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The presenter has no conflicting interests to declare.

This presentation does not necessarily reflect the views of OEHHA, CalEPA, or the State of California.




Disclosure

« The presenter’s only professional compensation is from the State of
California, but this presentation was developed outside of official
time.

 The principles and processes discussed in this presentation were
developed as part of the presenter’s previous employment at the
International Agency for Research on Cancer.

 There are no other relationships to disclose.
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The IARC Monographs:
“"The encyclopaedia of carcinogens”
« The IARC Monographs are a series of scientific reviews

that identify environmental factors that can increase the
risk of human cancer

 The TARC Monographs are developed by experts who
conducted the original research

« National and international health agencies use the
Monographs
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Dr Lorenzo Tomatis « as a source of scientific information on known or suspected carcinogens

1929-2007
Founder of the IARC Monographs « as scientific support for their actions to prevent exposure to these
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Transparency at LARC
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A Range of Approaches for
Addressing Conflicting Interests

« Ignore the issue (fewer organizations are doing this)

» Disclosure only
« Disclosure only, but check that not too many experts have conflicts

« Balance experts with a conflicting interest with other experts who
have no conflicting interests

« Balance experts with a conflicting interest with other experts who
have opposing interests
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Tension Between Competing Ideals

Evaluations developed by the most-qualified experts
— VERSUS —

Evaluations whose impartiality is beyond question

Can the public be confident that experts with a conflicting interest have
put the public interest ahead of the conflicting interest?
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Most-Qualified Experts or Impartial Experts?

A difficulty arises when an expert with relevant knowledge and
experience also has a real or apparent conflict of interests

* This issue has become more visible in recent years, as interested
parties increasingly sponsor epidemiological and experimental
studies, or re-analyses of earlier studies

« The selection of experts with real or apparent conflicts of interests
can erode confidence in the integrity and impartiality of the results

* On the other hand, the omission of prominent experts can create a
perception of reduced scientific quality
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Most-Qualified Experts or Impartial Experts?

« JARC strives to achieve both ideals, by creating a new category of
participant known as the “Invited Specialist”

 An Invited Specialist is an expert with critical knowledge and
experience who is recused from certain activities because of a
conflicting interest

« Invited Specialists may be invited to IARC meetings in limited
numbers to contribute their unigue knowledge and experience
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IARC’s Invited Specialists

» Invited Specialists
« do not chair a meeting or subgroup
« do not draft text that summarizes or interprets cancer data
« do not participate in developing conclusions

 Thus, IARC meetings can include the best-qualified experts while the
Monographs are developed by experts with no conflicting interests

« The Invited Specialist role also protects the integrity of scientists
affiliated with interested parties—they are present as a resource, not
+ to influence the outcome
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Selection of IARC Monographs Experts

 Literature searches are used to identify most experts

« There are also public nominations via a Call for Experts
* A Declaration of Interests is required from all potential participants
 If there is no conflicting interest, the expert may be invited

 If there is a conflicting interest, look for a comparable expert
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« If necessary (an expert’s knowledge and experience is unique) the
expert may participate in a limited capacity as an Invited Specialist
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» All Declarations are updated and reviewed again at the meeting
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Declaration of Interests

. Emplovment and consulting (past 4 years or anticipated)
« Employment by an interested party

« Consulting, especially expert testimony on matters before a court
or government agency

« Research support (past 4 years or anticipated)
« Support for an expert’s own research, includes equipment/supplies
« Support for others in the expert’s research unit or organization

e Financial interests (current interests)
« Stock, other securities, and business interests
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Beyond the Declaration of Interests

« Ask specific, objective questions

 Have you served as an expert witness on this topic in court?
« Have you prepared remarks on this topic for a government review?
« Look for a pattern of activities that suggests an ongoing relationship

« Verify the absence of conflicting interests
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« Check recent papers for acknowledgments of research support
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« Search the internet for links to special interests

« Review what constitutes a conflict at the meeting
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Speculative question

If this committee activity were
to provide the basis for
government regulatory action,
could the research funding and
support for you or your close
research colleagues and
collaborators be directly
affected?

OEHHA
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Objective question

Please declare financial

interests, employment and
consulting, and research support
derived from commercial entities
whose operations or products
result in human exposure to 1,3-
butadiene, ethylene oxide, or
vinyl chloride.
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Beyond the Declaration of Interests

Experts have said:

“Just get all the experts together and let them fight it out”

"I didn’t disclose it because the money doesn’t affect my views”
“T'll get paid no matter which side wins” [on expert testimony]
“Vaccines and drugs save lives” [on support from Pharma]

"I have the final say in what gets published”
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Beyond the Declaration of Interests

» Late-breaking reanalyses to counter positive studies

« Ad-hoc conferences and journal supplements related to a Monograph
 Honoraria disguised as travel reimbursements

- Staff of an interested organization sent to Lyon to monitor a meeting,
communicating through an Observer or Invited Specialist
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Using an Invitation To Solicit Work

“Last month, I was contacted by Dr. of EPA’s Office of Research and
Development regarding my availability to attend a conference on EPA’s Exposure
Factors Handbook. The conference will provide a significant opportunity to present

's positions on fish consumption and other exposure parameters relevant to the
[Superfund site].

“As we discussed last winter at the [Superfund site] strategy meeting, there are
excellent technical arguments that justify levels of fish consumption of 1-3 gm/day.

“"We anticipate that the cost for this revision [Task 1] will be approximately $15,000.

h believes that . . . [Task 1 and Task 2] . . . will be effective in obtaining a
revision of the current estimate of 30 grams per day in the Exposure Factors
Handbook.”

OEHHA

CalEPA Office of Environmental

Health Hazard Assessment



Independent Reporting of Conflicting Interests
by a Third Party

« JARC identifies experts, reviews their Declarations, then invites
experts to a meeting

« At the meeting, IARC asks experts to update their Declarations and

[l also to complete the conflict-of-interest form used by The Lancet
r Oncology
.I « The editor of The Lancet Oncology independently reviews the conflict-
am  Oof-interest statements and reports any conflicting interests alongside
o a published summary of the IARC meeting
s « Cogliano et al, Lancet Oncology 6(10): 747 (2005)
o
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Freedom from Interference

Before a meeting, IARC posts a list of committee members on its
website and advises,

“IARC requests that you do not contact or lobby meeting
participants, send them written materials, or offer favours that
could appear to be linked to their participation . . . IARC will ask
participants to report all such contacts and will publicly reveal any
attempt to influence the meeting.”

« Lancet Oncology 6(10): 747 (2005)
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Freedom from Interference

IARC reminds committee members to safeguard the integrity of
everyone’s work by resisting and reporting all attempts at interference

* in the invitation letters
« during the meeting

“It is not acceptable for Observers or third parties to contact other
participants before a meeting or to lobby them at any time.”
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 Preamble to the IARC Monographs
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Summary of IARC’s Processes

« JARC invites the most-qualified experts

« JARC also ensures that its committees are not influenced by
conflicting interests

The “Invited Specialist” role balances the tension between most-
qualified experts and impartial experts

« IARC provides for independent reporting of conflicting interests by a
third party

« JARC takes additional steps to keep meetings free from interference

OEHHA

CalEPA Office of Environmental
Health Hazard Assessment



One Reaction

A\

. . an important step towards restoring trust in the way that
results of studies done by publicly funded agencies are both
prepared and reported. The issues encountered by IARC are
certainly not unique and we hope that this joint initiative will serve
as a model for other health agencies.”

» Lancet Oncology 6(10): 735 (2005)

.
;

$
9
@

\ /&
AN

+

OEHHA

CalEPA Office of Environmental
Health Hazard Assessment



IARC’s Process Has Been Used As a Model

U.S. EPA process for contractor-managed peer reviews

&

« Contractor selects experts who adhere to conflict-of-interest criteria

« Contractor meets with the EPA Science Advisor, who determines
whether conflicting interests are adequately addressed

« EPA posts the list of peer reviewers, including the language,

EPA requests that no individual or organization contact in any way its contractor
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or the subcontractor panel members . . . written materials . . . offers . ..
) . . : :
%+ Re-sign conflict-of-interest forms at the meeting
+ « https://www.epa.gov/sites/default/files/2015-01/documents/epa-process-for-contractor 0.pdf
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https://www.epa.gov/sites/default/files/2015-01/documents/epa-process-for-contractor_0.pdf

Good Studies Are Not Enough . ..

We also need review committees

« Composed of knowledgeable experts
« Who are free from conflicting interests

« And who can work free from interference

Not only must we reach an appropriate conclusion, we must do so in a
transparent manner that promotes public confidence
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