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What am I not going to talk about?



I am not going to refer to 
the examples discussed by:

Beecher 1966,
Pappworth 1967… 

…and many others since,

for example,
Lederer 1995.



So I am not talking about consent for:

known effective treatment to be withheld 
(e.g. Tuskegee; + numerous current examples)

physiologic studies
(e.g. Ellen Roche, Johns Hopkins 2001)

studies to improve understanding of disease
(e.g. Tickton & Zimmerman 1962 - Willowbrook) 

technical (invasive) study of disease
(e.g. Samet, Bernstein & Litwak 1961). 

‘first in human’ studies of potential therapies
(e.g. Jesse Gelsinger 1999; TGN 1412 2006)



The double standards to which I will 
refer concern informed consent to
treatment already in use within 

‘normal/routine’ clinical practice



“I need permission to give a drug 
to half of my patients,

but not to give it to them all.”

Richard Smithells 1975



Double standards applied to 
treatment given within and outwith
formal efforts to assess the effects 

of treatments have been recognised 
for at least 200 years.







Claude Bernard, 1865:

“Many physicians attack experimentation, 
believing that medicine should be a 
science of observation.  But physicians 
make therapeutic experimentation daily 
on their patients so this inconsistency 
cannot stand careful thought.  Medicine 
by its nature is an experimental science, 
but it must apply the experimental 
method systematically.”









For ethical as well as scientific 
reasons, when there is properly 
informed uncertainty about the 
relative merits of alternative 
treatments:

“the trial is the treatment.”

Ashcroft R (2000).
Giving medicine a fair trial. 
BMJ;320:1686.



In the UK, the development of what 
John Lantos (1994) has referred to 
as “a confused ethical analysis”
and its application by research 
ethics committees seems likely to 
have reflected Maurice Pappworth’s
influence.
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A personal last blast in print!
[two publications in 2001]





Consent to treatment within RCTs
Human sacrifice RCT consent
Commercial RCT for multicentre fun and profit consent
American consent to RCT treatment for the 40 million 
uninsured
RCT consent for stockholding investigators
Kilgore Trout RCT consent

Consent to treatment in routine clinical practice 
Customary consent
Alternative forms of standard consent to treatment
American emergency consent to treatment
Cultural imperialism consent to treatment
Patients’ rights consent to treatment
Interactive, personalised approach to informed consent





A single standard for informed consent to treatment 
would require all patients to be told the rationale for 
selecting the treatments offered to them.

“The more of these operations I do, the more I earn”

“I have stock in the company that makes this drug”

“My institution has a massive grant from the 
company that makes this equipment”    

“This drug was highly recommended at a sponsored 
symposium in Tenerife last month”

“I was told at medical school thirty years ago that 
this treatment was the best available” 

“A systematic review of the evidence leaves me 
uncertain which of the possible alternative 
treatments is going to be best for you”  





What do I want, as a patient? 
[Chalmers I. BMJ 1995;310:1315-18.]



Wish No. 1

“…systematic reviews of carefully 
controlled research to produce the kind of 
evidence that I am likely to believe, and that I 
would wish those offering me care to take into 
account.”



The human costs of failing to 
cumulate evidence in 
systematic reviews

“Advice on some life-saving therapies has 
been delayed for more than a decade, while 
other treatments have been recommended 
long after controlled research has shown 
them to be harmful.”

Antman et al. JAMA, 1992



Wish No. 2

“When the relative merits of 
alternative forms of care are 
uncertain, I want to be offered the 
opportunity to participate in 
properly controlled research – and 
the emergency medical card that I 
carry makes this explicit.”





Is this altruism or self-interest?





“The clinician who is convinced 
that a certain treatment works will 
almost never find an ethicist in his 
path, whereas his colleague who 
wonders and doubts and wants to 
learn will stumble over piles of 
them.”

Lancet Editorial 1990



I believe the bioethics community has 
jeopardized my interests as a patient by

acquiescing in

• research which has not been based
on systematic reviews of existing evidence;

• biased under-reporting of research; and

encouraging 

• double standards on informed consent to treatment 





Selected for republication in:



Provision of consent. Lancet 2003;362:663-664.





Caveat donor!



I thank very sincerely:

Mary Dixon-Woods, Richard Ashcroft and 
the few medical ethicists who have drawn 
attention to the “confused ethical 
analysis” reflected in double standards on 
informed consent to treatment… 

…and to them and to others who have 
called for more thoughtful ethical 
analyses, informed by empirical research 
to assess the consequences of ‘ethics 
interventions’ in the lives of others.



A clinical case and a research case





Systematic reviews are needed to 
identify useful treatments efficiently 

Would any of you have agreed to 
participate in a placebo controlled 
trial of prophylactic antibiotics for 
colorectal surgery after 1975?



Reduction of perioperative deaths by 
antibiotic prophylaxis for colorectal surgery





Cumulative estimate of the effect of aprotinin on 
perioperative blood transfusion, 1987-2002.





Cowley, Skene, Taylor & Hampton 1993

“… When we carried out our study in 1980 
we thought that the increased death rate
that occurred in the (anti-arrhythmic drug) 
group was an effect of chance…The 
development of (the drug) was abandoned 
for commercial reasons, and this study was 
therefore never published; it is now a good 
example of ‘publication bias’. The results 
described here … might have provided an 
early warning of trouble ahead.” 



At the peak of their use in the late 
1980s, it has been estimated that 
anti-arrhythmic drugs were causing 
– every year - comparable numbers 
of deaths to the total number of 
Americans who died in the Vietnam 
war. 

Moore 1995.


