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Is most clinical research useless?

ost clinical research findings
are false. As for the few
studies with results that are

true, well, here’s more bad news. Most
of those findings are useless. These are
but two of the bold statements made by
Dr. John Ioannidis in a recent paper in
PLoS Medicine.

“I have long been frustrated in see-
ing that much clinical research seems
to be losing its purpose, and it does
not really help humans,” Toannidis,
director of the Stanford Prevention
Research Center at the Stanford Uni-
versity School of Medicine, said in an
email. “I am very optimistic that we
can do things better.”

Toannidis’ article is “fascinating and
provocative,” according to Timothy
Caulfield, Canada Research Chair in
Health Law and Policy and research
director of the Health Law Institute at
the University of Alberta. In general,
Caulfield agrees with the major conclu-
sions in the paper, and noted that quan-
tity tends to trump quality in the
research community, a situation that
may boost academic careers but does lit-
tle for patients.

“One could argue that it is not ethi-
cal to recruit patients for clinical trials
that have little chance of providing a
meaningful contribution, particularly
if the consent process does not reflect
that reality,” Caulfield said in an
email. “Many patients likely partici-
pate because they believe they are
helping to move clinical practice for-
ward. But, as this paper highlights,
that is often not the case.”

The word “provocative” also came
up in comments on loannidis’ ideas
from Jonathan Kimmelman, an associ-
ate professor in the Biomedical Ethics
Unit at McGill University. And
though he found the piece to be timely
and compelling, Kimmelman
expressed doubt about the assertion
that most clinical research isn’t useful.

“That’s a bold claim. The article
doesn’t really establish it,” Kimmel-
man said in an email. “What it does is
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There is no shortage of published clinical research, but how much of it is actually useful

to physicians?

offer various features that make trials
useful, and it suggests that many trials
fail to reflect these factors. My own
research and experience would affirm
many trials are not useful — whether
it is most, however, I cannot say.”

Another problem with judging the
usefulness of research is the difficulty of
defining “useful” in this context. Accord-
ing to Ioannidis, useful clinical research
“adds to what we already know” and
leads to “favorable change in decision-
making.” But this doesn’t acknowledge
that much of the most useful research
confirms current knowledge and clinical
practice and may not lead to change,
according to Dr. Elizabeth Loder, the
acting head of research for BMJ.

“Furthermore, it’s not always pos-
sible at the time research is done to
fully judge its usefulness,” Loder said
in an email. “Sometimes that becomes
apparent much later.”

Improving utility

In his paper, loannidis provides sev-
eral features of clinically useful
research. To provide more real-world

value, he suggests, clinical researchers
should address problems with high
disease burdens and avoid exaggerat-
ing the health threats posed in their
fields of study, which he refers to as
“disease mongering.” Research should
also be patient-centred, pragmatic and
preceded by systematic reviews to
gauge current knowledge. Other fac-
tors to consider include feasibility
(many trials are terminated because of
futility), transparency (utility increases
if data and methods can be verified
and used by others) and value for
money (especially important in an era
of limited resources).

Overall, this is a valuable concep-
tual framework and a “good lens with
which to see clinical research,”
according to Dr. Hani El-Gabalawy,
the scientific director of the Institute
of Musculoskeletal Health and Arthri-
tis at the Canadian Institutes of Health
Research (CIHR). Striving to make
clinical research more patient-centred,
for example, is already a priority at
CIHR, as part of its SPOR program
(Strategy for Patient-Oriented
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Research). Some of Ioannidis’ views
of the research community, however,
appear excessively negative, accord-
ing to El-Gabalawy.

“He really comes down hard on
researchers, saying they do clinical
research without knowing what’s out
there,” says El-Gabalawy. “With all
due respect, people just don’t get
funded unless they’ve done their
homework. Working for a funding
agency, I know that anyone who
hasn’t scoured the literature and
looked at the novelty of their clinical
research simply doesn’t get money.”

Others note that although Ioanni-
dis’ ideas on how to improve the util-
ity of research sound great, there
would be many challenges in actually
reforming the clinical research system.
For one, there’s the academic promo-
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tion system, which incentivizes “bad,
useless research” and “glorifies
research and publications over patient
care,” according to Loder. Kimmel-
man noted that many parties benefit
from the status quo, including drug
companies that sponsor redundant
clinical trials to promote their products
and medical centres that earn revenue
by running or hosting studies of mar-
ginal value.

“I do think tweaks can be made, but
given how entrenched many of these
incentives are, it won’t be easy to cause
a significant shift in a short amount of
time,” according to Caulfield.

Ioannidis, however, is more opti-
mistic. He believes the features of use-
ful research he lists in his paper are all
feasible and can be realized if people
commit to change. More useful

research benefits everyone, he sug-
gested. Patients will receive better
care. The pharmaceutical industry will
produce better drugs and technologies
and waste fewer resources on unneces-
sary research and development.

“Researchers would clearly gain
the most,” according to Ioannidis. “I
don’t think that anyone is particularly
happy deep in one’s heart to feel that
the research done is useless. I have
nothing against research productivity
in terms of publishing more papers,
and it does not mean that reform will
cut back on the productivity of
researchers. It will just make their pro-
ductivity more likely to be worth it
and make a real difference.” — Roger
Collier, CMAJ
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College complaints to CMPA increase

( j omplaints to regulatory col-
leges leading to Canadian
Medical Protective Associa-

tion (CMPA) action have increased

19% since 2010. There were 3883 new

cases opened in 2010; by 2015 there

were 4802, according to the CMPA,
which provides liability coverage for
more than 92 000 Canadian doctors.

Complaints to colleges, primarily
from patients, may result in physicians
seeking advice or assistance from
CMPA. The most serious complaints
allege professional misconduct.

Dr. Todd Watkins, CMPA’s man-
aging director of physician services,
says the rise is due to changes at the
regulatory level. “The colleges are
under increasing scrutiny to ensure
they are protecting the public.”

The College of Physicians and Sur-
geons of Ontario (CPSO), for exam-
ple, has increased transparency this
past year by posting more information
on its public register of doctors, such
as criminal charges, specified continu-
ing education or remediation program
orders, disciplinary findings in other
jurisdictions and licences in other
provinces. The college’s public regis-
ter already included extensive infor-
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mation including discipline referrals
and outcomes.

Such initiatives reflect the colleges’
“need to be seen by the public and
media to fulfill their fiduciary duties,”
says Watkins.

The increase in complaints varies
across Canada. In Nova Scotia, the
number investigated by the provincial
college increased roughly 40% in the
last three years. This rise is the result
of a cultural shift, says the college’s
registrar and CEO, Dr. Gus Grant.
“The public is increasingly looking to
hold physicians accountable. At the
same time, this is the age of informa-
tion. Colleges have experienced an
increase in the public’s awareness of
their role and function.”

“Gone are the days when a doctor
can say, ‘Trust me,” and that’s a good
thing,” he adds.

Though the number of college-
based complaints against physicians
has increased since 2010, the number
of new civil legal cases decreased by
7%, from 935 in 2010 to 871 in 2015.

This downward trend may reflect
the work the association is doing to
enhance quality of care and reduce
errors, says Watkins.

The increase in college-related com-
plaints is not a concern to the CMPA
per se, he adds, but physicians must
understand where they are most vulnera-
ble. Topping that list is communication.
“Ensuring good patient—physician com-
munication is critical,” says Watkins.
“Document the encounter completely.”

An emphasis on accountability has
always been there, Grant said. “We
have a legal responsibility to investigate
complaints. We have a legal responsi-
bility to act in the public interest. We
take our responsibility seriously.”

The CMPA may not be involved in
all college-related complaints involv-
ing physicians, but it is likely involved
in some way in most of them. When a
patient makes a complaint, the provin-
cial college sends a letter to the doctor,
prompting him or her to call CMPA.

When physicians take this advice,
they are first put in contact with a phy-
sician advisor who can provide peer-to-
peer support and guide them through
the regulatory complaint process and
how to respond. “It is very troubling for
[doctors],” says Watkins. — donalee
Moulton, Halifax, NS
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