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M5 KEELY GRAHAM Wl cone everyone to toni ght’s scientific
neeting on the case for sham surgery. This topic evolved
from the Committee’s interest in Prof Harris” book, Surgery,
The U timte Pl acebo. So, we are thrilled to be able to
have Prof Harris hinmself speak tonight. For those who do not
know him Prof lan Harris is Professor of Orthopaedic Surgery
at the University of New South Wales He is an active
clinician and researcher, who directs the \VWhitlam
O thopaedic Research Centre at the Ingham Institute for
Applied Medical Research at Liverpool Hospital.

Providing the legal part of the neeting is senior counsel
M chael Fordham who has al ways been a bi g supporter of this
Society. Mchael was admtted as a solicitor in 1992 and
admtted to the NSWBar in 1996. He was appoi nted as seni or
counsel in 2012. Hs areas of interest are conmon |aw,
personal injury, inquests, inquiries and alternative di spute
resol ution.

W will hear from both speakers now, follow ng which there
will be the opportunity for questions.

PROF | AN HARRI'S:  Thank you very nmuch for asking ne to talk

to you tonight because | like to talk and | particularly
like to talk to lawers. | know there are a |ot of doctors
in the roomand | am used to that, but | like talking to
| awyers because | find them quite interesting. | nust tell

you that interest is not a doctors versus |awers thing. It
is interesting because their perspective is so different to

nmy perspective as a pure scientist. Hence | am very
interested to hear Michael’s perspectives later. | fully
understand that perspective, and find it so interesting
because it is very different to the world that | live in.

| am going to talk about sham surgery. | am going to talk
mai nly about scientific considerations and just touch on a
few |l egal aspects later. O course, | amgoing to | eave that
to Mchael to expand on. | amgoing to talk about the basis

for sham surgery, why we need it, the inportance of it and
sonme exanples of where it has been of practical inportance
to us and then touch on the | egal aspects.

However, first of all, | need to talk about the placebo
ef fect because that is germane to the whol e concept. Mst of
us understand what a placebo is - sonething that does not

wor K. It is the sugar pill or the saline injection or
what ever. We all understand the concept of a placebo. What
we do not understand very well is the concept of the placebo

effect, because if a placebo by definition has no effect,
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how do we get a placebo effect? It is very confusing and
also very difficult to explain.

Partly, placebos have an effect because of the way they are
given and the environnent, or what we call the therapeutic
envel ope, in which they are given. The actual substance
itself may have no effect, but the way it is given can
produce an effect. The placebo effect is very over rated.
Often when we see people get better after an operation that
did not do anything or took a pill that was usel ess or took
antibiotics for the cormmon cold, we tend to say that is the
pl acebo effect. Modst of the tine it is not and the placebo
effect is not very powerful. Wat normally happens is that
the person got better anyway, regardless of any placebo
ef fect. There are other statistical phenonena, l'ike
regression to the nean which I would love to discuss but
will not, which are exanples of how you can take a group of
people, do anything to them neasure them again and they
will be better. So there are all these tricks.

The way around it is to study it properly. If you | ooked at
things that do have sonme kind of a placebo effect and you
wanted to | ook at what is the ultimte placebo, it is in the
book that I wote which is the reason why you have asked ne
here. Surgery is the ultimte placebo because we know from
experinments that coloured pills work better than plain pills,
bi gger pills work better than small pills and in experinents
where they have |l et the patients overhear how nuch the pills
cost, nore expensive pills work better than cheaper pills.
Again injections work nmuch better than pills. Further the
nore invasive it is and the nore painful it is, the nore
powerful the placebo effect. It also helps if it has the
trappi ngs of science and if it is delivered by sonebody who
is very authoritative and believes in their own treatnent.
So the surgeon and the surgical operating roomis the perfect
envel ope for delivering a placebo effect, and yet this is
counter intuitive. This is not well understood and this is
one of the reasons why | wote the book.

Peopl e do not see surgery as a placebo. W all understand
that a placebo is out there. Sone of us m ght even be aware
of fanmobus cases where drugs were shown to be ineffective,
| argely anti depressants. These are one of the nbst common
drugs prescribed in the western world but are ineffective or
no better than placebo for nost of the people they are
prescribed for. This is all very well for medications but
peopl e do not see that with surgery. Surgery is different.
Surgery is literally cut and dried. You take sonething and
you renove it or you add it or you exchange it. How could
that not be effective? And yet, that is actually the case.
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The reason why we need shanms is because science is just a
pursuit of the truth. That is all science is. Science does
not necessarily tell you the truth, but does give you the
| east bi ased, nobst accurate, npost precise and nost reliable
estimate of the truth. The way to do that is by renoving
bias with blinding, random allocation, and all of those
things that nake up scientific experinents. A big part of it
I's renmoving any effect that the patient m ght have fromtheir
own expectations. Blinding the patient has been shown in
scientific experinments to be the nost inportant thing that
I nfl uences whether a study is biased or not. If a patient is
not blinded and they know they got the real treatnent, they
are much nore likely to get better. That is the nost powerful
thing. Hence you have to blind the patients if you want to
do a proper scientific experinment, that is the | east biased
experinment. That is the scientific consideration.

I want to dispense with the ethical consideration. It is
often thought that sham surgery is unethical. The argunent
is you cannot do this sham surgery study because it is
unet hical and the conversation stops there. You think that
sounds right, and we cannot do it. Wen you think about it,
it is not really the case. It is not unethical. There is a
confusion between the ethics of medical practice and the
ethics of science. There is a difference.

The ethics of nedical practice says that you should not do
sonething to a patient unless you know that it is going to
provi de sonme benefit. Further it says you should not expose
patients to any harmat all, even if it is only a needle or
a little jab with a knife, unless you know it is going to
create a benefit. That is the ethics of clinical practice.
But that is neither the ethics of science nor the rigour of
science. Science says you nust do the best possible
experinment to get the closest answer to the truth, and the
way to do that is with sham surgery. The ethics of science
is that patients sign consents to agree to such experinents.
Patients sign up to all sorts of experinents. In psychol ogy,
for exanpl e people sign up to experinents all the tinme, where
thereis arisk of harmwith no benefit. That is the reality
of science. So when you are doing a sham surgery study, you
are doing a scientific study. You are caring for the patient
as sonebody who has cone to you to pay noney to get better
You are doing a scientific study.

Her e are sone exanpl es of the necessity for scientific study.
The first one is reasonably fanous. In the 1950s it was
comon to do an operation for angina to inprove the bl ood
supply to the heart. The internal mammary artery, which
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branches fromthe sane bl ood vessel that supplies the heart,
runs down inside the chest to supply the chest wall but not
the heart. It nmade sense on a superficial level that if you
tied off that artery, then the blood would be diverted to
the heart inproving its blood supply. They did experinents
on sonme dogs and found that tying off the internal manmary
artery diverted the blood to the heart increasing its supply
and the heart was better. Then they tried it on sonme people
whose angina did get better. As a result of these trials
tying the internal manmary artery

becane a standard intervention for the treatnent of angina.
Then, after this operation had been practised for sone tine
they did a random sed trial where they opened the patient’s
chest and in one group tied the artery and in the other one
they put the string around the artery but did not tie it
off. They found no difference in the two groups. It did
not matter whether you tied it off or not. So this operation
was conpletely ineffective as a treatnent for angi na and yet
it had nade sense. There were animal studies or |ab studies
whi ch showed that it probably worked and it seenmed to work
when it was done it in people.

Therein lies the problem The above three things are what |

call in the book *“the wobbly tripod of evidence”. Firstly
there is biological plausibility, that is, it sounds like it
should work. | can explain why it can work. Wat is wong
with that? | will tell you what is wong with that. |I have

a gane with nedical students where |I think up these stupid
treatnents and ask themto think of a biologically plausible
way that that treatnment mght work for this disease. They
can al ways think up sonmething. Biological plausibility to ne
just does not cut it. Secondly the sane goes for aninal
experinments. There is alnpbst no connection between aninma
experinments and human studi es.

The third thing is clinical results and this is what drives
practice. “l did this tying of the artery on people and |
saw them get better. | believe that. | do not believe your
study that you did sonewhere else.” This is what drives
practice now “l did an arthroscopy on soneone and | saw
them get better afterwards.” That is very powerful because
we fall for this |ogical trap of “post hoc ergo propter hoc™.
This nmeans, as all the | awers know, “after this, therefore,
because of this”. Humans are Jd ynpic-grade conclusion
junmpers. As soon as they see two things together, they put
cause and effect in the mddle and it is not normally the
case.

There are many other examples. Parkinson’s disease 1s caused
by lack of the chemi cal dopamine in the brain. So it nakes
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sense that if you take sone cells that produce dopam ne from
enbryos and you put them in the brain of people wth
Parkinson’s disease, they wil| probably get better. You
then try it on some animals and it works. Finally you try
it on sone people. Are their synptons of Parkinson’s di sease
made better? Yes, | think they are. This treatnent seens
to work. It is the sane three things. However when they did
the sham surgery study where they drilled the holes in the
skull but did not put the cells in, just as many people
t hought they got better. The treatnent did not work at al
and yet it had seened to work.

Knee arthroscopy is the operation that | often wite about,
because it has been studied so extensively for degenerative
conditions. Whether it is osteoarthritis, or a neniscus tear
al one you have a neniscus tear. Surely you have to sew the
tear together? You cannot wal k around with a tear in your
shirt. That is a bad thing that has to be fixed Yet the
correl ati on between whet her you have a tear in your mneniscus
and whether you have pain in your knee is alnpbst non-
exi stent.

Most people with a neniscus tear do not have pain in their
knee. Many people with pain in their knee do not have a
meni scus tear. The two are not correlated. The highest
gquality studies, the sham controlled studies, have told us
that if you have nmechanical synptons, that is a sore knee,
you have a degenerative tear in your neniscus and if they
pretend to do an arthroscopy on you, all of these studies
show no statistically significant difference between
pretending to do the arthroscopy and actually doing the
art hroscopy and taki ng out the torn neni scus. The only slight
difference is that you do a little better if you have the
sham operation. That is the only difference, and yet the
operation is still being done. They do one mllion a year
inthe USA. W do about 70,000 to 90,000 a year in Australi a.
I would estimate a high proportion of those are wasteful.

This is the last exanple but it is a good one because it
concerns enphysema. We all know what that is. There is not
enough functioning lung tissue nmaking it difficult to get
oxygen into your system Sone surgeons thought up a great
way of treating it. They took out a bit of the lung and it
made the rest of the I ung expand. This does not really sound
biologically plausible to nme but they sold it to thensel ves.
They did it on sone dogs and the dogs breathed a bit better
and then they did it on some humans, and it was fantastic.
They got themto do the oxygen studies, and everything they
did was better. Accordingly this operation was w dely done.
Eventually sone doctors wanted to test it. Do not ask ne
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why, but we are always testing these things after they becone
common practice. That is just the way it works. They wanted
to test it and a fanmpus surgeon in the USA who devel oped
this operation wote an editorial in a journal and invoked
t he parachute analogy - which I | ove. The parachute anal ogy
nmeans that you do not need a random sed trial to show that
the parachute works. H's analogy was this operation is so
clearly beneficial that a random sed trial would be denying
treatment to the people that were random sed to nedical
t herapy rather than surgical therapy.

They did the study anyway and in two years they found no
di fference between whet her you had surgery and whether you
had nedi cal treatnent. The surgery did nothing. The surgeons
still couldn’t believe 1t. They |ooked at the results and
they said there was a difference. The people in the surgical
group were slightly better at two years or the nortality
bet ween one year and two years was a little bit better

However the reason for this was because the only difference
bet ween the two groups was that if you died, you died much
sooner after surgery. So surgery weeded out the bad ones.

Summari es of the evidence from sham surgery studi es show us
that nost of the time when we do these studies, the surgery
is shown to be ineffective. Yet these studies are very rarely
done. W did a study | ooking at the evi dence base for surgery

and this was very telling. W | ooked at three large
hospitals in South Wst Sydney. W |ooked at over 9,000
orthopaedi c operations, as | am an orthopaedic surgeon,

performed over three years. W asked oursel ves what was the
evi dence for perform ng these operations? How nmany of these
operations that we were doing every day had been conpared to
not operating in proper random sed clinical trial studies?
We found that only half of the operations that we do day to
day as orthopaedi c surgeons have been subjected to studies
conparing them to non-operative treatnent. You mght be
shocked, thinking how could only half the procedures have
been subjected to a study conparing it to non-operative
treatment? That nunber is roughly consistent with other
fields of surgery. The punchline in this study though is
t hat of those studies that had been conpared to non-operative
treatnment, in half of those operations the surgery that we
are doi ng day to day was shown to be no better than not doing
t he surgery.

This highlights two problens. One is an evidence gap. There
are operations being perforned where we do not know whet her
or not they are effective Dbecause they have not been
subjected to a scientific study. The other problem is an
evi dence practice gap where we have good evidence that this
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operation is no nore effective than not operating, and yet
we are still doing it. So there is an evidence gap and an
evi dence practice gap.

Before | conclude | want to raise a couple of |egal issues.
Firstly there is the ethical paradox in spinal surgery. Spine
fusion surgery is a very common operation. There are over

a mllion operations a year in Anerica. There are nore
spinal fusions done in Anerica than hip repl acenents. It
costs tens of billions of dollars. It is a very high risk
oper at i on. It is being done to relieve the back pain of
mai nl y degenerative conditions. It is done for lots of
different things, but it is certainly questionable. I do
not think that statenent is really controversial. | would

argue that it probably has very little place and nost of the
time it is not effective. However people say it is unethical
to do the study. Not only is it unethical to do the study,
it is difficult to do the study. IT I want to fuse somebody’s
spine and they cone and see ne with a sore back tonorrow, |
would just do it. There is nothing standing in ny way other
than fromtheir ability to pay the bill.

If I want to do a study on spinal fusions and find out if
they work or not, that is its effectiveness, it is very
difficult. 1 cannot do that study w thout ethical approval,
oversi ght, consent, noney etc. Al these issues get in the
way . | cannot find out if this operation works or not
wi t hout ethical approval, and yet | can do the operation
wi t hout ethical approval. What is nore unethical: doing an
operation on one mllion people a year at the cost of tens
of billions of dollars or doing a study with a hundred peopl e
init to find out whether that operation works or not? The
current position is conpletely back to front. If | want to
do a new kind of hip replacenent tonorrow, | can just do it.
If I want to find out what the results are then | cannot do
it wthout et hical approval. It should be the other way
around. We should not be allowed to do any kind of surgery
until we have first shown that it is effective.

| think the legal gaze is a bit distracted and these are
some things | want to point out with a couple of little
exanples. Firstly netal on nmetal hip replacenents. In the
surgical field these are knowmn as the gift that keeps on
giving. | understand it is the same in the legal field. For
those of you who do not know, this was a new kind of hip
prosthesis that was going to be the solution to all the
problens of the old hip prostheses, which in fact did not
have any problens. However these new hip prostheses had
terrible problems. They all failed and they all had to be
renoved. The conpany was sued countless tines, including
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class actions given the large nunbers that were involved.
Only the conpany that sold it was sued. None of the surgeons
that used it were sued. | nstead the surgeons who used it
were paid by the conpany at very high rates to renove the
hi p prostheses that they had put in and paid again to put in

new prostheses. This was a win/wn situation for the
surgeons invol ved. Nobody sued the surgeons who were doing
this unproven operation. It was just not on the radar

because surgeons cannot be wrong.

Secondly | have a problemw th surgery versus non-operative
treatment. There is this theory that if we do not operate,
it is sonmehow neglectful or we do not have courage. The
reality is often it is the other way around. | have friends
who have been sued for not operating. These were operations
where there is clear evidence that this operation does not
provi de any greater benefit than not operating. However the
|l egal mndset is that you just sat there and did not even
give them a chance. It is this kind of nentality which is
wong. It is a funny kind of nentality that says that if you
do an operation on soneone and it goes wong, well at |east
he tried.

It is also ny viewwe are just mssing the big picture. The
big picture is nedicine is not necessarily good for you.
There is a paper in British Medical Journal this year, which
says nedical errors are the third | eading cause of death in
the USA. In Australia there is an old study saying 14, 000
peopl e every year suffer a nedical error when they go into
hospital. Five per cent of themw Il die as a

result of that error. These are huge nunbers.

There was a program you can downl oad on Four Corners from
about a year ago now, on how nmuch we are wasti ng on heal t hcare

fromover-treatnent. | amproud to be part of a study, which
conmences in January next year, for which there is $20
mllion in government funding in two separate $10 mllion

grants |looking specifically at over-treatnent and over-
di agnosi s in nedicine.

I will now highlight a fewthings that have been in the news
recently and give you ny viewon them Firstly there is the
wi dely publicised matter of the patients wth head and neck
cancer at St Vincent’s Hospital who have allegedly been
chenot herapeutically under-dosed. The report on that cane
out yesterday. Then there is a doctor at St George and
Sut herland Hospitals who is |likewise in trouble for not
giving the full dose as alleged by sone other doctors. How
much of it is judgnent? To put anot her perspective, a | ot of
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chenot herapy doctors are seen as used car salesnen trying to
sell something that is not very good.

A review done in Sydney in 2004 | ooked at all the random sed
trials of chenotherapy for adult nmalignancies, conparing
themto no therapy. They found that the contribution to the
nortality or survival in cancer for all adult malignancies,
which is the five-year survival rate, was around 60 per cent
on average - sone cancers being worse and sone better.
However the contribution from chenotherapy was around two
per cent. You can see that for sone cancers you are | ooking
at having sone six nonths of awful chenotherapy to gain an
extra three nonths of life. That is what chenot herapy
offers and yet it is being argued that the |ower dose and
the higher dose made the difference between |ife and death.
| doubt it, but that is the way we see it. W see things as
so clear cut. Lawyers see things as clear cut. However
cannot do that.

Wiy is nore treatnent better? W always think that nore
chenotherapy is better. There is a fanous exanple fromthe
1990s which | touch on in the book where it was thought
chenot herapy works for breast cancer. WelIl perhaps it works
alittle bit. As chenotherapy works for breast cancer, then
if we give people a lot of chenotherapy it wll be even
better for them The problemw th high dose chenotherapy is
it knocks out your bone marrow and you die.

The answer to this problemwas a techni que cal |l ed bone marrow
rescue. They take sone of your bone marrow, before giving
you massi ve doses of chenotherapy (enough to kill you) and
then give you your bone marrow back and it grows again. 1In
essence you have an aut o-bone marrow transpl ant.

Bone marrow rescue sounded |like a good idea. Hence it was
tried it on sone people to see if it worked. And work it
did! Lives were saved left, right and centre and so it was
demanded. However it is obviously a high cost procedure. By
the end of the 1990s insurance conpanies in Anerica were
being sued for about $100 million for not covering people
for bone marrow rescue for breast cancer. That is how
effective a procedure it was, and this was the | egal side of
it. In 1999 there were about three or four random sed trials
publ i shed whi ch showed bone marrow rescue was not effective.
It offered no survival advantage whatsoever and exposed
patients to risk. This again denonstrates how a procedure
becones common practice, people sue to gain access to it,
because they have to have it. However it just did not work.
It never did work, and yet we thought it did.
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Anot her exanple | just love is the little study from Sydney
where they |ooked at ol der patients on nulti-nedications.
This is very difficult for them They are on seven or nine
di fferent nedications which they are taking at different
times of the day. The patients were divided into two groups
One half had all their nedications stopped. These patients
did not take any nedications at all. The other half of the
patients were kept on all their nedications. There was no
difference in outcone between the two groups. There was no
difference in nortality. Their bl ood pressure stayed the
sarne. The only difference was the people who had their
nmedi cations stopped were less likely to fall over and hurt
t hensel ves. More nedicine is better? | do not think so.

My |last exanple is the very serious one of the wong gasses
that has been in the news. | do wonder if the | egal gaze is
di stracted when we hear and when we read in the papers that
a baby di ed after being given nitrous oxi de i nstead of oxygen
in an operating theatre. This is obviously a disaster in
anyone’s terms but what did we think of? We thought of how
the pipes were connected. W thought about how the pipes
were | abell ed and who | abell ed them and who joi ned t hem up.
These cases occurred after caesarean sections. Australia
has one of the highest caesarean section rates in the world.
El ective caesarean sections are commonly done in Sydney but
there are risks involved. However we do not ask ourselves
why was t he baby being born in theatre? O why were they not
being born in the |abour ward where they do not have the
pi pes and the tubes? The other thing is that when you are
resuscitating a newborn baby, you want to give them oxygen.
That is what they tried to do, but there was nitrous oxide
in the pipe |abelled oxygen.

Ther e have been | arge scal e random sed st udi es done on oxygen
versus air in resuscitating newborn babies. Typical of these
studies is one in the Lancet in 2004. This found no advant age
t 0o usi ng oxygen over using roomair in resuscitating newborn
babies. In fact the summary was the pool ed anal ysis showed
a significant benefit in infants resuscitated with air.
Oxygen was harnful and yet it sounds good. Surely as oxygen
i s good then nore oxygen is better; just as nore nedicine is
better. No, it is not. It is just the opposite. You have to
study things scientifically to know that. Sounding good is
not enough.

In summary, a high proportion of surgery is either not
effective or we just do not know whether it is effective or
not. True effectiveness is determ ned by scientific enquiry
and there i s not enough of that. In order to do that properly
you need sham surgery. Qur default position is to operate.
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| f sonebody cones to see a doctor, their default positionis
to do sonething. | get this criticism from ny colleagues
all the tine. “W cannot just send them away” or “We cannot
just do nothing”. Yes we can and often it is safer to do
not hi ng.

My question to the next speaker, and to the audience, is how
can the |l egal profession help steer surgery away from over-
treatnent? Thank you
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