MEDICO-LEGAL FORUM

ONLINE
EXCLUSIUE

Post-truth bogus science - cosmetic surgical
research concerns support the need for

research integrity watchdog in Australia

BY PATRICK TANSLEY AND DANIEL FLEMING

The post-truth phenomenon has become a worldwide problem. The absence of
a research integrity watchdog in Australia is causing related concern in aesthetic
surgery, with the risk of research misconduct being allowed to prosper and benefit
vested commercial interests. We will show how findings based on false evidence
have been amplified by vested interest groups in social media and allowed to remain
in the medical literature with potential to have influenced regulatory decisions and
associated clinical care of patients worldwide.

00 istortion, fakery and partisan reporting” encompass

Dthe post-truth phenomenon of something untrue being

believed through repetition and social media [1]. Such

conduct might be expected in politics — to appreciate that danger,
one only has to consider the 2016 US Presidential election, the UK
Brexit referendum [2] and the recent ‘Voice' referendum in Australia,
about changing the constitution to recognise its First Peoples [3]. An
observer to the latter presciently remarked, “Of the many lessons [..]
there is one which must be more urgently addressed [...] our appetite
for mistruths [...] we all risk a dear price should we march on as we
are, sleepwalking towards a future in which nothing at all can be
trusted” [2].

Whilst politics is an obvious post-truth concern, another is peer-
reviewed clinical research. Scientific integrity matters — decisions
about lives and bodies depend upon it. Yet recently we have seen
increasing scientific fraud, plagiarism and research misconduct [4,5].

Italian surgeon Paolo Macchiarini sought to replace tracheae
using tissue engineering techniques. He “overstated his results
and even lied about them” [6]. Numerous patients died. Whilst his
Swedish employer found him guilty of scientific research misconduct
and called for several articles to be retracted, he was not exposed
internationally where he had also practised. Commentators
remarked, “Like any big organisations, universities and hospitals are
jealous of their reputations and, for that reason, prone to hide their
dirty laundry” [7]. Macchiarini’s troubling legacy was also crystallised
as “the unwillingness of scientific journals to retract seriously flawed
data that means the findings and conclusions cannot be relied on” [6].

Australia is not immune. According to the Retraction Watch
database, more than 650 academic papers with Australian authors
have been retracted in the past 20 years, with 37% having occurred
in the past four years [5,8]. However, the process of investigation in
Australia means that research misconduct, even when identified, may
not be held to account, with highly questionable research findings
remaining in print. This is because, in whatever jurisdiction it occurs,

it is the scope and conduct of research misconduct inquiries that are
fundamental to its identification and correction.

Initial inquiries in Australia are not independent and therefore
may be subject to conflicts of interest. A focus on ‘governance and
regulatory approval’ [7] — meaning the process rather than merits of
the evidence - can also be dangerous. Australia does both.

This matters. Published Australian medical research is relied on by
practitioners worldwide. ‘Bogus breakthroughs’ are costly, clinically
and financially, and unless the record is corrected, damage continues
with more patients harmed [7].

The Australia Institute — an independent Canberra think tank - put
it succinctly:

Australia is one of the few countries with a developed
research sector that doesn't have a research integrity
watchdog [...] the UK, US, Japan, China, Canada and 23
European countries have one, but in Australia, we rely
on institutions to initiate and oversee investigations

into their own researchers [...] We can't continue to let
research institutions investigate themselves and sweep
matters of research integrity under the rug just so they can
protect their reputations and funding [...] Australia needs
an independent, government funded national regulator
to protect our rights and health and maintain our global
reputation for trustworthy research [9-12].

The Australian Research Integrity Committee (ARIC), set up in
2011 to review institutional processes, manages and investigates
potential breaches of The Australian Code for the Responsible
Conduct of Research 2018 (the Code) [13]. However, ARIC review is
limited in scope to investigating only the processes of an institution’s
investigation of alleged Code breaches and provides non-binding
recommendations. Put another way, an institution investigating its
own researchers with its unavoidable baked-on conflicts of interest
can delay, obfuscate and ultimately exonerate research misconduct
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by making findings contrary to the evidence. If process has been
followed, ARIC can do nothing. Hence the pressing need for an
independent research integrity watchdog.

In such context, what is the relevance for aesthetic surgery? As in
many other countries, Australian plastic surgeons compete with other
practitioners of cosmetic surgery. In a $1.5-2bn industry, all vie for
commercial supremacy. That a motivation exists for bogus science,
partisan reporting and perhaps even reverse-engineering a desired
research outcome which may confer a commercial advantage,
cannot be denied.

Breast augmentation surgery, the most common aesthetic surgical
procedure for women [14], is one of the most lucrative sectors
of cosmetic practice, with Australian surgeons typically charging
patients many thousands of dollars. Into that arena has emerged
publicity around Breast Implant Associated Anaplastic Large Cell
Lymphoma (BIA-ALCL), first reported in 1997 [15] but unclassified by
the World Health Organization until 2016 [16].

Also in 2016, Associate Professor Mark Magnusson, an Australian
plastic surgeon, was a member of a surgical research group led by
Macquarie University that had advanced the theory that BIA-ALCL
was caused by bacterial contamination [17]. Other researchers
were unable to confirm the group’s findings and Dr Eric Swanson, a
US plastic surgeon, recently stated, “Today, biofilm, Ralstonia, and
bacterial contamination have been largely abandoned as plausible
aetiologies for BIA-ALCL" [18—-22], followed by “Gram-negative
bacteria, including Ralstonia pickettii, and the discredited 14-point
plan are now believed to be irrelevant to the aetiology” [19,21-25].

However, in October 2016 in those early days of disease publicity,
Prof Magnusson as the then new President of the craft group,
the Australasian Society of Aesthetic Plastic Surgeons (ASAPS),
presented on BIA-ALCL at its annual meeting, detailing how the
ASAPS was already using the disease. He said, “We have engaged
the regulators. We want to also use this [BIA-ALCL] to try and
legislate to make accreditation of the facilities where this surgery
is undertaken a requirement. We want to try to see how far we can
push the requirement for the accreditation of the surgeon” [26]. In
context of the early and uncertain nature of the Macquarie groups’

research theory, the motivation for such a precipitous rush to engage
the regulators with the effect of removing competitors is open to
question.

This attempt having failed to ‘push’ Australian regulators to deliver
reduced competition, in 2019 the Macquarie group published data
alleging that the ‘certification’ status of the practitioner performing
a breast augmentation could affect patients’ risk of developing
this disease [27]. The apparent implication was that poor surgical
technique, perhaps as a consequence of training different from their
own, could generate bacterial contamination [18,28,29].

Despite this narrative, attempts to ascribe such causative blame
were heavily criticised internationally. This included on the bases of
“falsified data and ethical lapses,” “misinformation currently being
circulated on BIA-ALCL” and lack of any “credible data support” linking
the disease either to “technical deficiency” or “surgical technique,”
with such reports considered to represent a “dangerous association”
[18-20,30-34]. Swanson also offered scrutiny, often elegantly
dismantling publications in a series of editorials covering dishonesty
and conflict of interests [19,35,36].

Amongst Swanson'’s 2023 editorials, he was critical of lead author
Professor Anand Deva, an Australian plastic surgeon and head of
the Macquarie group. Swanson spoke to the medico-politicisation of
BIA-ALCL, commenting, “Plastic surgeons must be careful not to use
BIA-ALCL as a weapon against their competitors or add regulations
that are irrelevant to the risk of this disease” [18].

Swanson then focussed on the Macquarie group’s 2019 paper
that had purported to provide the evidence which in 2016 may have
caused Magnusson to have “engaged the regulators” in apparent
attempt to restrict which doctors could perform breast augmentation.
That paper “reported a higher frequency of BIA-ALCL cases for
surgeons who are not certified as specialist surgeons.” Swanson
commented, “This is an important finding and one that merits
scrutiny,” before detailing a litany of scientific and statistical analytical
flaws in the publication [18].

Swanson was perhaps unaware that the day after the paper’s late
2019 online publication, ASAPS promoted on its social media channel
greater responsibility for BIA-ALCL to ‘non-certified’ surgeons,
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consistent with the authors’ unproven theories [28,30,37,38] and
lauded the publication as “insightful research” [39]. However,

writing about the group’s data interpretation, Professor Suzanna
Turner, British Biologist, commented, “This is perhaps a dangerous
precedent to set as it could lead women to believe that they are safe
and protected from BIA-ALCL when employing a certified surgeon, a
fact that is clearly not true” [40].

In context of this ‘insightful research, which had clearly caused
concern and as described below has been shown to have been
based on false data, ASAPS then commenced a campaign, including
by social media, regarding accreditation of medical practitioners
performing cosmetic surgery [41,42]. The post-truth era for aesthetic
surgery research in Australia had arrived, by apparent coincidence
just in time to be in the mix of a period of intense scrutiny of the
cosmetic surgery industry and consequential regulatory change in
2023 [43-46].

In reference to the Macquarie group’s 2019 paper, Swanson
wryly observed “The causal relationship between the device and the
disease is the basis for the actions of regulatory bodies all over the
globe that have found fault where it lies, squarely with the implant
and not with the doctor or patient”, concluding, “There is no need for
a witch hunt” [18].

Swanson did not know that at the time of his writing he was not
the first to have had serious concerns about the paper. Following
similar analysis, the Board of the Australasian College of Cosmetic
Surgery and Medicine made a research misconduct complaint to
each of the authors’ five institutions — Macquarie University, Griffith
University, Monash University, Sydney University and the Peter
MacCallum Cancer Centre [47]. It ran to 37 pages with an appendix
of supporting evidence of 877 pages, later supplemented even
further. How this complaint was assessed and its outcome highlight
the dangers identified by The Australia Institute and show what
can happen in the absence of an independent research integrity
watchdog.

Macquarie University, the employer of the lead author, became
the investigative lead institution and acted according to its own
Research Code Procedure [48], adapted from the Australian ‘Code’
[13]. Key amongst seven research misconduct allegations were:

1. The authors claimed that they had obtained eight years of sales
data from 2008-2015 for one of the implant types critical to
their calculations of the differential risk between practitioner
type. This was not true. In fact, they had obtained and used only
nine months of sales data for a single year, 2015.

2. The authors failure to disclose the very small sample size on
which statistical claims had been based, instead only stating
proportions in the form of percentages.

The latter departure from accepted research practice was the
very same concern later independently criticised by Swanson [18].
The authors’ claim of statistical significance for the sensational,
unprecedented finding that patients of one group of doctors — what
they called ‘noncertified practitioners’ — were more likely to get
cancer than their own group, was meaningless without disclosure of
the sample size used to compare the two groups. To our knowledge,
never before had it been suggested that the certification status
of one type of surgeon compared to another — notably not of the
authors’ own group — could cause patients to have a higher risk of
developing cancer. Rigorous data and large comparative sample
sizes would be expected to support such a claim.

In fact, only 104 total cases of BIA-ALCL in Australia were
reported. After then reducing the numbers of patients for analysis to
95 and excluding seven patients who had mastopexy at the time of
their augmentation (notably, all of whom were reported to have had

their surgery by a ‘certified’ practitioner), the authors claimed there

were 67 “cosmetic augmentations”. These were further culled, until
a much smaller group remained, which perhaps suited the authors’
better.

Following analysis, the complaint detailed that the total n number
for cases (not practitioners) used in the comparative calculations
for practitioners is likely in the range 21-32. These cases were
distributed across both certified and noncertified practitioners.
Because of multiple cases amongst very high-volume surgeons,
the number of surgeons compared was even smaller, likely in the
single figure range for the ‘noncertified’ practitioners. The scientific
implications of such small sample sizes are obvious in the context
of the gravity of the authors’ associated claim. Interestingly, a pre-
publication copy of the paper was provided by an unknown source
to the Sydney Morning Herald, one of Australia’s largest circulation
newspapers. Predictably, the newspaper immediately focussed and
sought comment on the apparent extra risk of developing cancer for
patients of ‘noncertified’ practitioners.

Macquarie University’s internal preliminary inquiry took 10 months
before it advised “the matter can be resolved locally with corrective
action” and therefore there was no need for a full investigation. It
passed off the misrepresentation of nine-months’ sales data as eight
years of data, prior to its use as the denominator for calculating the
risk of BIA-ALCL for the patients of specific groups of doctors, as an
“oversight”. Macquarie merely concluded the relevant timeframe “may
not have been adequately detailed in the Paper”. It made no comment
whatsoever about the failure of these experienced researchers
to disclose the sample size on which their findings were based. It
seemed the evidence provided to Macquarie had either not been
understood or ignored.

Macquarie did not deem such fundamental matters as research
misconduct, despite its common definition as “A serious breach of
the Code which is also intentional or reckless or negligent” [13,48].
The misrepresentation and omission were serious because the
findings relied on them. That they must have been either intentional or
reckless or negligent as opposed to an oversight seems unarguable,
yet they were simply whitewashed. Request for review by the Chair
of the Macquarie Academic Senate was refused. Once again, formal
appeal could only be made on procedural grounds to ARIC but merit or
evidence, or the ignoring of evidence, could not be considered.

Such events illustrate precisely the concern identified by the
Australia Institute, that appealing the outcome of an investigation
in Australia is in effect “near impossible” [10,11]. It reported this
approach as raising major concerns regarding conflicts of interest,
inadequate penalties, lack of transparency and flawed appeals
processes in Australia [10].

Macquarie did not make any findings public and merely
recommended the authors request publication of a corrigendum. That
narrow publication, two-and-a-half years after the original paper, is
quoted in full here:

In the originally published manuscript “Breast Implant-
Associated Anaplastic Large Cell Lymphoma in Australia:
A Longitudinal Study of Implant and Other Related Risk
Factors” by Anna Loch-Wilkinson, Kenneth J. Beath, Mark R.
Magnusson, et al, in Aesthet Surg J. 2020;(40)8:838-846.
https://doi.org/10.1093/asj/sjz333, the authors would

like to further clarify the source of data for Table 7. The
percentage split between sales to certified vs non-certified
practitioners for Silimed, Inc. (Rio de Janeiro, Brazil) breast
implants was obtained from the implant distributor and
covered the 12 months of highest sales of this device. The
authors reiterate, as they did in the original publication,
that these findings are preliminary and require further
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study to investigate the impact of certification, training, and
licensing on the outcomes of cosmetic breast augmentation
procedures, including the risk of breast implant-associated
anaplastic large cell lymphoma (BIA-ALCL). The authors
appreciate the opportunity to clarify this data and regret any
prior oversights. https.//doi.org/10.1093/asj/sjac033 [49]

Anyone reading this corrigendum would not appreciate that what “the
authors would like to further clarify” was that the nine months of a
single year of breast implant sales data obtained for 2015 had been
instead misrepresented as an eight-year period from 2008-2015 and
used to calculate the relative risks. Astonishingly, the corrigendum
itself makes the further false claim that the data was for twelve-
months, when it was only for nine-months. Once again, no disclosure
was made of the sample size on which the conclusions and their
alleged statistical significance were based.

So, what to make of all this and why does it matter?

In a rational world where neither fact is considered fiction, nor

fiction considered fact, such an approach to scientific research is
deeply troubling. Accurate, reliable science is blind, apolitical and
reproducible. In contrast, post-truth, bogus science, perhaps motivated
by commercial or other surrogate purpose and then publicised across
social media, brings Professor Sir Peter Medawar's “citizens of the
intellectual underworld” to mind [50]. No one is served well — certainly
not women or regulators charged with their protection.

Publications by the Macquarie group have been in pre-eminent
international journals and are some of the most referenced in the BIA-
ALCL literature. The group’s leader, Prof Deva, has been a very regular
BIA-ALCL speaker at international conferences. The Macquarie group’s
publications have been relied upon by the Australian Government
Department of Health's Therapeutic Goods Administration (TGA) in
making regulatory decisions affecting patients, including in relation to
banning polyurethane foam-covered silicone implants (PU), one brand
of which has the lowest number of cases of BIA-ALCL of all known
textured implant types [51-53]. No other country apart from France
has taken such a step [52,54-56]. Regulators seem to have been
influenced and surgeons may have relied on the Macquarie research
when explaining BIA-ALCL to patients. Yet because of these apparently
local Australian deficiencies it is not widely known that the group
misrepresented data and failed to disclose critical information when
publishing on BIA-ALCL.

The effects in Australia have been profound. For example, since
the TGA's 2019 action, women have been denied the benefit of five
decades’ clinical experience of PU implants which offer the greatest
protection against the commonest problems any woman with breast
implants will face — capsular contracture and displacement [57-61].

The Macquarie research group’s published 2019 paper - with its
misrepresentation of data and undisclosed sample size - bearing
the extraordinary message that surgeons ‘noncertified’ by a particular
vested interest group were somehow more likely to cause cancer
in women undergoing breast augmentation — effectively stands
unchallenged and continues to be referenced [18,29].

The group has recently turned its attention to Breast Implant lliness
(BII) [62—64]. When advertising to enrol patients in its study, it tells
them that Bll is a recognised condition, when thus far it is not [65,66].
This has the potential to bias the results before the study has even
begun by the recruitment of patients who have been led to believe a
recognised condition is the cause of their symptoms. Whether the data
in any future publications can be relied upon and how any findings may
influence future TGA decisions affecting women with breast implants
is a concern. Perhaps some members of the group have learnt from
their previous research conduct. Otherwise commencing their first
publication on Bl echoing Brody’s warning that “we must not succumb

to pseudo-science or jump to unsupported conclusions” may represent
another step on the post-truth path [62].

We agree with the Australia Institute’s call for an independent
research integrity watchdog [9-12]. Would it have upheld Macquarie’s
response to the research misconduct complaint and the content
of the subsequent corrigendum? As a Macchiarini commentator
presciently remarked, “Self-interest makes the argument for a national
independent office of research integrity where one doesn't exist” [6].

It is time Australia had one.
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