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What Is a Conflict-of-Interest? 

• A COI occurs when an individual or 
organization is involved in multiple interests, 
one of which could possibly corrupt the 
motivation for an act in the other 

• But … Having a COI is no guarantee that an 
individual will be biased or act on that bias 

 



My Conflicts 

• On the Management Board of Healthy 
Skepticism 

– “Our main aim is improving health by reducing 
harm from misleading health information” 

• Chair of the Health Action International 
Europe Association Board 

– “Work to increase access to essential medicines 
and improve their rational use through research 
excellence and evidence-based advocacy” 



What This Talk Will Cover 

• What conflicts are we talking about? 

• Who has conflicts of interest? 

• Why do conflicts of interest matter? 

• What has been done about them and what 
should be done? 



What Kinds of Conflicts Are There? 

• Financial – typically a financial relationship 
between a doctor and a company making 
medicines or medical devices 

• Many other types of potential conflicts, e.g., 
intellectual, religious, political, etc. 

• Is there a difference? 



Differences in Types of COI 

• When faced with the choice to agree to a 
financial relationship with a company or not 
to, one has a choice: either take it or leave it  

• In contrast “One cannot divest oneself of one ’ 
s biases or prejudgments because they are so 
integral; one cannot easily disclose them 
because they are so internal” 

 
• Jerome Kassirer, former editor-in-chief New England Journal of Medicine 

in Science and the Media 



COI ≠ Bribery 

• Most always, the connection between a 
financial tie and a biased opinion is 
subconscious 

• Studies by cognitive psychologists show 
repeatedly that people are unaware of their 
biases, and that self-interest distorts judgment 

Jerome Kassirer, former editor-in-chief New England Journal of Medicine 
in Science and the Media 
  



COI Policies in US Medical Schools 

Chimonas et al. Academic Medicine 2011;86:293-9 



COI Policies in US Medical Schools 



COI Guidelines - Canadian Academic Health 
Science Centres 

Category Item Percent of centres with policy 

covering item (n = 74) 

Definitions & examples Definition of COI provided 78 

Definition of financial interest 

provided 

36 

Interests requiring disclosure Management position in companies 42 

Advisory board memberships in 

companies 

43 

Establishing spin-off company 12 

On company’s speaker list 14 

Management strategies Disclosure to public  28 

Disclosure to funder 21 

Disclosure to research participants 34 

Disqualification from research 39 

Disclosure details Regular review of COI  55 

Sanctions for failure to comply 53 

Publication rights Publication rights addressed 39 

Specifies time limits 12 

Specifies exceptions 15 



How Extensive was Coverage in 
Canadian Centres? 

• Only 9/61 items covered by more than 75% of 
centres 

• 13/61 items covered by fewer than 25% of 
centres 



How Do IRB Members With Conflicts 
Behave 

Action Percent of IRB Members Taking 

Action (n = 202) 

Never Rarely Sometimes Always 

Disclose relationship 

to the IRB or to an 

IRB official 

23.1 11.5 7.7 57.7 

Fully participate in 

the general 

discussion 

51.3 16.7 14.1 17.9 

Vote on the protocol 64.5 4.8 11.3 19.4 

Campbell et al. NEJM 2006;355:2321-9 
 



Conflicts of Interest in Clinical Practice 
Guidelines 

Over 200 guidelines  
examined; only 90  
contained details about 
individual conflicts of  
interest; of those only 31 
free of industry influence 

Nature 2005;437:1070-1 



Guidelines and COI 

BMJ 2011;343:d5621 



Lilly and Xigris 

NEJM 2006;355:1640-2 



Lilly and Xigris 

• 2002 - Lilly hires Belsito & Co. to improve sales of 
Xigris 

– Part of campaign focused on drug being rationed because 
of expense and doctors “systematically forced” to decide 
who would live and die 

– Lilly provided group of doctors and bioethicists with $1.8 
million grant to address ethical issues raised by rationing in 
ICU setting 



Lilly and Xigris 

• Surviving Sepsis Campaign 

– Lilly provided 90% of funding for creation & publication of 
guidelines around sepsis management 

– Guidelines give highest grade to therapies subject to RCTs - 
therefore Xigris got very favourable rating (grade B) 
because of PROWESS study whereas antibiotics, fluids, 
vasopressors (drugs to raise blood presssure) received 
lower ratings (grades D or E) because had not undergone 
RCTs owing to lack of equipose  



Lilly and Xigris 

• PROWESS showed increased risk serious bleeding with Xigris 

• Two further studies (ADDRESS and RESOLVE) terminated early 
because unlikely to show benefit confirmed bleeding risk 
– No mention of ADDRESS study in guidelines 

• ENHANCE study indicated bleeding risk might be greater than 
originally estimated 
– Guidelines included data from ENHANCE but possible magnitude of 

increased risk not noted 

• Guidelines do not note that Infectious Disease Society of 
America declined to endorse them 



Conflict of Interest and the DSM (Psychiatric 

Diagnostic Manual) 

Cosgrove et al. Psychother Psychosom 2006;75:154-60 



Medical Journals & COI - Authors 

Cooper et al. J Gen Intern Med 2006;21:1248-52 



Declaration of Conflict of Interest 
and Conclusions 
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Declaration of Conflict of Interest and 
Conclusions 

Higher the score, the 
more strongly the  
treatment is  
recommended 

Kjaergard et al. BMJ 2002; 
325:249 



COI and Reporting on Results of 
Women’s Health Initiative 

Fugh-Berman et al. PLoS Medicine 2011;8(3):e1000425  



Lack of COI Reporting 

• JAMA, NEJM, Environmental Health 
Perspectives, Toxicology and Applied 
Pharmacology 

– All had detailed but narrow COI policies 

– 163 original articles published between Dec. 2003 
and Feb. 2004 

– 13 had undisclosed COI by authors 

 

Goozner. Center for Science in the Public Interest, 2004 



Medical Journals & COI - Editors 



Reporting of COI in Meta-Analyses 

• 29 meta-analyses (509 RCTs) in high-impact biomedical 
journals 

• Do they report COI reported in original trials 
– 2 meta-analyses (7%) reported RCT funding sources 
– 0 reported RCT author-industry ties or employment by the 

pharmaceutical industry 

• 7 of the 29 meta-analyses  
– 100% of included RCTs had at least 1 form of disclosed COI 

(pharmaceutical industry funding, author-industry 
financial ties, or employment) 

– 1 of these 7 meta-analyses reported RCT funding sources 
– 0 reported RCT author-industry ties or employment. 

Roseman et al. JAMA 2011;305:1008-17 



Income From Journal Reprints, 
Advertising & Supplements 

Lundh et al. PLoS Medicine 2010;7(10):e1000354  



Licurse et al. Archives of Internal Medicine 2010;170:675-82 





Am J Med 2001;110:551 
 

 
Perception of COI as a Problem 

 

None 

61% 

A little 

38% 

A lot 

1% 

A Lot
33%

A Little
51%

None
16%

P<.0001 

Will your prescribing be influenced 
by your contact with drug company  
sales representatives? 

Will your colleagues’ prescribing be  
influenced by their contact with drug  
company sales representatives? 
 



Is Disclosure Sufficient? 

• Usually unverified & therefore accuracy 
uncertain 

• Recipient of information who are not experts 
can’t evaluate whether or not opinion is 
biased 

• Disclosure may be used to “sanitize” 
problematic situation suggestion that no ill 
effects will result once COI disclosed 

Brennan et al. JAMA 2006;295:429-3 



Is Disclosure Sufficient? 

• Controlled trial 

– People generally do not discount advice from 
biased advisors as much as they should, even 
when COI is disclosed  

– Disclosure can increase the bias in advice because 
it leads people to feel morally licensed and 
strategically encouraged to exaggerate their 
advice 

Cain et al. Journal of Legal Studies 2005;34:1-25  



Is Disclosure Sufficient? 

Hospital based clinicians randomly asked to read one of two research vignettes about a  
fictional antidepressant – one where the researcher had COI and one where the researcher 
didn’t have COI  
 
 
Lacasse et al. BMC Research Notes 2011;4:27 



More Stringent Regulation of COI 

• Prohibit all gifts (free meals, payment for time for travel to or time at 
meetings, payment for participation in online CME) 

• No free samples to doctors 

• Exclude physicians with financial relationships from formulary 
committees 

• No manufacturer support directly or indirectly for CME 
(manufacturers could give money to central body which would then 
disburse it) 

• Same policy for travel as for CME 

• Faculty should not be on speakers bureaus  

• Consulting fees should be based on explicit contract with specific 
deliverables restricted to scientific issues 

• Centres can accept general support for research provided grants are 
not designated for use by specific individuals 

 

Brennan et al. JAMA 2006;295:429-3 
 



Are Things Getting Better? Some New 
Initiatives 

• Sunshine Act (US) – companies have to declare all 
payments to doctors (starting 2013) 

• Oregon Academy of Family Physicians – banned company 
funding of its continuing medical education events 

• Stanford University – restricted financing of doctors 
continuing education 

• University of Pittsburgh Medical Center – banned gifts and 
food from sales representatives 

• Kaiser Permanente – banned visits by sales representatives 
to doctors 

• University of Toronto – negotiated agreement about COI 
with its affiliated teaching hospitals 
 


