngs 100 Rows per meponss, Inckiding Ba fma for roviawing Instructions,
aummm:&ﬂm souces, galharing and malviaining tho daln nesded, and compliating revicwing tha of [rformation. Send commants
regarding ihés bu mawmmuumumm Inchuding suggestions for reducing s busdes for

%N maﬁl--ﬁn Hléﬁt&: "“%ﬂ“?ﬁf" mnda
Cattar for Ewslistion and Fosoaxh HAD Carler tor Eviantion ard Rassarch
e L B0 B e ) g

EAO01-B Amreondale Fosd Flockwilp, MD 20852- 4448 carmantty vald ONE control e

Batsvila, ND 2000521268
Plosso DO NOT RETURN s application 1o his adaross,
FORM FDA 1572 {508) PAGE 2 OF &




