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Conflicts of Interest in Medicine: Why it’s time 
for a UK Sunshine Act

Should doctors with commercial interests lead research on their products? Should we forget 
‘conflicts’ and discus ‘declarations of interest’ instead? Who should hold and maintain 
conflicts of interest registers for doctors? Should practicing doctors work with the pharma 
industry as well as serve on guideline committees? Should researchers with extensive financial 
interests be disqualified from studies of their own products?







The study showed that rofecoxib was not more effective in 
relieving symptoms of rheumatoid arthritis but did halve the 
risk of gastrointestinal events. 
However, there was also evidence of an increased risk of 
myocardial infarction (relative risk 5.00, 95% confidence 
interval 1.68 to 20.13). 
When this result was circulated internally at Merck, Edward 
Scolnick, the company's chief scientist, wrote in an email to 
colleagues about the cardiovascular risk: “It is a shame but it 
is a low incidence and it is mechanism based as we worried it 
was



The published VIGOR study obscured the cardiovascular risk associated with 
rofecoxib in several ways. 

• Interim analysis  had different termination dates: GI events were counted 
for 1 month longer than the CV events. 

• 3 additional MIs occurred in the rofecoxib group in the month after
• Harm further minimised by a post hoc subgroup analysis on “indication for 

aspirin prophylaxis”; 
• Presented the hazard of MI as if naproxen was the intervention group 

(relative risk 0.2, 0.1 to 0.7) and without reporting the absolute number of 
CVD events, even though all other results were presented appropriately 
with rofecoxib as the intervention group.

• The authors proposed a naproxen hypothesis, suggesting that rofecoxib

had not been harmful but that naproxen had been protective.
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Pharmaceutical Branding of Residents

Sigworth SK, Nettleman MD, Cohen GM. Pharmaceutical branding of resident physicians. JAMA. 2001;286:1024-5.



Physician vs. Patient Attitudes

Gibbons RV, Landry FJ, Blouch DL, Jones DL, Williams FK, Lucey CR, Kroenke K. A comparison of physicians' and patients' attitudes toward pharmaceutical industry gifts. J Gen Intern Med. 1998;13:151-4



The Issue with Gifts

• Gifts of any size influence behavior
• According to Katz et al., “When a gift or gesture of any size is bestowed, it 

imposes on the recipient a sense of indebtedness. The obligation to directly 
reciprocate, whether or not the recipient is conscious of it, tends to influence 
behavior. . . . Feelings of obligation are not related to the size of the initial 
gift or favor”1

• Nevertheless, most physicians falsely believe that gifts could not 
influence their behavior2

1Katz D, Caplan AL, Merz JF. All gifts large and small: toward an understanding of the ethics of pharmaceutical industry gift-
giving. Am J Bioeth. 2003;3:39-46
2Wazana A. Physicians and the pharmaceutical industry: is a gift ever just a gift? JAMA. 2000;283:373-380.









1980

1980: US Congress Bayh-Dole Act 1
Required investigators to disclose financial conflicts to 
interested parties including regulators, institutional 
officials, and funding agencies.

1995: Objectivity in 
Research Guide 3 US 
investigators required to disclose 
to an official(s) designated by the 
institution a listing of Significant 
Financial Interests. 

2000: Department of 
Health Guidance 4
Collaborative partnerships with industry 
should includes a transparent approach 
to any sponsorship. 

2000: World Medical Association's 
Declaration of Helsinki  5
Principle 22, includes “sources of funding” among 
the items to be provided to research subjects. 

1993: NHS Employees 2
It is an offence for employees 
corruptly to accept any gifts or 
consideration as an inducement or 
reward in the context of NHS 
employment.

2019

2013: FDA Guidance 13

for clinical investigators, industry, 
and FDA staff published

2011:ABPI code 11

Required pharmaceutical companies to disclose 
monetary value of support with a value of £250 
or more – threshold removed in 2012

2007: FDA 
Amendments Act 9
Prohibits members of 
advisory committees from 
participating with financial 
interests

2016: FDA. Guidance 16 

for the Public, FDA Advisory Committee 
Members, and FDA Staff

2009: Institute of 
Medicine 10
Report on Conflict of interest in 
medical research, education, 
and practice published

Major initiatives and polices  covering declarations of interests   
2018: French 
Sunshine Act 20
The Loi Bertrand establishes 
the Transparency in 
Healthcare database public 
accessibility 

2012 US Sunshine 
Act 12

Designed to increase 
transparency around the 
financial relationships 
between physicians, 
teaching hospitals and 
manufacturers

2003: US Department 
of Health & Human 
Services Guideline 6
Establishing criteria to determine 
what constitutes an institutional 
conflict of interest. 

2017: NHS England policy  18

Managing conflicts of interest in the NHS

LEGISLATION

2000: House of Commons Health Committee  7
Doctors, in particular ‘key opinion leaders’, should be obliged to declare 
significant sums or gifts received as hospitality.

Government Response 8
Recommends a register of interests be maintained by the 
relevant professional body.

2018: NHS Health 
Research 
Authority’s 19
Sets out steps a research 
ethics committee could take to 
mitigate  competing interest of  
researchers

POLICIES and 
GUIDANCE

2017: EMA policy  17
handling of competing interests of scientific 
committees’ members and experts

2015 Medicines 
Australia Code of 
Conduct 14

Payment Reporting Starts 
October 1, 2015

2016: EFPIA Disclosure 
Code 15 EFPIA members required 
to report payments and other transfers 
of value made to healthcare 
professionals
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In 2007, the Institute of 
Medicine (IOM) appointed the 
Committee on Conflict of 
Interest in Medical Research, 
Education, and Practice to 
examine conflicts of 
interest in medicine and to 
recommend steps to identify, limit, 
and manage conflicts of 
interest without negatively affecting 
constructive collaborations



Although the committee recognizes 
that collaborations with industry can 
be beneficial, the committee 
recommends, as a general rule, that 
researchers should not conduct 
research involving human participants 
if they have a financial interest in the 
outcome of the research, for example, 
if they hold a patent on an intervention 
being tested in a clinical trial.



Acceptance of meals and gifts and 
other relationships with industry are 
also common among physicians who 
practice outside medical centers. Data 
suggest that these relationships may 
influence physicians to prescribe a 
company’s medicines even when 
evidence indicates another drug would 
be more beneficial. Therefore, the 
committee recommends eliminating 
these problematic relationships 
between physicians and industry. 



CONCLUSION there is growing concern 
among lawmakers, government agencies, and 
the public that extensive conflicts of interest 
in medicine require stronger measures. 
Responsible and reasonable conflict of 
interest policies and procedures will reduce 
the risk of bias and the loss of trust while 
avoiding undue burdens or harms and 
without damaging constructive collaborations 
with industry. Decisions about biomedical 
research, medical education, and patient care 
directly affect the public’s health. The public 
needs to be able to trust that physicians’ 
decisions are not inappropriately influenced 
by their financial relationships with industry
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• The U.S. Physician Payment Sunshine Act/Open Payments is a 
federal law that requires all pharmaceutical, biologics and 
medical device manufacturers to disclose payments and 
transfers of value provided to U.S. physicians and teaching 
hospitals

• The Sunshine Act:
– Makes interactions significantly more visible to the public 

– Covers only U.S. physicians and teaching hospitals 

– Applies to U.S. physicians regardless of the country where a payment 
or transfer of value occurs

• Manufacturers are required to submit Sunshine Act data to 
the Centers for Medicare and Medicaid Services (CMS) each 
year



• All payments or transfers of value over $10

• Any payments made to another entity “at the 
request of” or “on behalf of” a physician or teaching 
hospital

• If, within a calendar year, a manufacturer makes 
payments to or provides a physician or teaching 
hospital in excess of $100 in total, then all 
payments and items of value provided during that 
calendar year must be reported (even if they are 
individually less than $10) 

• A manufacturer is required to report research 
payments made to institutions conducting clinical 
research on the manufacturer’s behalf, including the 
name(s) of the Principal Investigator(s), even if the 
manufacturer does not direct funds to those specific 
physicians

Reporting Requirements
Types of payments or items of 
value that must be reported 
include:
► Consulting Payments and Honoraria

► Research & Clinical-Trial Related 
Expenditures

► Educational Items (e.g., textbooks, 
journal article reprints)

► Educational and Research Grants
► Royalty Payments and Licensing 

Fees
► Expenses such as Travel, Lodging 

and Meals

► Training & Education Expenses
► Charitable Donations
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2012: USA Sunshine Act: Designed to increase transparency around the financial relationships between physicians, teaching 
hospitals and manufacturers 

2013 Portugal Sunshine Act: Ensure that all payments made by pharmaceutical companies to healthcare professionals and 
others in the healthcare sector are registered and visible. 

2014 Denmark HCP Affiliation/Sunshine Act. To forward annually to the Danish Health and Medicines Authority details of all 
Health Care Practitioners affiliated with the company within the preceding year. 

2015 Australia Medicines Australia Code of Conduct: For the first year, companies requested the agreement of the 
healthcare professionals received payments or educational support for their information to be published in a report.  After 12 
months of settling into the new system, the Code transitioned to mandatory reporting of these payments to healthcare 
professionals for member companies. 

2017 South Korea Sunshine Act: Requires pharmaceutical and medical device companies operating in South Korea to prepare 
an aggregated expenditure report if they have provided economic benefits to healthcare professionals and others employed 
at medical institutions during a fiscal year. 

2018 France Loi Bertrand:  ‘French Sunshine Act’ establishes public accessibility To the Transparency in Healthcare 

database.  



Although no direct causal link was 
found between the gifts received and 
GP prescribing, Goupil and colleagues’ 
study shows the importance of 
disclosure legislation: gifts to French 
GPs are common (36 232/41 257 GPs 
(87.8%) listed in the database had 
received gifts) and are associated with 
poorer prescribing practices and 
increased costs to the healthcare 
system.







We should surely aim for a statutory 
declaration of interests by all professionals 
and individuals who work in health care 
internationally, with registers that are 
publicly accessible, searchable, and 
permanent. Individuals who have 
declarations should already be making them, 
and a streamlined system would be more 
efficient and stop the current multiple 
venues of declaration. Employers and 
regulators that require annual declarations 
could simply request it through a central 
register.



It is extraordinary that there are stricter 
controls on hospital specialists prescribing 
than on GPs. We recommend tougher 
restrictions be placed on what non-specialists 
can prescribe and greater vigilance to guard 
against excessive or inappropriate 
prescribing. Nurse and pharmacist 
prescribing will need to be carefully 
monitored. Doctors, in particular ‘key opinion 
leaders’, should be obliged to declare 
significant sums or gifts they receive as 
hospitality. Professional bodies should 
maintain a register of these declarations. 
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Thank 
You 


