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Required Disclosures ’\ﬁ

BERKELEY LAB

Employees seeking compensated outside professional activities

Employees with vendor relationships

Pl on privately sponsored research and gifts

Those responsible for the design, conduct or reporting of research funded by PHS/NIH and
other entities

Human Subjects Researchers

Inventors

Designated officials

Peer reviewers (proposal, program, publications)

Changes in PHS/NIH Disclosure

Requirements

Lower Thresholds

e >S5k income

* > S5k equity

* Any equity in non-
publicly traded company

Expanded Scope

o All interests related to
“institutional
responsibilities”, not just
those related to the
proposed research




* Investigators are expected to disclose all
Significant Financial Interests that are related to
their Institutional Responsibilities.

* Investigator means the project director or principal
investigator and any other person, regardless of title or
position, who is responsible for the design, conduct,
or reporting of research funded by the PHS.

« Institutional Responsibilities means research,
teaching/education, outreach, clinical service, and
University and public service performed on behalf of
the University of California which are within the course
and scope of the Investigator’s University of California
employment/appointment.

7/30/2012

¢ For a publicly traded entity
All income which, when added to the
value of any equity interest in the
entity, exceeds $5,000.

¢ For a non-publicly traded entity
Income that exceeds $5,000, or any
equity interest in the entity.

« Intellectual Property Rights
Income greater than $5k from IP not owned
by the Regents of the University of California

* Travel
Travel reimbursed or sponsored by a an
entity other than a government agency, an
Institution of higher education, an academic
teaching hospital, a medical center, or a
research institute that is affiliated with an
Institution of higher education.




When are investigators required to disclose?

« At the time of the application for PHS funding;
and

» Within thirty days of discovering or acquiring any
new Significant Financial Interest; and

* At least annually throughout the period of the
award.

» Before joining an on-going PHS-funded
research project, new Investigators must also
complete a disclosure of Significant Financial
Interests.

Single COI Review Process ﬁﬁ
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Conflict of Interest Advisory Committee

COl Review Principles
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Additional PHS Requirements

* Training on new policy every four years

* Publish online or make available upon
request facts of cases that involve
significant conflicts of interest

» Non-compliance results in retrospective
review and increase in frequency of
required training

Changes in PHS/NIH Disclosure ’\ﬁ
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Changes in PHS/NIH Disclosure

Requirements

Subrecipient Institutions must take reasonable steps to ensure that Incorporate as part of a written agreement terms that establish

ions/Investigators and | In ors working for subs comply with the regs by whether the FCOI policy of the awardee Institution or that of the.

Reporting of dentified FCOls ing those Investigators to comply with the
Institution's policy or by requiring

5 to provide assurances to the Institution that

will enable the Institution to comply with the regs.

Public Access No requirement

No requirement

Retrospective Review Not mentioned
itigation plan,” discussed
in NPRM)

subrecipient will apply to subrecipient Investigators and include
time periods to meet disclosure and/or FCOI reporting.
requirements

Subrecipient Institutions who rely on their

report identified FCOIs to the awardee Insti

Make certain information available concerning identified FCOIs held by
senior/key personnel via a publicly accessible Web site o by a written
d

update such information as specified in the rule.

Each Investigator must complete training prior to engaging in research

related atleast

‘and immediately under the designated circumstances:

© Institutional FCOI policies change in a manner that affects
Investigator requirements

« Anlnvestigator is new to an Institution

FCOI policy or management plan.

review to the PHS Awarding Component. The Institution will be required

the PHS Awarding Component only in cases where bias i found. The
report will address the impact ofthe bias on the research project and the
actions the Institution has taken, or willtake, to eliminate or mitigate the
effect of the bias.
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