Interessekonflikter | forskning —
betyr det noe?

Charlotte J. Haug, MD, PhD



Mitt utgangspunkt

= Medisinsk/biomedisinsk
forskning

= Som forsker selv
= Som redaktar

= Som deltaker og leder i
Internasjonale
redaktarkollegier (pa tvers
av disipliner) gjennom 15 ar




Min innledning her:

= Nar begynte man for alvor a
problematisere
Interessekonflikter?

= En kasuistikk fra mitt fagfelt
som kan illustrere
problemstillingene

= Noen punkter til videre
diskusjon




Interessekonflikter

= Penger
= Politikk
= Prestisje




Dwight D. Eisenhower
(1890-1969)

President i USA fra 1953 til 1961.
Avskjedstalen 17. januar 1961




Det militeer-
Industrielle
kompleks

Militservesenet stort og komplekst,
en egen industri

Ngdvendig, men store
implikasjoner

Potensiale for konsentrasjon av
makt — og maktmisbruk




Den teknologiske
utviklingen

Forskningen mer formalisert,
kompleks og kostbar

Enkeltforskere erstattes av
forskergrupper

Frie universiteter blir avhengig av
ekstern finansiering (offentlig eller
privat)

Uavhengig forskning settes under
press




Arnold S. Relman
(1923-2014)

Sjefredaktar, New England Journal
of Medicine fra 1977 til 1991




Det medisinsk-
Industrielle kompleks

“The past decade has seen the
rise of another kind of private
industrial complex” with an equally
great potential for influence on
public policy — this time in health
care.’

New England Journal of Medicine, 1980
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CTS OF INTEREST

Interessekonflikter

"But in recent years, as the
commercial possibilities of new
biomedical discoveries have
become increasingly attractive,
these connections have become
more pervasive, complex, and
problematic”

New England Journal of Medicine, 1984




"Redaktarer av medisinske
tidsskrifter er bekymret for det
kommersielle presset store kliniske
studier utsettes for. De gnsker ikke
a vurdere eller publisere artikler fra
prosjekter der ikke forskernes
uavhengighet og integritet i forhold
til finansieringskildene er entydig
avklart”

ICMJE — "Vancouver-gruppen’,
10. september 2001

sing, forfatterskap og ansvarlighe




Vioxx. En kasuistikk.
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1999 — 2001.;
Vidundermedisin




Skandaleoppslag om COX-2-hemmer
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2004 og fremover:
Rettsaker
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Spakelser |
spaltene

"Dokumenter fra amerikanske
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I hvordan deler av den medisinske
forskningslitteraturen blir
produsert”

Tidsskrift for Den norske legeforening, 2008
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2008: Cathy
DeAngelis,
sjefredaktgr JAMA

"The profession of medicine, in
every aspect — clinical, education,
and research — has been
inundated with profound influence
from the pharmaceutical and
medical device industries. This has
occurred because physicians have
allowed it to happen, and it is time
to stop.”




SCIENTIFIC THERAPEUTICS
INFORMATION, INC

Ghost-writers: N B

Nl staiistiened:

O Deborah Matzura-Wolfe
B rae r S O m Medical Program Coordinator
Clinical Development
Merck US Human Health
PO Box 4, HM-202

b etal eS a.V West Point, PA 19486

RE:  VIOXX C-1 MANUSCRIPT (PROTOCOL 116)

produsenten for a

[ We are pleased to enclose Draft | of the “A Randomized, Placebo-Controlled, Parallel-
S k r I V e Group, Double-Blind Study to Evaluate the Safety and Efficacy of Rofecoxib 25 mg and
Celecoxib 200 mg in Patients with Osteoarthritis of the Knee or Hip” manuscript to be

submitted to JAMA Express.

O r I g I n al a rtl k ke I e n Please feel free to mark your revisions directly on the hard copy provided.

We look forward to receiving your comments by October 23, 2000. If you have any
questions during your review, do not hesitate to contact me at (970) 204-4446.

Sincerely,

S ace Cplne-r_

Grace E. Johnson, PharmD
Senior Editor

encl

cc: ) Romankiewicz, U Kistner, G Geba (MER), .1617

STI0023352




Guest-writers:

Velrenommerte forskere og klinikere som tar | mot
(betalte?) tiloud om forfatterskap

Rofecoxib does not delay the onset of Alzheimer’s disease: results from a

randomized, double-blind, placebo-controlled study

_1 1. Visser', E. Yuen', C. Assaid', M.L. Nessly', B.A. Norman', C.C.

Baranak', C.R. [.in{:sl, S.A. Reincsl, G.A. Block' on behalf of the Rofecoxib Protocol

078 study group

A Randomized, Double-Blind, Study of Rofecoxib in Patients
with Mild Cognitive Impairment

Leon ) Thal', Steven H Ferris?, Louis Kirhyi, Gilbert A Block®, Christopher R Lines**, Eric Yuen®,
Christopher Assaid". Michael L Nessly". Barbara A Norman‘, Christine C Baranak® and Scott A Reines”,
on behalf of the Rofecoxib Protocol 078 study gr‘(:lup5

"University of California, San Diego, CA, USA; “New Yark University School of Medicine, New York, NY, USA; “Pivotal Research Centers, Peorig,
AZ, USA: *Merck Research Laboratories, West Paint, PA, USA




Oversiktsartikler pa samme

maten:

Deliverable;

Manuscript draft with
charts/tables/figures
for the author to
rewiew; journal-ready
manuscript for author
submission to journal

Submitted by: Health Science Communications, Inc.

16 W. 22nd Street, 7th Floor
New York, NY 10010

Contact: Michael Broder
Telephone: 212-822-6764
Facsimule: 212-462-2831
Email: mbroder@hsci.com

HSC Job Code & TBD

Attention: Susan Baumgartner, PharmD
Marketing Manager
Analgesic & Anti-inflanunatory
Therapeutic Business Group
US Human Health Division
Merck & Co., Inc.
LG2A-96
351 North Sumneytown Pike
North Wales, PA 19454-2505

Title of Project: REVIEW MANUSCRIPT #1 for Cardiology Audience

Author(s): TBD
Submission Date: December 2001

Length of Manuscript: Twenty (20) pages, double spaced, plus references and charts/figures/tables

Number of Graphics: Six (6) charts/figures/ tables
Number of Revisions: Two

Scope of Work: From manuscript deselopment to journal submission
Re-Submission: Will constitute a revised estmate if 1o a new journal
: Manuscript draft with charts/tables/ figures for nutial author review;
journal-ready manuscript for author subsussion to journal

Program Total: $23,841.00




Guest-writers
("Intended
authors™):

”...I am providing you
with an update on
development and
estimated delivery
dates for various
publications related to
VIOXX that STl is
working on.”

Dear Susan,

At the request of John Romankiewicz, | am providing you with an update on development and estimated delivery dates for
variougegublications related to VIOXX that STI is working on.

1) Rofecoxib for the Treatment of Pain:_Role of COX-2 Inhibitors for the Treatment of Nonmalignant Pain
- intended author:
- intended journal: Analgesia
- estimated delivery of Draft 2 to Merck: 10/22

2) Clinical Implications of Drug Interactions with COX-2 Inhibitors

- intended authoT F

- intended journal. Pharmacotherapy

- estimale(m'elrvcry of Draft 2 to Merck: 10/22 (John Romankiewicz recently e-mailed you Draft 1 of this
manuscript)

3) Overview of Clinical Pharmacol and Clinical Expenence with Rofecoxib
- intended author. #Y 3
- intended journal: encan Journal of Medicine or Archives of Internal Medicine

- estimated delivery of Draft 1 to Merck: 11/5

4) Review of Pharmacology and Clinical Experience with Rofecoxib for Osteoarthritis
- intended author: #
- intended journal: Joumnal of Rheuma Ob8¥29

- estimated delivery of Draft 1 to Merck: 1

5) Osteoarthritis in the Elderly: The Role of COX-2-Specific Inhibitors
- intended author:
- intended journal: Geriatrics

- Draft 1 provided to Merc:éc. Yarbrough) 9/27 - await comments; this manuscript cannot be sent via E-mail at
this time as it is being actively edited based on additional internal comments; please call if you would like a copy FAXed to
you

6) Changing Paradigm for M: ement of Osteoarthritis
- intended author
intended journal: Journal of Osteopathic Medicine or Journal of Family Practice
- estimated delivery of Draft 1 to Merck: 11/12

7) Pharmacoeconomic Considerations in Treating Osteoarthritis: COX-2-Specific Inhibitors Versus NSAIDs
- author (confirmed). M
- intended journal: Joumnal of Managed Care

- extended outline provided to Merck (C. Yarbrough) and author 9/27 - copy attached for your reference. Outline
approved by author; no comments received from Merck to date
- estimated delivery of Draft 1 of manuscript to Merck: 11/5

8) Managed Care Perspectj -2 Inhibitors
- intended author:
- intended journal: Managed Care
- estimated delivery of Draft 1 to Merck: 11/19

If you have any questions or require additional information at this time, please do not hesitate to contact me



... uavhengighet og integritet | forhold til
finansieringskildene...

= |[kke bare kommersielle = |kke bare i eksperimentene
Interesser




Uavhengig forskning

= Problemstillinger

= Metodevalg

= Resultatpresentasjon
= Fortolkning




Fortolkning

= | originalartikkelen
= | oversiktsartikler

= | foredrag

= | rad til myndigheter
* | medieoppslag

= | praksis




Finansieringskildene

= Produsenter

= Arbeidsgivere
= Forskningsrad
= Staten




Interesse-
konflikter

= “Use this section to report
other relationships or
activities that readers could
perceive to have
Influenced, or that give the
appearance of potentially
Influencing, what you wrote
In the submitted work.”

MIT
EI

ICMJE Form for Disclosure of Potential Conflicts of Interest

The purpose of this formis to providereaders of your manuscript with Information about your other Interests that could
Influence how they recelve and understand your work. The form Is designed to be completed electronically and stored
electronically. It contains programming that allows appropriate data display. Each author should submit a separate
form and Is responsible for the accuracy and completeness of the submitted Informatlon. Theform Is In six parts.

n Identifying information.
ﬂ The work under consideration for publication.

This section asks for information about the work that you have submitted for publication. The time frame for this reporting is that of the
work itself, from the initial conception and planning to the present. The requested information is about resources that you received,
aither directly or indiractly (via your institution), to enable you to complete the work. Checking "No" means that you did the work
without receiving any financial support from any third party — that is, the work was supported by funds from the same institution that
pays your salary and that institution did not receive third-party funds with which to pay you. If you or your institution received funds
from a third party to support the work, such as a government granting agency, charitable foundation or commercial sponsor, check
"Yes".

Relevant financial activities outside the submitted work.

This section asks about your financial relationships with entities in the bio-medical arena that could be perceived to influence, or that
give the appearance of potentially influencing, what you wrote in the submitted work. You should disclose interactions with ANY entity
that could be considered broadly relevant to the work. For example, if your article is about testing an epidermal growth factor receptor
(EGFR) antagonist in lung cancer, you should report all associations with entities pursuing diagnostic or therapeutic strategies in cancer
in general, not just in the area of EGFR or lung cancer.

Report all sources of revenue paid (or promised to be paid) directly to you or your institution on your behalf over the 36 months prior to
submission of the work. This should include all monies fram sourcas with relevance to the submitted work, not just monies from the
aentity that sponsored the research. Please note that your interactions with the work's sponsor that are outside the submitted work
should also be listed here. If there is any question, it is usually better to disclose a relationship than not todo s

For grants you have received for work outside the submitted work, you should disclose support ONLY from entities that could be
perceived to be affected financially by the published work, such as drug companies, or foundations supported by entities that could be
perceived to have a financial stake in the outcome. Public funding sources, such as govemment agencies, charitable foundations or
academic institutions, need not be disclosed. Forexample, if a government agency sponsored a study in which you have been involved
and drugs were provided by a pharmaceutical company, you need only list the pharmaceutical company.

Intellectual Property.
This section asks about patents and copyrights, whether pending, issued, licensed and/or receiving royalties.
Relationships not covered above.

Use this section to report other relationships or activities that readers could perceive to have influenced, or that give the appearance of
potentially influencing, what you wrote in the submitted work.




"The prospect of domination of the
nation's scholars

* by Federal employment,

* project allocations,

* and the power of money

Is ever present and is gravely to
be regarded. ”

Dwight Eisenhower, 1961




"Largely responsible

for the sweeping changes in our industrial-
military posture, has been the

technological revolution during recent decades.

In_this revolution,

research has become central; it also becomes
more formalized, complex, and costly. ”

Dwight Eisenhower, 1961
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Forskning i dag — pa de fleste
omrader har blitt:

= Mer kompleks

= Mer kostbar

= Mer formalisert

= Far stgrre konsekvenser

= Flere interessekonflikter M

= Apenhet og bevissthet om interessekonflikter —
og hvordan interessekonflikter handteres - er
avgjarende for forskningens troverdighet



