EDITORIAL

Who will guard the guards? Medical leadership and

conflict of interest in South African healthcare

The pharmaceutical industry has filled a vacuum.
A few decades ago, medical leaders would set
research directions and would lobby for products
to treat problems faced by their patients. Today, in
an era of disease mongering and priority setting by
pharmaceutical firms, leaders often react to industry rather than
setting clear priorities in worthwhile diagnostic and therapeutic
spend.

Conlflict of interest (COI) may cause harm if it influences the
quality of patient care, the integrity of research, the objectivity of
education, or community trust in healthcare.!! There is a need for
transformational medical leadership!® that unifies followers, restores
professionalism and takes back control of the direction and purpose
of medical care.

We aim to raise awareness of COI issues that may have been
incompletely explored during medical training, including some
tactics used by the pharmaceutical industry to influence thought
leaders.

What is COI?

COI happens if the interests of clinicians do not align with those of
their patients.’) More broadly, it is a condition where professional
judgement in a primary interest may be unduly influenced by a
secondary interest. It is a set of conditions rather than an established
behaviour," in that it identifies potential for harm rather than making
a judgement of established wrong-doing."”) Harm occurs if conditions
fostering a conflict in loyalties translate into a biased decision.

COI will always be present when healthcare is practised as a
marketable commodity.'’ Healthcare provision differs from other
financial transactions in that there is both asymmetry of information
and patient vulnerability. Patients struggle to balance benefit and
harm, many decisions are urgent, and decisions may have lasting
and very personal physical consequences. Patients trust the skill
and integrity of clinicians, and this is reflected in societal respect for
professional status and clinical autonomy.”

However, erosion of this trust may be increasing, although changes
happening over decades are difficult to measure. In the USA,
polls during the last quarter of the 20th century reflect a 20 - 30%
reduction in public faith in the authority of medicine.®

Manifestations of COI

Revelations of conflicts leading to serious patient harms have
renewed public interest in managing COI. Many of these revelations
arose not so much from directed research but from public disclosures
as part of legal proceedings against the pharmaceutical industry."”)
Further stimulus may have been from a flurry of books covering
aspects of pharmaceutical company influence!'®'? and a website
designed to document some of these influences.!"*

Key opinion leaders

Key opinion leaders (KOLs, ‘thought leaders’) are identified by
the pharmaceutical industry as clinicians who are regularly asked
for advice by colleagues, often speak at conferences, have a good
publication record, consider themselves early adopters of new
treatments, and assist in guideline development.'"! There is an
‘influence cascade’ of KOLs, starting with an international panel of
advisory board members brought together strategically early in the

product development cycle. These link to national and then local
KOLs, with the performance and market worth of the latter being
assessed by influence on prescription numbers.!"" KOLs are nurtured
by pharmaceutical manufacturers, with a sub-industry devoted to
their selection, as stated on one website: “With centers of excellence
assessments we take a drill-down approach, starting at the academic
medical centers, then moving into affiliated hospitals and clinics, and,
finally, providing identification and in-depth analysis of significant
affiliated physicians in educational and clinical roles’!"®!

Some companies have developed software to aid in thought-leader
selection, and also use social network analysis.'”” KOLs influence
practice, with a Cochrane review finding that they contributed to
a 12% overall improvement in compliance with clinical practice
guidelines.!'®

Gifting

Clinicians generally do not think that small gifts influence their own
behaviour, but are less charitable about the effect on their colleagues.
A study in 2001 revealed that 61% of doctors thought they would
not be influenced personally, but the same individuals thought that
only 16% of their colleagues would remain uninfluenced." Even
small gifts have an effect — raters who denied conscious awareness
of influence scored artwork higher if accompanied by the logo of the
group subsidising their participation in the trial, and accompanying
magnetic resonance images showed clear evidence of increased
venteromedial prefrontal cortex activity (an area considered to
influence preference judgements)."!

Ghost writing

This happens when an individual writes a portion of a manuscript
but is not listed as an author or contributor. Ghost writing is an
industry in its own right,”"! and writers may be contracted by the
pharmaceutical industry to prepare a manuscript for publication as
part of a process organised by ‘publication planners’ employed by
medical education and communication companies. Such articles may
then be gifted to KOLs to ‘assist’ with final editing.”??

A study comparing protocols approved by the Scientific-Ethical
Committee for Copenhagen and Frederiksberg with the corresponding
publications of industry-initiated trials found evidence of ghost
authorship in 75% (95% confidence interval (CI) 60 - 87%).12)

Impact of COI

Evidence of the impact of marketing on patient-level outcomes
is still scanty, but it does influence prescribing and doctors’ attit-
udes. There is clear evidence that the position of opinion leaders
may correlate with industry affiliation. A recent systematic review of
positions taken on the safety of rosiglitazone in the wake of reports
questioning its cardiovascular harms found a rate ratio of 3.36 (95%
CI 1.94 - 5.83) in support of the agent in those with financial COI
compared with those without. Nearly a quarter of these articles with
authors with COI did not disclose this, with 3.3% actively declaring
no COI when one did in fact exist.*”]

Interventions for dealing with COI
Disclosure

Much of the information on the effect of disclosure is derived
from social science experiments on university student volunteers.
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There is little work on clinicians. What evidence there is suggests
that declaration does exactly the opposite of what is intended, and
enhances the effect of bias. Reasons for this include insinuation
anxiety (‘burden of disclosure’ - if you dont take the advice
of somebody who has declared a potential COI, it is impolite
because it implies that you believe that such conflict really exists),
inadequate discounting® by recipients of the COI information with
no independent measure of truth, moral licensing (‘T have told you
I am biased, now I can really exaggerate to compensate for your
expected reaction’ - i.e. ‘strategic exaggeration’), and the panhandler
effect’®”? (‘Now that I have told you about my financial interests, don’t
you feel obliged to help me make a bit of money here?’).

The 2010 US Physician Payments Sunshine Act requires that
payers report any payment of more than $10, including meals,
entertainment, consultancy fees, speaker payments, research grants
and stock options. This Act was implemented in 2013, but earlier
reports of disclosure are somewhat disheartening — for example, one
study looking at clinicians receiving more than $100 000 per annum
from industry found that nearly a quarter of their publications failed
to declare this conflict.?®

Creating awareness

In the face of evidence that self-awareness of conflict is usually
inadequate, a structured non-punitive and nationally consistent
approach to recognising and handling COI should be seen as integral
to both undergraduate and postgraduate medical education.

Academic counter-detailing

Although this has statutory funding in both the USA and Canada,
there is as yet little evidence that it can compete against the marketing
might of the industry in its own right. A change in mindset might be
helpful. If, for instance, in all local conferences there was a unanimous
and consistent call for evidence-based and unconflicted debate, this
might allow a culture of true academic review to be reborn.

Fostering professionalism

This has evolved from being seen as an innate characteristic to being
measurable as a series of observable behaviours - being ‘in service’
to patients, demonstrating integrity and accountability, pursuing
clinical excellence, and practising fair and ethical stewardship of
healthcare resources.”” This approach disaggregates professionalism
into separate competencies that clinicians should continue to develop
over time and includes a specific recommendation that potential
conflicts of interest should be actively managed.

Conclusion

In the absence of good leadership, we will remain in perpetual
conflict between the aim of best serving our patients and the
desire to remain funded by a profit-driven industry. Clinicians who
recognise and manage conflict of interest are better equipped to
lead the profession on a more impartial and patient-centred course.
Colleagues, funders and patients should feel confident that decision
makers and opinion leaders make evidence-based decisions without
pecuniary or other conflicts.
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