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Trust

years 1o earn,
seconds to break




“the medical profession Is
a conspiracy to exploit popular
credulity and human suffering”

George Bernard Shaw, 1909
oreface to “The Doctor’s Dilemma’”
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wess  Maverick

“a person who shows independence of thought or action,
especilally
by refusing to adhere to the policies of a group to which he or she belongs”™

Lillehel
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RISK

something undesirable

something with an unknown outcome
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could we do now what we did then”

should we have done what we did then”
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The New

Invention; the creation of an idea or method

the use of something new to alter the course of events

Research; creative work undertaken on a systematic basis
to acquire relevant data

Innovation to improve the lot of patients should be in the interests of everyone
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doctors and nurses innovate in small ways every day

- the public expects them to do so
- the public wants them to do so

- the staff may have a duty to do so

Sir Robert Francis QC, 2014
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rewards to medical staff for significant innovation

+ seeing the patient get better
- publication, presentation
 Kudos, media, career progression

- potential financial benetfit
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“doctors are like any other Englishmen:
most of them have
no honour and no conscience”

George Bernard Shaw, 1909
oreface to “The Doctor’s Dilemma’”
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many doctors
“have been exposed as charlatans peddling
unsuitable or unproven treatments to the
weak and vulnerable, raising false hopes,
causing pain and even death”

Roy Porter 2000 (Tempus)
Quacks: fakers and charlatans in medicine
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‘Pressed by the iron logic of the cash nexus,
practitioners themselves will resort to such
quackish practices as undercutting, price wars,
gimmicks, nostrum-mongering and client-

poaching:

Thomas Percival 1803 Medical Ethics

quoted by Roy Porter, 2000, Quacks;fakers and charlatans in medicine
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Harlequin, magician and barber
. lanje 1758
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A Quack

1. A boastful pretender to arts which he
does not understand

2. A vain boastful pretender to Physic, one
who proclaims his own medical abilities In
public places

3. an artful, tricking practitioner in Physic

Samuel Johnson 1755, Dictionary
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People at their lowest ebb need to be protected from such people

“I’d go anywhere
to find the best doctors”

.
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“there Is a certain status that comes with treatment by a doctor who
IS at ‘'the cutting edge’, especially when the stakes are high”

Levin, A.V. Can J Opthalmol 2005;40:685-688
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KEEP
CALM

AND

TRUST ME
'M A DOCTOR




BUT HOW WE HAVE LET DOWN THAT TRUST
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Torture

“lorture compined
oroof of truth ano
demonstration of
oDOwWer.”

Michel Foucault, 1979

(Discipline and Punish: the birth of the prison
New York; Vintage Books)
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Constitutio Criminalis Carolina 1532

Charles V asked doctors to determine whether
defendants could withstand the torture, and

codified their presence

Doctors had to certify that the victims were ‘fit
for torture’, not blind, mute, handicapped,

insane or |Ill.

they were also asked to ‘recommend the

me

'hods of torture the accused could survive’

Maio, G. Lancet 2001:357:1609-1611
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Saudi Arabia postpones public flogging of

Human rights organisation Amnesty International said in a statement that
Mr Badawi was examined by a doctor who felt his wounds had not yet
healed and that he would not be able to stand another beating.

The doctor recommended that the flogging be postponed until next week,
Amnesty added.

vy B D& et
Speaking before the postponement Raif Badawi's wife Ensaf Haidar spoke to
the BBC

Saudi Arabia has postponed the flogging of Raif Badawi on medical
grounds.

Related Stories
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questioned the use of torture

but recommended ItS use,

especially “where the safety of the
whole state may be endangered ”

| Jeremy Bentham (1748-1832)
He described torture as a weapon of

“Inestimable power ”
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hypothermia

twins

http:/ /www.jewishvirtuallibrary.org/jsource/Holocaust/medtoc.html


http://www.jewishvirtuallibrary.org/jsource/Holocaust/medtoc.html

child victims of
medical experiments in Auschwitz

http:/ /www.jewishvirtuallibrary.org/jsource/Holocaust/medtoc.html



http://www.jewishvirtuallibrary.org/jsource/Holocaust/medtoc.html

23 doctors in court at Nuremberg: The Doctors’ Trial
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Auschwitz SS-Standortartz Eduard Wirths (1909 - 1945)
sterilisation of women
Mauthausen SS-Standortartz Aribert Heim (1914 - 1992))

directly injected toxic agents into the heart
removed organs without anaesthesia
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Auschwitz

Dachau

>S-Haupsturmfuhrer Josef Mengele (1911 - 1979)

win research. nature more important than nurture
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Auschwitz a ‘SS-Haupsturmfuhrer Herta Oberheuser(1911 - 1978)
l

s\/é ' deliberate wounding and infection,
(. killing of healthy children,
amputation, bone transplantation

Ravensbruck [ " SS-Brigadfuhrer Karl Gerbhart (1897 - 1948)

fractures, antibiotics, limb transplantation
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people like me?

assistant and tenured professors, clinic directors, personal physician to the
Chancellor, Head of the German Red Cross, high ranking military physicians,
biomedical researchers in industry and universities

Is what is ethical a product of the time In
which we live, or the company we keep?

W) @ProfMJEliott ® martin elliott@gosh.nhs.uk




Wilhelm Schallmeyer 1857-1919

W @ProfMJElliott

Reduction of
the Death Rate
(Especially the
[nfand Mortality

Rale)

Shiela Faith Weiss, 1987

Race Hygeine and National Efficiency: The eugenics of Wilhelm Schallmeyer

Biological Policy/National Biology

F___|—__\

Quantilative
Population Policy

f_—l___l

Increase in the
Fertilily Rate
by Combatting,
Undeliberate
and Deliberate
Infertility

Rassedicns!

(racial servicy)

Sozialdienst
(social service)

University of California Press

@ martin.elliott@gosh.nhs.uk

Race Mypiene
or Eugenics
(Genotype
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Population Pohcy
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Personal
and Social
Flygiene
(Fhenolype
Hygiene)




Alfred Ploetz, eugenicist
Wrote “Rassenhygiene” in 1895
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Eugenics Congress Announcement
Number 1. History and Purpose of the Congress.

TV, .
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EUGENICS 1S THE §. . f  LIKE A TREEZ BUGENCS
SELF DIRECTION of P YN DRAWS (T3 MATERIALS
A - ARD ORGANIZES THEN
INTO AR R2RMONIOUS
ENTITY.

Tlnrd |n|ernahonal Eugenics Congress

New York City, Rugqust2-23, 1932,

Fig 1—"Eugenics is the self direction of human evolution.”

Announcement for the third international eugenics congress,
New York, 21-23 August 1932, which elected Professor Ernst
Rddin as its president’

Der preufische Staat gidt jahrlich an RM.aus

fur emen Blind- oder faub-
Bildungsfahigen geborenenSchiiler

Hilfsschiler GE:steskran AVE

Norma/en !
VOIKS - M

schiler

e

The economic rationale for eugenic sterilisations: “The Sate of Prussia invests annually 125
Reichsmarks for a normal pupil, 573 Reichsmarks for a slow learner, 950 Reichsmarks for an
educable but mentally ill child, and 1500 Reichsmarks for a child born blind and deaf”

Hartmut M Hanauske-Abel
BM$% 1996;313:1453-63

petition re sterilisation
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Professor Dr Alfons Stauder (1878 - 1937)

“the princtpal professional organisations in Germany gladly

welcome the firm determination of the Government of

National Renewal to build a true commmunity of all ranks,
Drofessions and classes, and they gladly place themselves at the

service of this great patriotic task.”

telegram to Hitler in March 1933

Hartmut M Hanauske-Abel

Hartmannbund

BM3F 1996;313:1453-63
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April 1933; Stauder visits Hitler
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Title page of Deutsches Arzteblatt, 13 April 1933, detailing
Dr Stauder’s visit with Chancellor Hitler. The text proclaims
Hitler's plan to eliminate Jews
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Hartmut M Hanauske-Abel

BM3F 1996;313:1453-63
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Advertissment in the medical press by thé Prussian Ministry of the Interior in 1933 offering an g O O d p ay a n d C O n d It I O n S

annual salary of over 3500 Reichsmarks “plus free housing and meals” for five physicians to
work in a concentration camp near Osnabriick

MOLK \J § COUCBUNSHIOL CSWD Vs QRUSPIICK

I M i1 4

Title page of 1 July 1933
igsue of Deutsches
Arzteblatt (editor:

Dr K Haedenkamp)

Hartmut M Hanauske-Abel

BM3F 1996;313:1453-63
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August 1933, Deutches Artzeblatt

» legally enforced sterilisation
» creating a new, biologically based nobility

» extermination of life not worth living

Lommel F Volkische Aufartung und Arzt. Disch Arztebl 1933;63:221-4.

W @ProfMJElott ® martin eliott@gosh nhs. uk




Zealous doctors exceed government -
sterilisation quotas The doctors beat the Nazi targets,

In the first year of the Sterilisation Act and were reined back

Germany’s genetic health courts received 84 525
physician initiated applications and reached
64 499 decisions, 56 244 in favour. “Doctors com-
peted to fulfill sterilisation quotas; sterilisation
research and engineering rapidly became one of
the largest medical industries. Medical supply

companies made a substantial amount of money
designing sterilisation equipment. Medical stu-
dents wrote at least 183 doctoral theses exploring
the criteria, methods. _and _consequences of

"5‘&"“;
— a— - e

——

ogo 5 as=olre 1 ¢ . e Tl
sterilisatie Within two years up to 17-0of 17-24

yegf® olds had been sterilised (for example,in_
//// uringia).”®* Within four years almost 300 000 %

' patients had been sterilised,” at least half for “fee-

ble mindedness” as evidenced by failing scientifi-

| I\\ cally designed intelligence tests.”’ *°

7
SN
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Hartmut M Hanauske-Abel

BM3F 1996;313:1453-63




T4 Euthanasia programme: the
economics of “disinfecting” hospital
patients classified as futile or terminal
The 70 273 futile or terminal patients “disin-
fected” (murdered) in German killing hospitals up
to 1 September 1941 are calculated to free up
“4 781 339.72 kg of bread, 19 754 325.27 kg of
potatoes . . .,” a total of “33 733 003.40 kg” of 17

categories of food, plus “2 124 568 eggs.”®

Projected over 10 years, these savings are predicted
to amount to “400 244 520 kg” of 20 categories of
food worth “141 775 573.80 Reichsmarks.”*
Removal of these patients from the wards saves
estimated hospital expenses of “245 955.50
Reichsmarks per day,” or “88 543 980.00 Reichs-

marks per year.”*’

W @ProfMJElliott
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Physicians selected and
Killed these patients

Hartmut M Hanauske-Abel

BM3F 1996;313:1453-63
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They Were Doctors

W @ProfMJElott martin.elliott@gosh.nhs.uk




oo
o
]

o
O
i

e
O
L

Y
R
4]
-
8
84
44
>
L=
(= W
<
]
<
-
O
=
0o
=
L
o.

N
o
1

30 January 1933:
Hitler becomes chancellor

Ll 1

5 3% 37
Year

Fig 3—Percentage decline in practising non-Aryan
physicians during 1933-9 as a result of decertification and
delicensing by the German government?® %
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Trust in Doctors was Broken

It was realised that the public
needed protection form them




THE NUREMBERG CODE

1. The voluntary consent of the human subject is absolutely essential.

This means that the person involved should have legal capacity to give consent; should be
SO Situated as to be able to exercise free power of choice, without the intervention of any e ement
of force, fraud, decait, duress, over-reaching, or other ulterior form of constraint or coercion; and
should have sufficient knowledge and comprehension of the el ements of the subject matter
Involved, as to enable him to make an understanding and enlightened decision. This latter
element requires that, before the acceptance of an affirmative decision by the experimental
subject, there should be made known to him the nature, duration, and purpose of the experiment;
the method and means by which it is to be conducted; all inconveniences and hazards reasonably
to be expected; and the effects upon his health or person, which may possibly come from his
participation In the experiment.

The duty and responsibility for ascertaining the quality of the consent rests upon each
Individual who Initiates, directs or engages in the experiment. It is a personal duty and
responsibility which may not be delegated to another with impunity.

2. The experiment should be such asto yield fruitful results for the good of society,
unprocurable by other methods or means of study, and not random and unnecessary in nature.

3. The experiment should be so designed and based on the results of animal experimentation
and a knowledge of the natural history of the disease or other problem under study, that the

anticinated reca ilte will nnictifyv the nerformance of the ey neri ment



3. The experiment should be so designed and based on the results of animal experimentation
and a knowledge of the natural history of the disease or other problem under study, that the
anticipated results will justify the performance of the experiment.

4. The experiment should be so conducted as to avoid all unnecessary physical and mental
suffering and injury.

b. No experiment should be conducted, where there is an a priori reason to believe that
death or disabling injury will occur; except, perhaps, in those experiments where the
experimental physicians also serve as subjects.

6. The degree of risk to be taken should never exceed that determined by the humanitarian
Importance of the problem to be solved by the experiment.

1. Proper preparations should be made and adequate facilities provided to protect the
experimental subject against even remote possibilities of injury, disability, or death.

8. The experiment should be conducted only by scientifically qualified persons. The highest
degree of skill and care should be required through all stages of the experiment of those who
conduct or engage In the experiment.

Q. During the course of the experiment, the human subject should be at liberty to bring the
experiment to an end, If he has reached the physical or mental state, where continuation of the
experiment seemed to him to be Impossible.

10. During the course of the experiment, the scientist in charge must be prepared to terminate
the experiment at any stage, If he has probable cause to believe, in the exercise of the good faith,



10. During the course of the experiment, the scientist in charge must be prepared to terminate
the experiment at any stage, If he has probable cause to believe, in the exercise of the good faith,
superior skill and careful judgement reguired of him, that a continuation of the experiment is
likely to result in injury, disability, or death to the experimental subject.

["Trials of War Criminals before the Nuremberg Military Tribunals under Control Council Law
No. 10", Vol. 2, pp. 181-182. Washington, D.C.: U.S. Government Printing Office, 1949.]

superseded by the Helsinki Declarations and Good Clinical Practice Regulations

prior to this there was
no generally accepted code of conduct
governing medical research



US Army clinicians designed, collaborated in and did not report torture
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UNCLASSIFIED

Senate Select Committee on Infelligence

Committee Study of the Central Intelligence Agency's Detention and
Interrogation Program

Foreword by Senate Select Committee on Intelligence Chairman Disonc Feinstein
Findings and Conclusions

Exccutive Summary

US Army clinicians ¢

1 NOt report torture

Approved December 13, 2012
Updased for Release .4,'.VI.' 2 204

Declassificasion Revisions December 3, 2014

TOP NECRET
UNCLASSIFIED
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Basic Principles of Medical Ethics

- BENEFICENCE act in the best interests of the patient;remove and prevent harm
* NON-MALEFICENCE “First Do No Harm”

- AUTONOMY people have the right to control their own bodies, consent

» JUSTICE Dbe as fair as possible in offering treatment, including resource allocation

dignity, veracity

Beauchamp & Childress 2009
Principles of Medical Ethics, 6th Ed
New York, OUP (1st ed 1979)
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without surgery,
children with CHD
would die, perhaps
unpleasantly,
but the treatments
were radical,
pioneering and 3
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A Child’s Life

- Is life itself to be valued above all else, even if that life
iInvolves permanent suffering?

- For the parent, does the hope of life overpower the possibility
of suffering?

-+ Might the weight of risk be better managed by trying to have
another child? Allowing grief, but creating life.

- Should others (siblings, parents) be considered?
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Just because we CAN,
we'”?




The Ethics of Using Innovative Therapies in Children

Al Eyadhy A, Razack S. Paediatr Child Health 2008; 13(3): 181-4.

- Patient’s Autonomy

* the parents have the right to refuse treatment
* the paediatrician should help them decide

* they should tell the truth, simply

- Professional Consensus

e |ittle evidence” seek consensus

- The Role of the Institution

e QA, risk management & resource allocation

- Evaluation

* there must be evaluation and reporting
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Stages 0-1 Stage 2a Stage 2b Stage 3 Stage 4
(Innovation) (Development)  (Exploration) (Assessment) (Longterm)

Number and types Single digit, Few, selected Many, mixed  Many, variable Almost all
of patients highly selected but not all
(or pre-human)

Number of Very few Few, innovators ~ Many Many, early Most, late
surgeons majority majority

Ethics Sometimes Yes Yes Yes No

Learning curvein  No Yes Yes Maybe No
human beings

Table 2: Stages of surgical innovation (IDEAL paradigm) Barkun. J et al [.ancet 2009:374:1089-96

the IDEAL group
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Expertise

ETH ICA L Technical
Hazards
Informed consent
Contlict of Iinterest
Analysis
Literature

Schwartz, JAT 2014 J Pediatr Surg;49:639-645
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C. Walt Lillehei Cross-Circulation
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v EXpertise

v/ Technical
Hazards

Informed consent
Contlict of interest
v/ Analysis

v Literature

X

C. Walt Lillehei

W @ProfMJEliiott ® martin elliott@gosh.nhs.uk




v EXpertise

v/ Technical

x Hazards

? Informed consent
x Conftlict of Interest
v/ Analysis

v Literature
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Bill Norwood untreated, all neonates
(Boston & Philadelphia) with HLHS will die in < 4 weeks

hypoplastic left heart
syndrome
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Chief in Boston in 1970’s

» all cardiologists preferred to refer to him
* Norwood had ‘time on his hands’ and started
thinking about HLHS

- 4 oy A

* Norwood worked out a hypothetical operation

¥
????

and tried to convince Casteneda (1979)

» reputedly said ‘over my dead body’

» eventually gave in, but ‘left Norwood to it’

Aldo Castenada
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2/3 survived

Hypoplastic Left Heart Syndrome: Experience With Palliative Surgery

WILLIAM 1. NORWOOD, MD, FACC*
JAMES K. KIRKLIN, MD*
STEPHEN P. SANDERS, MDT

Boston, Massachusetts
January 1980 The American Journal of CARDIOLOGY Volume 45 87
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100% ¢ Philadelphia, 15y of the Norwood operation

80% { Milwaukee Group e« uussao

; 1995-98
60% {88, |

P\ Y W 1992-94
WD N\ 1989-91 3 operations
t ';';i:- N M0 r () X T TR i e 2 MR ] ]
E | 085,88 RV dependqnt C|rc_:ulat|on
20% - T ? quality of life
Oufﬂ | I I I | [ [
0 2 4 o 8 10 12 14
Y ears

Figure 3. Comparison of overall survival for patients adjusted
for era of stage | surgery.

Mahle WT et al Circulation. 2000;102[suppl H1]:1ll-136-11-141.



I’ll advise you
to have a Norwood for your child

but | wouldn’t have 1t done for mine

Renella P, Chang R-KR, Ferry DA, Bart RD, Sklansky MS. Hypolastic left heart syndrome: attitudes
among pediatric residents and nurses toward fetal and neonatal management. Prenat Diagn 2007; 27:

1045-55.

Murtuza B, Elliott MJ. Changing attitudes to the management of hypoplastic left heart syndrome: a
Furopean perspective. Cardiol Young 2011; 21(Suppl 2): 148-58.

Elliott M]. A European perspective on the management of hypoplastic lett heart syndrome. Cardro/
Young 2004; 14(Suppl 1): 41-6.

W @ProfMJEllott @ martin.eliott@gosh.nhs.uk



v EXpertise

v Technical
in 20006, Norwood was fired from the Hazards
hospital in Delaware to which he had |nf0rmed consent
moved for; | |
failing to comply with hospital policies C()r‘]ﬂ Tell Qf INterest
regarding informed consent and the ,
use of medical device” v AN alyS |S

v/ Literature
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Bill Norwood
(Boston & Philadelphia)

v EXpertise

v/ Technical

x Hazards

» Informed consent
x Conftlict of Interest
v/ Analysis

v Literature

R "M L ~—
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“had Norwood finally lost the ethical battle he
had been fighting for 30 years - caught in
the gap between the human desire for progress
and the equally human unwillingness to bear it?”

Did Dr Norwood go too far? (Parts 1&2). The Philadelphia Magazine. 20006.
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Medical Micawberism?

“‘By not intervening for HLHS, we
deprive today's patient of today's
results, but more tragically, we
deprive them of what Is to come
N the future.”

Gil Wernovsky, 2008
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Adib Jatene
(Sao Paolo)

the arterial switch operation
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Senning Operation

pulmonary
artery
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Scientific, ethical, and logistical considerations n
introducing a new operation: a retrospective cohort study

from paediatric cardiac surgery
Catherine Bull, R Yates, D Sarkar, | Deanfield, M de Leval

”11‘
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BMJ 2000;320:1168—/3




Survival (%)

1985 model

40
— Normal population

op — Senning procedure
— Switch operation

0

Years

If early risk alone had been
considered, the arterial switch
operation (which had a higher
early mortality when first
introduced) might have been
abandoned.



Cumulative early deaths Cumulative early deaths

Cumulative early deaths

: Senning procedure Switch

1
Eral : Era 2 Era 2 Era 3

20 :
15 E
10 E
5 f

o

1 21 41 61 81 101 121 1 31 61 91 121 151
No of infants

60 Transposition of great arteries

Eral Era 2 Era 3

50

40
30

20
10

1 35 69 103 137 171 205 239 273 307
Total No of infants

Total anomalous pulmonary venous drainage

Eral Era 2 Era 3

20

15

10

1 11 21 31 41 51 61 71 81 91
Total No of infants

Probability of death Probability of death

Probability of death

0.35

0.25

0.15

0.05

Senning procedure Switch
0.4 Eral E Era 2 Era 2 E Era 3
0.3
0.2 ! !
0.1 : :
— . |
0 | |
1 21 41 61 81 101 121 1 21 41 61 81 101 121 141
No of infants
03 Transposition of great arteries
. Eral : Era 2 : Era 3

1 29 57 85 113 141 169 197 225 253 281 309
Total No of infants

A Total anomalous pulmonary venous drainage

Eral Era 2 Era 3

0.3

0.2

0.1

81 91 101
Total No of infants



1985 model

g 100
S
N
= 80
Ya)
60
40
— Normal population
op — Senning procedure
— Switch operation
0
. Current model
S 100 —
E
= 80
S
Vp)
60
40
— Normal population
20 — Senning procedure

— Switch operation

0
0 10 20 30 40 50 60 /0 80 90

Years

The ultimate success of the
switch had a significant cost
for those families treated in the
transition period.

Was this an acceptable
‘'sacrifice’”

How can one rationally
consent during that period®



Buxton’s Law

“it is always too early (for rigorous evaluation)
until, unfortunately, it’s suddenly too late”.

Buxton MJ.
Problems in the economic appraisal of new health technology: the evaluation of heart transplants it

Economic appraisal of health technology in the European Community 1987: 103—-18.
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Medical Director, Chair of Ethics, Board or CEO

how many deaths would we have allowed?
when/how would we have intervened?
could/should we have afforded it?

would we be confident we were hearing the ‘truth’?

might we have prevented a potentially
successful innovation?
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Retrospective Application of Our Culture

Their Culture,
Their Time

Our Culture,
Their Time
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Deaths Deaths
by Innovation? Waiting for Innovation?
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We have an obligation to design our experiments better,
and to carry them out In an ethical way, not as mavericks,
Not as paternalistic decision makers but

respecting our patients,

treating them as if they were our friends and working
with them as partners.

It is about our culture, and our humanity.
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core values
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core values
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core values

D
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"Perhaps there iIs something worse than death, something like
losing humanity, like perpetual suffering without any hope of
redemption.”

“Families could use a more candid explanation of procedures
and thelir lifelong implications, earlier in the disease course,
because In my experience these conversations often occur when
the family is already too committed to contemplate doing less”

Ashley Treece, Pediatric ICU Resident, Oregon
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Ethical Challenges of New Treatments in Children:
could we do now what we did then?

Martin Elliott

37t Gresham Professor of Physic

Professor of Cardiothoracic Surgery at UCL
Consultant Paediatric Cardiothoracic Surgeon
&
co-Medical Director
The Great Ormond Street Hospital for Children



Ethical Challenges of New Treatments in Children:
could we do now what we did then??

Special Thanks are due to
Piers Dubin (Cambridge)
Professor Robert Sade (Charleston)
Michiel Vriesendorp (Holland)

Dr Catherine Bull (London)

Mary Macleod (London)
Professor Bill Gaynor (Philadelphia)
Professor Gil Wernovsky (Miami)

and all our patients and their families

Martin Elliott

37t Gresham Professor of Physic

Professor of Cardiothoracic Surgery at UCL
Consultant Paediatric Cardiothoracic surgeon
&
co-Medical Director
The Great Ormond Street Hospital for Children



The Bristol Scandal and Its Consequences
18" February 2015

Next Time

Martin Elliott

37t Gresham Professor of Physic

Professor of Cardiothoracic Surgery at UCL
Consultant Paediatric Cardiothoracic surgeon
&
co-Medical Director
The Great Ormond Street Hospital for Children



