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Exploring issues and controversies in the relationship between science and medicine

. ORBITA: Another clinical trial demonstrating the need for
sham controls in surgical trials .. . « . w05

Last week, the results of ORBITA were published. This clinical trial tested coronary angioplasty
and stunting versus optimal medical management in patients with single-vessel coronary artery
disease. It was a resoundingly negative trial, meaning that adding stunting to drug management t
didn't result in detectable clinical improvement. What was distinctive about this trial is that it
used a sham procedure (i.e., placebo) control, which few trials testing surgery or a procedure use.
The results of...

. The American Chiropractic Association Answers Crislip’s
Call, Joins the Choosing Wisely Campaign . o: 1 2.,

The Choosing Wisely campaign has invited the largest chiropractic organization in the United
States to publish a list of interventions to avoid. The results, while not entirely without merit,
consist of redundant or unnecessary recommendations. And there is a glaring absence of
recommendations to avoid any of the blatant pseudoscience commonly practiced by
chiropractors.

. Liver cancer, naturally .., ../ w0
Aristolochic acid, a highly toxic substance naturally found in some traditional herbal medicines,
may be a significant cause of liver cancer.
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We here at SBM devote a lot of discussion to unscientific and
pseudoscientific treatment modalities, the vast majority of which can be best
described as quackery. Sometimes, though, what’s even more interesting are
controversies in “conventional” science-based medicine. In particular, I’'m a
sucker for clinical trials that have the potential to upend what we think about
a disease and how it’s treated, particularly when the results seem to go
against what we understand about the pathophysiology of a disease.

So it was that I started seeing news reports last week about ORBITA
(Objective Randomised Blinded Investigation With Optimal Medical
Therapy of Angioplasty in Stable Angina). Basically, ORBITA is a double-
blind, randomized controlled trial comparing percutaneous coronary
intervention (PCI, or, as it’s more commonly referred to colloquially,
coronary angioplasty and/or stenting) versus a placebo procedure in patients
with coronary artery disease. Indeed, the sham procedure is what makes this
trial interesting and compelling, although the devil is in the details. What this
trial and its results say about coronary artery angioplasty and stenting,
placebo effects, and clinical trial ethics are worth exploring. Basically,
ORBITA calls into doubt the efficacy and usefulness of PCI in a large subset
of patients with stable angina (chest pain or discomfort due to constriction of
one or more coronary arteries that most often occurs with fairly predictably
with activity or emotional stress—that is, exertion).

Before I dig in, I can’t resist mentioning that cardiac surgery was one of the
very earliest forms of treatment in which the importance of a sham surgery
control was shown to be very important. In 1939, an Italian surgeon named
David Fieschi developed a technique in which he tied off (ligated) both
internal mammary arteries through two small incisions, one on each side of
the sternum. The idea was to “redirect” blood flow to the heart in order to
overcome ischemic heart disease, in which the patient suffers pain, heart
failure, or even death due to insufficient blood flow to the heart muscle
caused by atherosclerotic narrowing of one or more of the coronary arteries.
The results were striking, as three quarters of all patients on whom Dr.
Fieschi did his procedure improved and as many as one third appeared to be
cured. The procedure became very popular and appeared to work.
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Nearly two decades later, in the late 1950s, the NIH funded a cardiologist in
Seattle named Dr. Leonard Cobb to do a randomized controlled clinical trial
of the Fieschi technique. He operated on 17 patients, of whom eight
underwent the true Fieschi procedure, with both internal mammary arteries
tied off, and nine underwent skin incisions in the appropriate location. In
1959, Dr. Cobb’s results were published in the New England Journal of
Medicine, where he reported that the results were the same for patients who
underwent the “real” Fieschi operation or the sham procedure. This was the
beginning of the end of internal mammary ligation as a treatment for angina
and a landmark in the history of surgery. After this trial, understanding of the
ethics of human subjects research changed, and including sham surgical
procedures in clinical trial design became increasingly frowned upon.

ORBITA is one of several recent trials that use sham interventions that have
been reported in recent years as that ethical understanding has shifted again in
the face of increasing evidence that surgery can produces the most powerful
placebo effects of all interventions. Another example is trials of
vertebroplasty for vertebral fractures due to osteoporosis, which showed that
vertebroplasty in this setting produced results indistinguishable from the
sham procedure. Increasingly, it has been argued that more surgical trials
should include a sham procedure group.

PCI: A brief history

Publication of the results of ORBITA were timed to coincide with the 40th
anniversary of the development of PCI. Basically, coronary angioplasty was
developed 40 years ago as a less invasive treatment than coronary artery
bypass grafting (CABG) for coronary artery disease. In brief, in PCI a
cardiologist will thread a catheter up a major blood vessel in the groin to the
heart and into the coronary artery (or arteries) with blockages. At the end of
the catheter is a balloon. The idea is to thread the end of the catheter under
fluoroscopic guidance (fluoroscopy is a form of X-ray imaging with video)
into the coronary artery and past the blockage, such that the balloon aligns
with the atherosclerotic blockage. The balloon is then inflated to open up the
blockage. That’s the basic idea, although the methods have evolved markedly
over the last forty years.
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At this point I can’t help but mention a bit of a personal note, as it involves
the research I did as part of my PhD thesis, lo these many years ago. One of
the huge problems with angioplasty early on was the high rate of restenosis
(recurrent narrowing) of the blood vessel treated. The reason for this was that
balloon angioplasty involved, in essence, injuring the vessel. As with any
injury, there was an inflammatory reaction, and one consequence of the
inflammatory reaction due to angioplasty is that the vascular smooth muscle
cells in the media (the middle layer of the blood vessel) would be stimulated
to proliferate and restenose the vessel. As part of my PhD thesis, I cloned and
characterized a homeobox gene (yes, a homeobox gene, for you geeks out
there) that inhibited the proliferation of vascular smooth muscle cells. The
idea was to treat the area at the time of the procedure with this gene as a form
of gene therapy to prevent restenosis.

I realize that those of you out there who might be cardiologists and who
weren’t practicing back in the 1990s probably think this was an insane idea,
but here’s why it wasn’t so insane back then. Back then, coronary stents
hadn’t been perfected, much less the drug-eluting coronary stents that are
commonly used now to prevent restenosis. Basically, after most angioplasty
procedures now, cardiologists place a stent in the area of former blockage. To
prevent cellular ingrowth into the holes of the stent and subsequent
restenosis, the stent slowly elutes a drug that prevents the proliferation of
vascular smooth muscle cells. (As an aside, one of the things about these
stents that frequently causes problems to surgeons like me is that the patient
needs to be on powerful anti-platelet drugs like Plavix for up to a year after
stenting). In any case, with the development of drug-eluting stents, the idea of
gene therapy to prevent restenosis disappeared into the dustbin of scientific
history, for the most part.

Back when PCI was new and young, its indications were a lot more limited,
but as time went on and cardiologists’ confidence grew indications expanded
to multivessel disease and other indications that used to mandate CABG, to
the point that PCI for acute coronary syndromes has grown to predominate.
As MedPageToday describes:

In the early years of PCI it was widely believed that PCI to open a
severely blocked artery would have long term cardiovascular benefits,
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even in stable patients. Angina patients, the thinking went, were at
higher risk for CV events and death, and PCI or CABG lowered that risk
by restoring flow through the blocked vessel and preventing a future MI.
But doubts grew over time, as it became increasingly clear that MlIs
were more likely to occur at other, less obvious blockages. Coronary
artery disease began to be seen more as a systemic condition and less as
a focal plumbing problem. The positive role of medical therapy,
including statins and aspirin, became increasingly recognized.

Finally, a decade ago the COURAGE trial, despite widespread and
fierce initial resistance in the interventional cardiology community, led
to widespread agreement that in fact PCI in stable lesions did not
produce long-term improvements in outcome when compared to optimal
medical therapy (OMT).

But PCI for stable angina maintained a strong clinical presence as a new
consensus emerged in the cardiology community that PCI was superior
to OMT in the relief of symptoms. The mantra was that patients would
need a stent eventually so they might as well get it upfront. It is this
reduction in symptoms that the ORBITA trial sought to test.

And it is this assumption or belief that ORBITA called into doubt, at least for
one large subset of patients.

ORBITA

ORBIT has been published in the online first section of The Lancet; so let’s
dig in. The introduction tells the tale, and you don’t even have to leave the
abstract:

Symptomatic relief is the primary goal of percutaneous coronary
intervention (PCI) in stable angina and is commonly observed clinically.
However, there is no evidence from blinded, placebo-controlled
randomised trials to show its efficacy.

Or, in more detail in the introduction:
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Percutaneous coronary intervention (PCI) was originally introduced to
treat stable angina.1 More than 500 000 PCI procedures are done
annually worldwide for stable angina. The Clinical Outcomes Utilizing
Revascularization and Aggressive Drug Evaluation (COURAGE) trial
showed no difference in myocardial infarction and death rates between
patients with stable coronary artery disease who underwent PCI and

controls.” Meta-analyses have shown similar results.>

Angina relief remains the primary reason for PCI in stable coronary
artery disease.* Guidelines recommend antianginal medication as rst line
therapy, with PCI reserved for the many patients who remain
symptomatic.”

Data from unblinded randomised trials have shown significant exercise
time improvement, angina relief, and quality of life improvement from
PCI.58 However, symptomatic responses are subjective and include
both a true therapeutic effect and a placebo effect.” Moreover, in an
open trial, if patients randomised to no PCI have an expectation that PCI
is advantageous, this might affect their reporting (and their physician’s
interpretation) of symptoms, artifactually increasing the rate of
unplanned revascularisation in the control group.*1?

So the investigators who designed ORBITA sought to do a rigorous
randomized, double-blind, sham-controlled clinical trial of PCI for patients in
stable angina. One can argue that such a trial should have been done a long
time ago, before PCI became such a popular procedure for stable angina, and
you would be correct. However, it’s been done now; so let’s look at the
design. First, the inclusion criteria:

e Age 18-85 years
e Stable angina/angina equivalent

e At least one angiographically significant lesion (>70%) in a single vessel
that was clinically appropriate for PCI

Exclusion criteria:

e Angiographic stenosis >50% in a nontarget vessel



Acute coronary syndrome

Previous coronary artery bypass graft surgery
Left main stem coronary disease
Contraindications to DES

Chronic total coronary occlusion

Severe valvular disease

Severe left ventricular systolic impairment
Moderate-to-severe pulmonary hypertension
Life expectancy <2 years

Inability to give consent

Other fedatures of the patient population studied:

e Previous PCI: 13%

e Left ventricular ejection fraction normal: 92%

Canadian Cardiovascular Society angina severity grading class: I (3%),
IT (59%), III (39%)

Angina duration: 9 months

Vessel involved: left anterior descending (69%)

Median area stenosis by quantitative coronary angiography: 85%
Median baseline FFR value: 0.72; median post-PCI FFR value: 0.9

The primary endpoint to be assessed was improvement in exercise time. To
determine if PCI patients with stable angina and evidence of severe single-
vessel stenosis were randomized 1:1 to either PCI or a sham procedure. After
enrollment, patients in both groups underwent six weeks of medical
optimization. After that, they underwent either PCI or sham procedure with
auditory isolation in which the subjects all wore headphones playing music
throughout the procedure. During the procedure, patients’ heart function
(measurements known as fractional flow reserve (FFR) and instantaneous
wave-free ratio (iFR) ) was monitored using a research method, but operators
were blinded to the physiology values and did not use them to guide
treatment. Randomization occurred after this physiological assessment. For
patients undergoing PCI, the operator used drug-eluting stents according to
standard clinical guidelines with a mandate to achieve complete
revascularization as determined by angiography. In the sham procedure
group, subjects were kept sedated in the cath lab for at least "15 minutes, with



the coronary catheters withdrawn with no intervention having been done.

Here’s the summary of the timeline and allocation of the trial:
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Figure 1: OREITA study design
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Here’s the trial outline:
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Figure 2: Trial profile
PCl=parcutanenus coronary intervention.

Overall, there were 230 patients enrolled, of which after the medical
optimization phase 200 were randomized, with 105 patients assigned to PCI
and 95 assigned to sham procedure. And the results? They were what we call
in the business a big nothingburger. The change in exercise time from
baseline for PCI vs. sham, was 28.4 vs. 11.8 seconds, p = 0.2. Secondary
outcomes were no better:

e Change in Seattle Angina Questionnaire (SAQ)-physical limitation from
baseline: 7.4 vs. 5.0, p = 0.42
e Change in SAQ-angina frequency from baseline: 14.0 vs. 9.6, p = 0.26
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e Change in Duke treadmill score from baseline: 1.22 vs. 0.1, p = 0.10

Also, at followup six weeks later, patients in both groups were receiving a
mean of 2-9 medications; so PCI didn’t decrease the need for cardiac
medications. In other words, there was no statistically significant change in
either the primary or secondary outcomes in patients with stable angina. The
authors noted:

In ORBITA, the first blinded, placebo-controlled trial of PCI for stable
angina, PCI did not improve exercise time beyond the effect of the
placebo. This was despite the patients having ischaemic symptoms,
severe coronary stenosis both anatomically (84:4% area reduction) and
haemodynamically (on-treatment FFR 0-69 and iFR 0-76), and objective
relief of anatomical stenosis, invasive pressure, and non-invasive
perfusion indices (FFR p<0-0001, iFR p<0-0001, stress wall motion
score index p=0-0011). There was also no improvement beyond placebo
in the other exercise and patient-centered effects with placebo effects.
Forgetting this point, or denying it, causes overestimation of the
physical effect.

In an accompanying editorial, David L. Brown and Rita F. Redberg
commended the ORBITA investigators for “challenging the existing dogma
around a procedure that has become routine, ingrained, and profitable,”
noting that ORBITA shows “(once again) why regulatory agencies, the
medical profession, and the public must demand high-quality studies before
the approval and adoption of new therapies” and characterizing PCI for stable
angina as putting “PCI in the category of other abandoned therapies for
cardiovascular disease, including percutaneous trans-myocardial laser
revascularisation'® and catheter-based radiofrequency renal artery
sympathetic denervation!'—procedures for which the initial apparent benefit
was later shown in sham-controlled blinded studies to actually be due to the
placebo effect.” Noting that the short duration of followup actually would
favor PCI because “any haemodynamic benefit from PCI occurs early and the
benefits of medical therapy continue to accrue over years,” Brown and
Redberg conclude:

The implications of ORBITA are profound and far-reaching. First and
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foremost, the results of ORBITA show unequivocally that there are no
bene ts for PCI compared with medical therapy for stable angina, even
when angina is refractory to medical therapy. Based on these data, all
cardiology guidelines should be revised to downgrade the
recommendation for PCI in patients with angina despite use of medical
therapy. ORBITA highlights the importance of including sham controls
and double blinding in a trial to avoid being fooled by illusory
improvements due to the powerful placebo e ect of procedures such as
PCI. Although sham-control procedures are associated with some
adverse outcomes, those complications are dwarfed in magnitude by the
rate of adverse events in the approximately 500 000 patients who
undergo PCI for symptomatic relief of stable angina in the USA and
Europe each year. These adverse events include death (0-65%),
myocardial infarction (15%), renal injury (13%), stroke (0-2%), and
vascular complications (2—6%).12 Health-care providers should focus
their attention on treating patients with stable coronary artery disease
with optimal medical therapy, which is very e ective, and on improving
the lifestyle choices that represent a large proportion of modi able
cardiovascular risk, including heart-healthy diets, regular physical
activity, and abstention from smoking.

Based on the results of this trial, one can easily argue that PCI should rarely

—if ever—be performed in patients with single vessel disease and stable
angina.

The backlash

Not surprisingly, there was pushback. Cardiologists were not pleased by this
result, even though it has been well known for a long time that in patients like
those studied in ORBITA, PCI at least doesn’t improve survival or decrease
progression to need revascularization more than OMT. For instance, in a on
the study various cardiologists were quick to make excuses:

Panelist Dr Martin Leon (Columbia University Medical Center, New
York City) applauded the investigators efforts for a “remarkable study”
but said it’s a much, much higher bar to achieve when the end points are
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differences from baseline between two groups.

“Baseline data demonstrating that these patients had very good
functional capacity, had infrequent angina, had very little ischemia,
means that regardless of what you did to the coronary artery there was
going to be very little you could demonstrate in terms of clinical
therapeutic benefit. So I’'m really glad that PCI had a statistically
significant benefit in both echos and the stress tests,” Leon said.

“The concern here is the results will be distorted and sensationalized to
apply to other patient populations where this kind of outcome very likely
would not occur,” he added.

My counter to the argument that the patients included in this trial were not
that sick is: Yes! That’s the point. These are exactly the sorts of patients who
too frequently are subjected to PCI for in essence no benefit over that which
can be achieved by medical management.

Next up:

Commenting for theheart.org | Medscape Cardiology, Dr Roxana
Mehran (Ichan School of Medicine at Mount Sinai, New York City)
said, “To me actually this study shows angioplasty is quite effective in
reducing ischemia, improving [fractional flow reserve] FFR, and in fact
I’'m actually very pleased with this. It’s exactly what I want to do for my
patients—improve their blood supply.”

Asked whether this isn’t just a positive spin on a negative study, Mehran
quickly responded, “No,” adding that whenever a primary end point is a
change in a value, showing an important difference is very hard to do
when baseline values are so good, especially with only 200 patients.

“I promise you, had she studied 400 patients this would be positive
because everything was in the right direction,” she said.

Actually, that’s exactly what she’s doing, trying to put a positive spin on a
negative study. It’s so blatantly obvious that that’s what Dr. Mehran is doing
that she should really be embarrassed to have said something like this to be



published for the public to read. In fairness, she does have a germ of a point
in that the study was relatively small and potentially underpowered to detect
some differences. On the other hand, it’s rather interesting to note how some
cardiologists totally twist the usual rationale and methodology used to
determine if a therapy works. Here’s what I mean.

Normally, when a new intervention is first tested, it’s tested in small pilot
trials. If a positive result is observed, that result justifies a larger trial to
confirm efficacy and safety. If a positive result is not observed, then the
treatment is generally abandoned or modified. before being tested again.
Now, get a load this:

During the press briefing Dr Robert Yeh (Beth Israel Deaconess
Medical Center, Boston, MA) congratulated the authors on a
courageous, bold, and well-executed trial but said the results reaffirm in
many ways those from COURAGE.

“To extrapolate that this means that elective PCI is not an indicated
procedure is the furthest overreach that I can possibly imagine from a
very small and I think hypothesis-generating trial with an interesting
result,” he said.

Let’s grant Dr. Yeh his characterization of this study as “hypothesis-
generating.” When hypothesis-generating studies are negative, the hypothesis
is usually considered to be not worth testing further, barring serious
methodologic or design issues in the hypothesis-generating study. To demand
another, much larger, much more expensive study to follow up on a result
that, even if Dr. Yeh is correct, would likely be a very modest difference in
an increase in exercise tolerance. Basically, much, although in fairness not
all, of what these cardiologists are doing is to make excuses.

None of this is to say that ORBITA is bulletproof. It is, compared to other
trials of PCI, relatively small. There was a trend towards improved exercise
tolerance in the PCI group compared to the sham group that might have been
significant with more patients. The question, of course, is whether it would be
worth it to do another larger trial. After all, interventional cardiologists are
utterly convinced that PCI is more effective than OMT and are unlikely to
change practice (much) based on this trial:
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How will the results of ORBITA be viewed? It will be a combination of
love and hate. ORBITA was rigorously designed and undertaken with
great care and painstaking attention to detail using objective exercise
and physiologic outcome measures before and after stabilization on
OMT, combined with the use of well-validated quality of life metrics
before and after randomization. Overall, the results were stunningly
negative, which ORBITA supporters will cite. By contrast, it is very
likely that many in the interventional community will be ready to
pounce on and discredit this study — there certainly hasn’t been an
opportunity since COURAGE was published 10 years ago in 2007 to
potentially discredit a trial that now confronts the sacred cow of PCI
benefit for angina relief as the sole basis to justify PCI in stable CAD
patients. They will likely cite the limitations of small numbers (only 200
patients), that the study was woefully underpowered, the potential
ethical conundrum of subjecting subjects with significant flow-limiting
CAD to a sham procedure (or deferred PCI for clinical need), that
28%-32% of randomized subjects had either normal FFR or IFR (and
therefore didn’t have a “physiologically significant,” or flow-limiting
stenosis, that PCI would otherwise benefit), that there was a low
frequency of multivessel CAD, that the short duration of follow-up (only
6 weeks) was too brief to assess potential benefit (though this actually
favored the PCI group) and, of course, who would have the time or
patience to call patients three times/week to assess their response to
intensifying medical therapy — “not real-world,” just like the OMT
used in COURAGE wasn’t achievable in the real-world.

Despite these reactions, I do have some optimism. Interventional radiologists
reacted very negatively to the trials showing that vertebroplasty for
osteoporotic spinal fractures doesn’t work. Eventually, they started to come
around, and usage of vertebroplasty for this indication is declining, albeit not
as fast as it should. Science- and evidence-based medicine is messy, and there
is some truth to the old adage that old treatments don’t ever quite disappear
until the generation that learned them retires or dies off. But change does
come in response to clinical trials.

In the meantime, whatever effect ORBITA has on clinical practice, it should
serve as a wakeup call that in clinical trials of surgical or procedural


https://sciencebasedmedicine.org/vertebroplasty-for-compression-fractures-due-to-osteoporosis-placebo-medicine/
https://sciencebasedmedicine.org/do-doctors-pay-attention-to-negative-randomized-clinical-trials/

interventions examining endpoints with a degree of subjectivity (unlike, for
instance, death or time to cancer recurrence), whenever possible, new
interventions should be compared to sham procedures. Of course, this isn’t
always possible, either for ethical or practical reasons, but when it is practical
sham procedures are just as essential as placebo controls in drug trials.

This article was downloaded by calibre from https://sciencebasedmedicine.org/orbita-
another-clinical-trial-demonstrating-the-need-for-sham-controls-in-surgical-trials/
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Three years ago, Mark Crislip closed a post discussing the ABIM
Foundation’s Choosing Wisely initiative with the following thought:

I wonder if a chiropractor could come up with five standards treatments
in chiropractic to be avoided...

Well, now they’ve finally gone and done it, with results that, while not
entirely without merit, are a bit off the mark in my opinion.

Choosing Wisely and chiropractic

For the sake of further discussion, let’s all just agree to ignore the fact, also
pointed out by Dr. Crislip in his post, that chiropractic as a profession doesn’t
exactly stand up to the scrutiny of the campaign’s criteria:

Choosing Wisely aims to promote conversations between clinicians and
patients by helping patients choose care that is:

Supported by evidence

Not duplicative of other tests or procedures already received
Free from harm

Truly necessary

Of course to be fair, no medical intervention is completely “free from harm”,
but I assume that what the ABIM Foundation actually means is that
interventions should have a favorable risk to benefit assessment. This is
arguably not the case when assessing chiropractic as a whole. While not all of
the treatments I prescribe are based on robust randomized controlled trials,
they are “supported by evidence” in the vast majority of cases, and often by
very good evidence. Chiropractic doesn’t really bring anything original to the
table that passes this test.

There are similar issues with the phrase “truly necessary”, whatever that
means. Many medical interventions aren’t “truly necessary” in my opinion.
Other Choosing Wisely lists cover a number of these, but there are also tests
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and treatments that may have value while perhaps not meeting this criterion
absolutely depending on who is assessing the scene. But again, being
charitable, I assume that the ABIM Foundation is focusing on common
interventions for common human ailments that don’t tend to improve
objective outcomes.

Specific treatments provided by a chiropractor might provide some objective
benefit for a small sliver of musculoskeletal complaints, with those unique to
chiropractic being the least helpful. But whatever improvement that can be
attributed to visiting a chiropractor isn’t better than more conventional
approaches, such as physical therapy or recommendations from a patient’s
primary care provider for exercise, stretching, massage, etc. These
approaches come with considerably less baggage and aren’t as likely to be
accompanied by pseudoscience or anti-vaccine propaganda.

The Choosing Wisely lists published by participating organizations aren’t
meant to serve as treatment guidelines, of course. Instead, they are intended
to encourage a conversation around whether or not the listed interventions are
a good idea, or if they may put patients at risk of more harm than benefit.
Unfortunately, in my opinion, they have largely gone unnoticed by medical
providers and the general public. I am confident that the list of questionable
chiropractic interventions will be similarly ignored by practitioners.

The ACA’s list

The list in question, released in August, comes from the American
Chiropractic Association (ACA). The ACA claims 15,000 members, which is
less than a quarter of practicing chiropractors, and recognizes 11 specialty
areas, such as chiropractic acupuncture, pediatrics, diagnosis and
management of internal disorders, and forensic sciences. It describes itself
with typical grandeur:

The American Chiropractic Association (ACA) is the largest
professional chiropractic organization in the United States. ACA attracts
the most principled and accomplished chiropractors, who understand
that it takes more to be called an ACA chiropractor.
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We are leading our profession in the most constructive and far-reaching
ways — by working hand in hand with other health care professionals,
by lobbying for pro-chiropractic legislation and policies, by supporting
meaningful research and by using that research to inform our treatment
practices.

We also provide professional and educational opportunities for all our
members and are committed to being a positive and unifying force for
the practice of modern chiropractic.

What does it take to called “an ACA chiropractor”? Membership
requirements consist of being a licensed chiropractor in the United States and
paying yearly dues. The ACA even goes so far as to state that they do not
deny membership to anyone meeting the above qualifications as long as what
they do in their practice isn’t illegal. In that way, they are similar to the
American Academy of Pediatrics, which even allows pediatricians who are
blatantly anti-vaccine to be members in good standing.

Here are the five things that chiropractors and their patients should question
according to the ACA:

Do not obtain spinal imaging for patients with acute
low-back pain during the six (6) weeks after onset in
the absence of red flags.

What red flags, you ask? The ACA mentions “history of cancer, fracture or
suspected fracture based on clinical history, progressive neurologic
symptoms and infection, as well as conditions that potentially preclude a
dynamic thrust to the spine, such as osteopenia, osteoporosis, axial
spondyloarthritis and tumors”. I would argue that if you have any of these red
flags, you should not be under the care of a chiropractor. There isn’t any
evidence to support superiority of chiropractic care to conventional
approaches for acute low-back pain anyway.

Do not perform repeat imaging to monitor patients’
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progress.

They list idiopathic scoliosis as an exception, despite the fact that their own
research shows no good evidence to support chiropractic management of this
condition. I agree with this recommendation, and the reasoning of the ACA
in this case is sound. I’m just not holding my breath while waiting to see if
this will change anything, however.

Avoid protracted use of passive or palliative
physical therapeutic modalities for low-back pain
disorders unless they support the goal(s) of an
active treatment plan.

In other words, commonly recommended interventions like heat, ultrasound,
and electrical stimulation, shouldn’t be used in isolation because they don’t
provide much benefit. The absolute worst thing you can do to prevent or treat
lower back pain, which virtually all humans will experience at some point in
their lifetime thanks to evolution, is nothing. General physical activity and
back specific exercises are key, and in no way unique to chiropractic.

I don’t think you will find many chiropractors not recommending an exercise
regimen for lower back pain disorders, so this item is a bit odd. You also
won’t find many that won’t provide some kind of spinal manipulation,
because that’s their thing that they do. In this section, the ACA writes that
physical activity and back exercises “may lead to better outcomes when
combined with spinal manipulation.” In reality, spinal manipulation is more
like multiplying by one. It changes nothing for the long term outcome.

Do not provide long-term pain management without
a psychosocial screening or assessment.

Chronic pain disorders often have a psychosocial component. Chronic pain
can cause or be caused/exacerbated by anxiety and depression, for example.
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Some patients are at risk for the development of chronic pain because of a
variety of psychosocial factors and chiropractors are not trained to evaluate or
manage them. The ACA recommends that chiropractors use a screening tool
and refer when necessary because the ACA imagines chiropractors to be
primary care providers.

Do not prescribe lumbar supports or braces for the
long-term treatment or prevention of low-back
pain.

Another odd inclusion. Chiropractors simply aren’t out there putting people
in back braces for long periods of time for treatment or prevention of back
pain. I was easily able to find that this recommendation is already widely
accepted. Meanwhile, the ACA is inviting speakers to their conferences to
promote nonsense like the Activator Method.

The ACA press release announcing their participation in Choosing Wisely is
interesting. They point out that multiple other organizations already
participating have included recommendations to avoid spinal imaging for
acute lower back pain. It’s a solid recommendation, but instead of actually
attempting to show a commitment to change by pointing out some of the
abject nonsense they have supported sans evidence, they went the safe route.
And in the press release they essentially give their members enough wiggle
room that they can continue obtaining frequent spinal films without losing
any sleep.

My favorite quote involves the practice of “defensive medicine”:

As with many of our colleagues in the health care professions, we have
learned from experience to practice “defensive medicine.” This
perspective may be even more deeply ingrained within the chiropractic
profession based on our prior experiences with bias and/or lack of
understanding regarding chiropractic care. As an example, just look how
long it took before Choosing Wisely® was even willing to consider a
chiropractic list!


https://www.acatoday.org/News-Publications-News/PID/6595/evl/0/TagID/879/TagName/activator-method
https://sciencebasedmedicine.org/studying-chiropractic-with-imaging-another-dead-salmon/

So do chiropractors practice defensively, which implies a concern for facing a
malpractice suit, or not? It would appear that the latter is the case when you
consider how often they point out how undeniably safe chiropractic is. Often
this is done in the context of attacking conventional medical care. It’s also
unclear to me how the medical community’s lack of “understanding
regarding chiropractic care” encourages defensive practice.

Conclusion: The ABIM did not Choose
Wisely

How does the ACA describe chiropractic on the Choosing Wisely website?
Just as you would expect them to, of course. Remember though that this is an
organization that is fighting for chiropractors to be considered primary care
physicians complete with the right to prescribe medications.

Chiropractors focus on disorders of the musculoskeletal system and the
nervous system, and the effects of these disorders on general health and
function. Chiropractic services are used most often to treat conditions
such as back pain, neck pain, pain in the joints of the arms or legs, and
headaches. Widely known for their expertise in spinal manipulation,
chiropractors practice a hands-on, drug-free approach to health care that
includes patient examination, diagnosis and treatment.

The ABIM Foundation is very likely completely ignorant of both the history
and the current reality of the chiropractic profession. Frankly I think it’s
ridiculous that a chiropractic organization was invited to participate. We
certainly have come a long way from Wilk v. AMA, haven’t we?

This is just another example, in a very long line, of the undeserved
legitimization of alternative medicine that will serve as more of a marketing
purpose than as a means of improving chiropractic practice. All that the ACA
has done is provide a list of redundant or unnecessary recommendations. And
the few chiropractors who already avoid excessive spinal imaging will
continue to do so, while the vast majority will compartmentalize these
“suggestions” and carry on as is.
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Extras

e Here is a response to the ACA Choosing Wisely list from the
International Chiropractic Association.

e Here is an ACA video describing the benefits of pediatric chiropractic.
In March of 2017, the ACA reaffirmed its public policy on chiropractors
as primary care providers. This policy includes the following:

Doctors of chiropractic also recommend and manage dietary changes,
nutritional interventions, botanical medicines, homeopathic medicines,
acupuncture and other services when indicated.

The ACA, while not overtly anti-vaccine in policy, supports conscience
waivers.

This article was downloaded by calibre from https://sciencebasedmedicine.org/the-
american-chiropractic-association-answers-crislips-call-joins-the-choosing-wisely-
campaign/
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Not all cancers affect all populations equally. Liver cancer is the fifth-most
common cancer worldwide, but the prevalence varies widely. Liver cancer
cases skew heavily to less developed regions of the world, where 83% of
cases are found — it’s over six times more common there than in Northern
Europe, for example. In Asia, the high rates of liver cancer have been linked
to hepatitis B and C, which is widespread, and a proven cause of cancer. And
liver cancer continues to strike Asian American and Pacific Islanders more
than any other American ethnic group as well, where hepatitis continues to
circulate in the population. Now there’s new evidence to suggest that a
substance found in some traditional Chinese medicines may also be causing
liver cancer. They’re called aristolochic acids, and they illustrate, with a
substantial body count, that what’s natural isn’t necessarily healthy or good.

What are Aristolochic acids?

In the early 1990’s a strange cluster of acute, end-stage renal disease
appeared in women in Belgium. It was determined that all had been exposed
to the chemical aristolochic acid (AA) at a weight loss clinic, due to the
consumption of Chinese herbs which contained natural AA. Approximately
one third of the more than 300 cases have subsequently required a kidney
transplant, and cancers of the urothelial tract in this group have also been
widespread. In the Balkans, low level exposure to AA via flour consumption
that contains seeds from Aristolochia clematitis is believed to be responsible
for what is now called Balkan-endemic nephropathy. Subsequent study that
was initiated after the Belgian case identified that that AA is responsible for
tumour development and for activating destructive fibrotic changes in the
kidney. For over a decade now it has been well established that AA is a
nephrotoxin and a powerful carcinogen with a short “latency period”, in that
it causes permanently damage, quickly. What’s remarkable is that none of
this was known until the 1990s despite “thousands of years” of use as a
traditional medicine. As Steven Novella noted in a past post on aristolochic
acid and urinary tract cancer:

This example just highlights the fact that widespread use of an herbal
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product, or any treatment, is not sufficient to ensure that it is safe, or
even that it is effective. Common use may be enough to detect
immediate or obvious effects, but not increased risk of developing
disease over time. That requires careful epidemiology or specific clinical
studies. We know about the risks of prescription drugs only because
they are studied, and then tracked once they are on the market. Without
similar study and tracking there is simply no way to know about the
risks of herbal products. Relying upon “generally recognized as safe” is
folly.

While herbal remedies that contain AA are now banned in many countries,
AA-induced kidney damage and related cancers continues to appear
worldwide. As AA’s cancer-causing effects have now been widely studied,
the distinct way that they damage cells has been described as a sort of
“signature” that is easily identifiable in tumour samples. This brings us to this
new study of liver cancers attributed to AA, which have been less closely
associated with AA. This study used that unique “signature” to look for AA
exposure.

Aristolochic acids and liver cancers

There is good evidence to show that the consumption of AA-containing
products in Taiwan has been widespread through the use of prescribed herbal
medicines. The paper is entitled “Aristolochic acids and their derivatives are
widely implicated in liver cancers in Taiwan and throughout Asia” and it’s
from Alvin Ng and associates, published in Science Translational Medicine
in October, 2017. This was a retrospective analysis of hepatocellular
carcinomas (HCC, liver cancer in lay terms) and patients were included if
they (1) had true HCC (2) there was sufficient DNA available from a sample
of the tumour. 98 HCCs from Taiwan hospitals were studied based on whole-
exome sequencing and mutation identification. They looked for the
distinctive way in which AA causes mutations. The researchers subsequently
examined 1,400 HCCs from other regions in the world. The final analysis
was as follows:

e Taiwan: 78% of tumours had evidence of AA exposure
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China: 47% of tumours had evidence of AA exposure

Southeast Asia: 29% of tumours had evidence of AA exposure
Korea: 13% of tumours had evidence of AA exposure

Japan: 2.7% of tumours had evidence of AA exposure

North America: 4.8% of tumours (in one hospital, 22% of 87 patients,
all of Asian ancestry, had evidence of AA exposure)

Europe: 1.7% of tumours had evidence of AA exposure

Here is the global breakdown, with the red portion illustrating the proportion
of tumours that were linked to AA exposure:
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Global distribution of mutagenesis associated with aristolochic acid and
derivatives in liver cancer.

Reducing your risk of kidney and liver
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Herbal remedies are popular worldwide. In China and other countries in Asia,
there is strong support for, and belief in “traditional” Chinese medicine
despite the fact that it is neither truly traditional (as it is now promoted), nor
particularly effective. This new analysis shows that the use of (or exposure
to) AA is widespread in some parts of the world, and appears to be be a cause
in a substantial numbers of liver cancers. The authors noted that the presence
of AA-associated cancer does not appear to be declining in Taiwan, despite
the banning of some AA-containing herbs in 2003. This may be due to a lag
effect (like cancer and smoking) but may also be due to continued exposure
to, or consumption of, AA-containing products.

If you’re a user of traditional Chinese medicine, avoiding AA is easier said
than done, unless you have impeccable knowledge of herbs, their origins, and
the supply chains you’re getting your products from. I’ve blogged before
about TCM, noting that contamination is common. Mislabelling of products
also appears to be widespread, suggesting that rigorous and credible testing
of final products may be the only way consumers can be assured they’re
avoiding AA in the products they buy. The linkage of AA to kidney damage,
and the evolving story of its cancer-causing potential illustrates that even
widespread use of a product for hundreds (or thousands) of years give no
automatic assurance of safety. If it were not for the Belgian weight loss clinic
kidney failure cluster, the widespread toxicity of AA may not even be known
today.

This article was downloaded by calibre from https://sciencebasedmedicine.org/liver-
cancer-naturally/
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Science Based Medicine

Exploring issues and controversies in the relationship between science and medicine

. Why do some women refuse treatments for their breast

cancer? ;. i o

Adjuvant therapy after surgery, such as chemotherapy, hormonal therapy, and radiation therapy,
has contributed to a 39% decrease in breast cancer mortality since 1989. Unfortunately, a
significant number of women decline evidence-based adjuvant therapy. A recent study suggests
that distrust of the medical system plays a significant role in such refusal.

. Another “Chronic Lyme” VIP disciplined by NY medical

authorities: Bernard Raxlen . o 1. w00

Another "Lyme literate” NY physician is on probation and under orders to clean up his act. Will
other physicians treating "chronic Lyme" take note?
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I write about alternative cancer treatments a lot, in particular the lack of
evidence for such practices, many of which are at best pseudoscientific and at
worst pure mystical nonsense. The reason, of course, is simple. I’m a breast
cancer surgeon, and I hate seeing people who might be saved from death due
to cancer falling prey to treatments that demonstrably lessen their chances of
survival, either by leading patients to reject effective treatment in favor of
ineffective or even harmful treatments or, at the very least, to delay effective
treatment until the patient realizes that the quackery chosen isn’t preventing
the growth and spread of his or her tumor. This can sometimes take a long
time. I’ve seen women with breast cancer whose breasts were basically eaten
away until there was nothing left but an ulcerated mass on their chest—more
than that, a bleeding, rotting, malodorous ulcerated mass. Yes, it’s an ugly
picture, but I’ve seen it all too many times.

These sorts of cases are less common, though. Fortunately, relatively few are
the women who reject conventional medicine altogether. Indeed, most
women will accept surgery of some sort or another, either a lumpectomy or a
mastectomy. Sometimes, they undergo an excisional biopsy, not realizing
that that for smaller tumors an excisional biopsy can remove the whole tumor
and in some cases be curative. No, far more common is the case where a
woman accepts surgery but then refuses chemotherapy, hormonal therapy,
and/or radiation, either altogether or in favor of some form of quackery. In
doing so, such women, whether they simply refuse adjuvant therapy
altogether for whatever reason or go beyond that and fall prey to quackery,
fail to maximize their chances of surviving their breast cancer, sometimes by
quite a bit, and that is something to be concerned about.

Indeed, these sorts of cases were one of the very first topics I ever wrote
about on this blog and have remained a staple of the blog ever since, whether
I was discussing Suzanne Somers, who had surgery and radiation but
apparently refused Tamoxifen for her breast cancer and then later had what
she thought to be a recurrence that almost certainly wasn’t, other alternative
breast cancer cure testimonials (like this one or this one), or even testimonials
for other cancers where chemotherapy and/or radiation are used in addition to
surgery.
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The reason such alternative cancer cure testimonials are compelling is that
most people don’t understand the difference between the primary treatment
for breast cancer and an adjuvant treatment. In the case of breast cancer, mor
instance (and colorectal cancer as well, among other solid tumors), surgery is
the primary treatment and can be curative by itself. What chemotherapy,
radiation therapy, and hormonal therapy can add to the treatment of, for
example, breast cancer is to decrease the chance of its recurring after
successful surgical excision, whether by mastectomy or lumpectomy. All a
breast cancer patient does in refusing radiation therapy after successful breast
conserving surgery is to accept a risk of recurrence in the breast of 30-40%
instead of 5-8%. All a woman does by refusing recommended chemotherapy
after surgery is to refuse a relative decrease in their risk of dying of a
recurrence of breast cancer by 25-30%, a benefit that is, in absolute terms,
much greater for more advanced but still curable breast cancers. However,
many of these women who turn down adjuvant therapy in favor of quackery
will still survive, thanks to the surgery, and the ones whose cancers recur
rapidly disappear from the alternative cancer cure industry PR machine,
never to be seen again.

Because adjuvant chemotherapy, targeted therapies, and hormonal therapies
have contributed to a decline in mortality from breast cancer of 39% since
1989, it is important to determine why women refuse these treatments and
fail to optimize their chances of long term survival. To a lesser, but still
important extent, it’s important to try to understand what motivates women to
turn down effective adjuvant therapy, as that is the first step in developing
strategies to persuade them. Recently, there was a relatively large study that
addressed just this question.

Patient refusal of adjuvant therapy: A
question of trust?

Earlier this month a number of news stories and press releases appeared
about a study published in late September by investigators at Johns Hopkins
Bloomberg School of Public Health, Columbia University, and
Massachusetts General Hospital looking at trust—or, more specifically, a
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lack of trust—as a key motivator in women refusing adjuvant therapy
recommendations and opting for discordant care; i.e., care that doesn’t
conform to evidence-based care recommended by the patient’s physicians.
It’s an issue that hasn’t been studied as well as it should be, as the authors,
Lorraine T. Dean, Shadiya L.. Moss, Anne Marie McCarthy, and Katrina
Armstrong point out in the introduction:

Relatively little is currently known about the relationship between
healthcare system distrust and cancer treatment. A previous study of
distrust and adjuvant cancer treatment (3) found that distrust in medical
institutions was associated with increased risk of not initiating adjuvant
treatment in a sample of 258 early stage (Stage I and II) breast cancer
patients from one urban area. However, that study did not include the
following in their analysis: which treatments were recommended by the
physician, the extent to which physician distrust mediated the
relationship between healthcare system distrust and cancer treatment,
and an assessment of those who may have initiated treatment but did not
fully adhere to the treatment plan. Other studies of distrust among
women with a history of breast cancer have focused on healthcare
system distrust and: mental health or psychosocial outcomes (13),
quality of care (14,15), greater emotional, physical, financial, and sexual
problems after treatment (16), less comfort with the use of de-identified
information from medical records for research (17), less endorsement of
the necessity of adjuvant chemotherapy (18); and provider distrust and
quality of care (19).

The current study was designed to answer two related questions: Is
healthcare system distrust associated with whether or not patients follow
their physician’s recommendations for adjuvant treatment after breast
cancer; and does physician trust mediate the relationship between
healthcare system distrust and receipt of adjuvant treatment? It expands
on prior work by including a large population based sample in two
different US states, Pennsylvania and Florida, based on physician
recommendations for several adjuvant treatments with explicit testing of
the potential mediating role of physician distrust, and assesses patients
who did not complete the full treatment plan. To our knowledge, it is the
largest study of healthcare system distrust among women with a history



of breast cancer and adds innovation of recruiting through a cancer
registry to survey participants about healthcare system distrust.

To this end, the authors used Pennsylvania and Florida cancer registries,
using data from a population from a study originally intended to assess the
differences in breast cancer women associated with race. The inclusion
criteria for the study included localized invasive breast cancer, age under 65
at the time of diagnosis, residency in either Pennsylvania or Florida at the
time of diagnosis, and diagnosis between January 1, 2005 and December 31,
2007. Exclusion criteria included patients over 65, cognitive impairment,
inability to speak English or Spanish, and metastatic disease at presentation.
The overall response rate was very good for surveys of this type, 61%.

For purposes of the survey, cancer treatment discordance was defined as any
difference in treatment that a patient reported receiving compared to the
treatment the patient reported as having been recommended to her by the
treating surgeon and/or oncologist. Now, I know what you’re probably
thinking: Is this accurate enough. It turns out that simple self-reporting like
this is 90% accurate, particularly for yes/no questions about different kinds of
therapy. Since the adjuvant therapies used after surgery for breast cancer
include radiation therapy, chemotherapy, and hormonal therapy, the authors
constructed a combined measure of treatment discordance based on how
many of the three therapies patients accepted or declined. Of course, if a
particular adjuvant therapy was not recommended for a patient, then not
undergoing it couldn’t be considered discordant. (For example, depending on
the specific characteristics of the tumor, not all breast cancer patients are
offered chemotherapy or hormonal therapy; and most patients—but by no
means anywhere near all patients—undergoing mastectomy don’t require
radiation therapy.)

Patients were also assessed for their level of trust in the health care system.
and their physicians. Trust in the health care system was assessed using the 9-
item Health Care System Distrust scale which measures of domains of values
and competence distrust on a 5-point agreement scale (1 = strongly disagree,
5 = strongly agree), producing a score ranging from 9 to 45. The authors
report that this measure has “acceptable construct validity and high internal
consistency (a=0.84 in the current sample).” To measure trust in patients’



physicians, researchers used the 7-item Trust in Physician Scale, which uses a
7- point agreement scale (1=strongly disagree, 7=strongly agree), to produce
a score ranging from 7 to 49. Information was also requested on socio-
demographic factors, such as age, race, ethnicity, income, education, marital
status, employment status, health insurance status, and state of residence at
the time of diagnosis. They also went to the cancer registry databasess to
verify clinical treatment factors, such as stage, surgical removal of cancer,
and recurrence.

So what did the authors find? There were 2,754 women included in the final
analytic sample, of which 69.8% (n=1,922) reported always receiving the
cancer treatments their surgeon or oncologist recommended, and 30.2%
(n=832) reported not pursing at least one recommended treatment. I must
admit that I was rather surprised that the percentage of discordant cases was
so high, but maybe I shouldn’t have been. In any case, in the total sample,
10% declined radiation treatment; 11% declined chemotherapy; and 18%
declined hormone therapy. (Note that some women turned down more than
one modality.) Looking at the numbers, though, some of this does appear to
jibe with my clinical experience, in that I’ve encountered more women who
have turned down hormonal therapy than who have turned down others. The
reason is probably that hormonal therapy, although only a pill as opposed to
chemotherapy, is administered for five or, in more recent recommendations,
as many as ten years, and women who can tolerate the much more severe side
effects of chemotherapy only have to endure them for a few months, whereas
they have a harder time dealing with the side effects of Tamoxifen or
aromatase inhibitors for five or ten years.

The authors found:

The mean healthcare system distrust score was 28 (SD=3; range 9-40),
while the mean physician trust score was 29 (SD=4; range 9-35).
Bivariate models suggested that greater healthcare system distrust was
significantly associated with older age, being Black, having attended
some college, and being employed, while less healthcare system distrust
was associated with greater physician trust, being married, having health
insurance, and living in Pennsylvania. Only marital status, being
employed, physician trust, and living in Pennsylvania were still



associated with distrust in a fully adjusted model (Table 2). Participants
reporting treatment discordance were significantly in the top tertile of
healthcare system distrust (p=0.003) as well as being more likely to be
older (p=0.04), be diagnosed at Stage 1 (p<0.001), and live in Florida
(p=0.003). In contrast, physician trust was not a significant predictor of
discordance (p=0.49). Although healthcare system distrust was
significantly associated with discordance (p=0.03) and physician trust
(p<0.001) (Figure 1), a mediation analysis (Table 3: Models A & B)
suggested that physician trust was not a mediator of the relationship
between healthcare system distrust and treatment discordance (total
indirect OR=1.00 [1.00,1.01]). Thus, rather than treat physician trust as
a mediator, it was included in the final model as a covariate.

Basically, those in the group with the highest distrust of the healthcare system
were 22% more likely to have refused or fail to complete one or more
adjuvant treatments. In other words, patients who had the most distrust of the
healthcare system were more likely to be discordant in their adjuvant therapy;
i.e., to refuse or fail to complete a recommended course of therapy.
Interestingly, in this study, neither race nor socioeconomic status were
significant drivers of discordance in this study, which is a good thing because
these are not modifiable factors.

Physician trust versus a more generalized
distrust

How could these results be? The authors note that attempts to increase
physician trust as a strategy to reduce mistrust in the healthcare system have
had results ranging from zero to very modest, which makes sense if patients
view the two issues as separate. I like to make an analogy to Congress.
Voters routinely express extreme distrust of Congress, but most voters
actually like their own representative. Similarly, it’s not hard to envision how
most patients might actually like and trust their own doctors, while
simultaneously having a great deal of mistrust for the health care system as a
whole.

As the authors note:



The limited research to date about reducing distrust in healthcare has
focused on increasing trust in physicians with null to modest (30-32)
results. However, given that the relationship between distrust and
treatment discordance was not mediated by physician trust, these results
suggest that addressing healthcare system distrust may be an important
and distinct effort from strategies focused on lack of physician trust.
Rather than playing a mediating role, patients may view physician trust
as independent of their trust in the healthcare system as an institution;
that is, even if patients distrust the healthcare system, they may still have
trust in their personal physicians. Patients may be able to exercise
greater choice in physicians, but may not have the same breadth of
choices in using the healthcare system. Addressing healthcare system
distrust might be informed by strategies that have addressed distrust in
other types of institutions, such as corporations (29), according to the
values and competence domains. For example, addressing the
subdomain of values might be achieved through expanded access to
adjuvant care, while addressing the subdomain of competence might be
achieved through expanded access to health professionals while
deciding to start or continue adjuvant treatment. Of course, any
intervention to reduce healthcare system distrust would first need to be
tested before implementing wide-scale changes.

The authors also note a rather interesting potential wrinkle to the problem of
patients refusing adjuvant therapy, namely that greater cancer treatment
discordance will always lead to worse healthcare outcomes, noting that it is
“possible that distrust could perform a function in course-correcting treatment
that is overprescribed or too aggressive” and that such distrust “might lead to
treatment discordance that was ultimately beneficial rather than detrimental.”
When I read that part, I had to concede that it is possible that this could be
true, but unlikely. My own experience in quality improvement initiatives
means that I’ve become fairly familiar with the literature on the relationship
between concordance with evidence-based treatment guidelines and patient
outcomes. That literature generally supports that better concordance results in
better outcomes. So I couldn’t help but smile as I continued to read and noted
that, consistent with that, the authors examined a separate model of treatment
discordance, looking at its association with cancer recurrence, and found that
the model suggested a 40% increased risk of cancer recurrence for patients



who reported treatment discordance, after adjusting for adjusting for
healthcare system and physician distrust and relevant racial and
socioeconomic factors. This result suggests that that discordance due to
distrust may lead to poorer health outcomes.

So what to do?

The authors note that improving trust in the healthcare system will require
more than just trying to build trust in patients’ physicians, noting:

“If ordinary businesses can learn to increase trust in their brands, why
not the same with health care institutions?” Dean says.

This is, of course, much easier said than done, and this study doesn’t address
how increasing trust in the healthcare system might be accomplished. That
will be the task for the future. It is an important task, though, because,
although I might be extrapolating more than the evidence supports (yet), I'd
bet that such strategies could also help address the antivaccine movement as
well. In any case, if we want to save as many savable lives of people with
cancer as possible, this is where the healthcare system needs to pay more
attention, and a salutary side effect would also be to make alternative cancer
cure testimonials less common.

This article was downloaded by calibre from https://sciencebasedmedicine.org/why-do-
some-women-refuse-treatments-for-breast-their-breast-cancer/

| EAH | R |



https://www.jhsph.edu/news/news-releases/2017/breast-cancer-patients-forego-post-surgery-treatment-due-to-mistrust-study-suggests.html
https://sciencebasedmedicine.org/why-do-some-women-refuse-treatments-for-breast-their-breast-cancer/

| o0 | B | R | Low |

Bernard Raxlen, MD, who devotes more than 90% of his practice to the
treatment of so-called “chronic Lyme” disease, is on a three-year probation
imposed by the New York State Board for Professional Medical Conduct
(BPMC). Raxlen agreed to probation and a lengthy list of practice
requirements last month following allegations, filed in September, of
negligence, incompetence, gross negligence, gross incompetence, and failure
to maintain adequate patient records. In doing so, he becomes the second
“Lyme literate” VIP disciplined by the NY medical authorities this year.
Based on similar charges of professional misconduct, David Cameron, MD,
was also put on probation with numerous practice restrictions in June.

Who is Bernard Raxlen, MD?

Raxlen is a psychiatrist and solo “chronic Lyme” practitioner in New York
City who says he’s “successfully treated” over 3,500 cases of tick-borne
disease in the past 15 years. (He named his practice “Lyme Resource Medical
of New York.”) He touts a “total comprehensive treatment program which
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utilizes both oral and intravenous (IV) antibiotic treatment.” It doesn’t come
cheap, either. An initial visit with Raxlen costs $1,200 with follow-up visits
between $600 and $700. A PICC-line insertion (presumably for long-term
antibiotics) is $750 and a “nutritional IV” is $150. He does not accept public
or private insurance.

Raxlen has a history of disciplinary actions against him in two states
stretching back almost 20 years. In Connecticut, where he was formerly
licensed, he was reprimanded and paid a total of $35,000 in civil penalties in
two cases arising out of his refusal to provide patient records to the Health
Department and insurance companies, even though patients had signed
releases. He was also disciplined for inappropriate prescribing and failing to
maintain malpractice insurance. Because these infractions constituted
professional misconduct in New York as well, he was subject to two
disciplinary actions in that state, resulting in censure, reprimand and a $2,500
fine.

According to the Chicago Tribune, Raxlen had other professional misconduct
charges brought against him by Connecticut authorities but they were
ultimately dropped. The Tribune reported that, in one case, Raxlen was
charged with telling a patient with Lou Gehrig’s disease (ALS) that she had
Lyme disease and treating her with an illegal drug from Germany. He told the
reporter that the relationship between ALS and Lyme was “unclear,” even
though ALS experts concluded that there was no evidence of a connection.

Per his New York State Department of Health physician profile (just type his
name into the search engine), Raxlen completed residency training in
psychiatry and lists his specialty as psychiatry, but he is not board certified in
any specialty. He did not train in internal medicine, family medicine or
pediatrics (although he treats pediatric patients), specialties that normally
treat routine Lyme infections. Nor did he train in infectious diseases, experts
to whom patients with more complicated cases of Lyme would normally be
referred by other practitioners.

Yet, he is described by the International Lyme and Associated Disease
Saciety (ILADS) as a “leader in Lyme disease treatment and research.” In
fact, he is a founding member of ILADS, former Secretary of the Board, and
has taught a number of ILADS courses. He was a co-author of the original
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ILADS guidelines for the treatment of tick-borne diseases. Despite their
troubling disciplinary status, both he and David Cameron are scheduled to
speak at the ILADS Annual Scientific Conference, which starts today in
Boston.

How can this be? How can one be a leading light in ILADS with a
disciplinary history like Raxlen’s and no graduate medical education in
infectious diseases?

“Lyme literate” physicians like Raxlen have fabricated a disease they call
“chronic Lyme,” which they regularly “diagnose” and treat with long-term
antibiotics, sometimes for months to years. Board-certified infectious
diseases doctors and other “conventional” physicians all agree that “chronic
Lyme” is not a valid diagnosis and rely on well-conducted trials showing that
long-term antibiotics do not substantially improve the outcome for patients
diagnosed with so-called “chronic Lyme.” Long-term antibiotics can, in fact,
result in serious harm, including death, a subject our good friend Orac
covered recently over on Respectful Insolence. Orac’s post nicely
summarizes the differences between real Lyme disease and “chronic Lyme,”
“a prototypical fake medical diagnosis,” and the dangers of long-term
antibiotics, as have posts on SBM, here, here, here, and here.

The CDC, the Infectious Diseases Society of America (IDSA), the American
Academy of Pediatrics, the American College of Physicians, the Medical
Letter and the American Academy of Neurology all reject the notion that
“chronic Lyme” exists and that long-term antibiotics are an appropriate
treatment. There is something called “post-treatment Lyme disease
syndrome,” but responsible medical authorities do not equate this syndrome
with the nebulous symptoms and unvalidated lab tests of “chronic Lyme” and
specifically reject the utility long-term antibiotic treatment based on well-
conducted clinical trials. None of this is to say that patients who’ve been told
they have “chronic Lyme” are not truly suffering, a fact that makes “Lyme
literate” practices all the more reprehensible.

None of this stopped “Lyme literate” doctors from banding together to form
ILADS and issuing their own guidelines for the diagnosis and treatment of
“chronic Lyme,” guidelines based on very low levels of evidence that are
accepted only by themselves and, in contrast to the IDSA guidelines, no other
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professional medical organization. ILADS teaches physicians and other
practitioners how to become “Lyme literate.” ILADS, again in contrast to
IDSA, is not an ACCME-accredited provider of continuing medical
education although, for some inexplicable reason, the Westchester [County,
NY] Medical Society has teamed up with ILADS and is using its accrediting
authority to grant CME credit for some of the talks (also here) at the ILADS
Scientific Conference.

Despite the lack of evidence that “chronic Lyme” is a valid diagnosis, and the
lack of efficacy as well as the risks of long-term antibiotic treatment, ILADS
healthcare providers currently treat more than 100,000 patients with “chronic
Lyme” and tick-borne diseases in the USA and around the world. Given
media reports that patients can spend $10,000 to $35,000 for treatment,
“Lyme literacy” translates into millions of dollars for practitioners.

While it may be profitable, “Lyme literate” doctors risk running afoul of state
medical boards. Raxlen is just one among ILADS-trained, “Lyme literate”
physicians who have had their medical practices questioned by their peers, up

to and including disciplin