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*In consultation with clinical, scientific, and/or administrative leadership as needed.
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From COIC COI Charter

Delegation

As permitted by MSK'’s Conflict of Interest and Commitment Policy, the
COIC may delegate certain matters and decisions to designees,
including the COIC Chairs, designated reviewers of the COIC, and the
Compliance COIl Office. Reviews and dispositions may occur by
delegates on behalf of the COIC per criteria and procedures agreed
upon by the COIC, and dispositions resulting from such actions will be
reported to the COIC on a regular basis.



https://one.mskcc.org/sites/pub/Compliance/_layouts/15/WopiFrame2.aspx?sourcedoc=/sites/pub/Compliance/Documents/Conflict%20of%20Interest%20and%20Commitment%20Policy.docx&action=default

Reviews— Structure, Roles & Responsibilities

Compliance COl Team

Tt Gathering of

information
Tt Analysis
¥ Recommendations

Tt Decisions for routine
cases based on
established criteria

¥ Recommendations and
decisions for complex
or unusual cases

1% Institutional COI
decisions for basic
science and preclinical
research

1* Decisions for complex
or unusual cases

¥ Compelling
circumstances
decisions (individual
and institutional)
related to clinical
research
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Scope of Reviews and General Process

1. Annual Disclosures—full assessment of an individual’s whole portfolio of outside financial interests and activities

2. Transactional Reviews— assessment of all Fls in the context of any new research (e.g., each protocol, grant, Clinical
Trial Agreement (CTA)) and/or new transactions or business decisions (e.g., selection of new vendor, internal reviews)

3. Reviewsrelatedto new / updated disclosures — ongoing assessments as updated disclosures (new Fls) are disclosed

Review Process Flow

Completed Compliance . Designated
Disclosures COl Office ) el (EETTE ) Reviewers ) CR
Covered Persons i« Perform initial review i * Perform reviews i o Perform detailed i ¢ Review and make
complete their * Gather additional raised by Compliance review of specific dispositions on
disclosures i information required i * Make dispositionsfor i  cases (supported by i  specific cases
in eDisclosure i for further review i  cases i the COI office) '
(if/as applicable) i Assign designated i« Make dispositions
* Make dispositions for reviewer (COIC for cases
i standard cases based | ~ member) for morein-ie Refer cases to full
on established i depth : COIC (if/as
criteria review/analysis(if/ as applicable)
applicable)

e Refer cases to full
COIC (if/as applicable)



General Framework for Dispositions

Related to MSK
Respon5|b|I|t|es

Fiduciary Role — Executive Officer

Fiduciary Role — Board of Directors

Equity
> $25K in Public Entity

Any Equity (evenif $0) in Private
Entity

Compensation

> $25K

Intellectual Property Rights

Compensation $5K - $25K

Equity in Public Entity $5K - $25K

Compensation/Public Equity < $5K

Exception to
Policy Req’d

Related Research — Compelling
Circumstances Req’d

“

Regardless of related research, may need

If permitted, management
plan with transition timeline

If consistent with MSK’s
mission and approved, and if
CC approved, COI
management plan

If CC approved, COI
management plan

If CC approved, COI
management plan

If CC approved, COI
management plan
Transparency management

plan

Transparency management
plan

management planif leadershiprole or
institutional committee role

Regardless of related research, may need

management planif leadershiprole or
institutional committee role

If no related research, no institutional
committee service, or directly related
purchasing role, no management plan
needed

If no related research, no institutional
committee service, or directly related
purchasing role, no management plan
needed

If no related research or no institutional

committee service, no management plan

needed
If no related research, no institutional
committee service, or directly related
purchasing role, no management plan
needed
If no related research, no institutional
committee service, or directly related
purchasing role, no management plan
needed

No COIl or managementunless exceptional circumstances

No COIl or managementunless exceptional circumstances
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Example of
Report-out o
Reviews

Handled
Outside of
COIC

Report on Reviews Handled Outside of COIC{TI kM EFRAME)

OBIECTIVE Share reportof annual and research-relate d OOl reviews and dispositions that occurre d outside of
the full COIC, including by Compliance COI staff, Designated Reviewers, and/or the COIC Cammittee Chairs.

This report includes reviews not referred for full COIC review.
Please contact Compliance if you have questions or would like to discuss.

Institutional: Reviews campleted autside of COIC farinstitutional canflictsfrom 7,/9/2020- 8/12/2020: ¥X
Eesearch: Reviewscompleted outside of COIC fortransactional research from 7/9,/2020- 8/12/2020; ¥X
Annual: Reviews completed outside of COIC farthe 2020 annual disclosure sfram 7/9/2020- 8/12/2020: XX

Institutional Conflict of Interest Reviews
1. [ENTITY HAME] — Identification and management of [ENTITY NAME] relate dintere sts in new spansared
research agreement
« [PROJECT ID0]: sponsared by [ENTITY NAME] ([ENTITY HAME])
o COIC Chairs reviewed and determined to presentan Institutional SOl on [DATE]. To be incuded in oo
managerment plan wnder [L-ROC] or [C-ROC) oversight [if applicable].

o Asthisresearchisnon-interventional, reguire mentsfor compelling circumstance s do not apply

Research-Related Reviews

1. Reviews arising from sponsored research (fransactional sponsore d proje cts reviews)
Cornpliance performed ™ > reviews [~ individuals on~ 32 proje cts); of the se:

* X new management plans were issued
a  [INVESTIGATOR MARE] (COMPANY: PROJECT ID: 33000

o ¥ projectsin new funding vearwere reviewwed and continue d under existing/update d manage me nt plans
a  [INVESTIGATOR MNAME] [COMPANY: PROJECT: 30000

2. BRewiews arising from | RB protocols [transactional IRB protocol reviews)

Compliance performed ™ 22 reviews [~ 2320 individuals on~ 22 protocols); of the se:
» 2 management planswere issued or updated
o [INVESTIGATOR MARE] [(COMPANY; PROJECT ID; 22000 ]
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Annual Reviews

+:|Reviews arising from the 2020 Annual Disclosure process, completed outside of COIC, from 7/9/2020 - 8/12/2020; XX

Example of

[name] [de partme nit] 01 - hanage ment Flan COIC Chair(s)
[narme] [de partme nt] 0l - Manageme nt Plan COIC Chair(s)
[name] [de partme fit] ZOl - Manage me nt Flan COIC Chair(s)
Re p O rt—o u t Of [name] [de partme fit] ZOl - Manage me nt Flan Designate d Reviewer [name]
[name] [de partme rit] Ol - Manage ment Plan Col Office
° [name] [de partme rit] Mo Conflict Co| Office
REVI eWS [harme] [de partmme nt] Mo Conflict Col Office

Handled

Outside of

COIC
(continued)
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