
The role & remit of the 
National Statement : 

Guidance  vs  Rulebook



The “scandal machine”

Pettit P. Instituting a research ethic: Chilling and cautionary tales. 
Bioethics 1992;6:89-112

Philip Pettit
Irish philosopher & political theorist
Member of AHEC 1993-6



Holocaust:
Biggest scandal
of 20th Century

Nazi experiments:

Josef Mengele



Nuremberg trials (1946)



informed consent

2. Useful aims

3. Well justified

4. Avoid

intentional

Nuremberg code (1948)



Reactions to the Nuremberg Code
Early 1950’s

“…only a small branch of experienced investigators … are 
likely to be competent to pass an opinion on the advisability 
of undertaking any particular investigation.”

“…the only safeguard is the conscience of the experimenter…”

S. Lock  J Int Med 1995; 238:513-520



Reactions to the Nuremberg Code
Late 1950’s

“…the physician-scientist praised the 
Nuremberg Code, but rejected it as 
inappropriate to ordinary science… 

   … necessary for barbarians, 
but [not for] fine upstanding people.”

NIH Clinical Center (1950’s)
S. Lock  J Int Med 1995; 238:513-520



Henry Beecher (Harvard; 1959)

hostility

• Rejected

Experimentation in Man. JAMA 1959; 169:118/470
Ethics and clinical research. NEJM 1966; 274:1354-1360



The thalidomide disaster

Crown St Women’s Hospital, Sydney Dr William McBride



Thalidomide cases ( 1962)
Germany
Japan 
UK
Australia
New Zealand



Thalidomide - regulatory response
Clinical trials & drug approval



Declaration of 
Helsinki (1964)

Revised: 1975, 1983, 1989, 1996, 2000, 2008,2013…



Scandals in medical research
The ‘Tuskegee’ study: Alabama, USA

untreated 
syphilis 1932

40-year project

denied Rx 

public exposure 



28 deaths, 100 cases of  disability, 19 cases of  congenital syphilis

1966: Dr Peter Buxton – dissenting 
 views ignored – left PHS

1969: PHS Expert Panel:  
  recommended continuation

1972:   Exposed by AP reporter Jean 
 Heller

1973:   Study stopped; treatment 
 administered

Ted Kennedy & Jean Heller (1973)



Meanwhile … 

… in Willowbrook, NY 

Willowbrook State School
NY Department of  Mental Hygiene



“School for Scandal”
NY Department of Mental Hygiene (1955-1970)

Dr Saul 
Krugman

(14-year study 
of hepatitis)

Hepatitis 
vaccine
testing

“Challenge” 
exposure of 
children to 
hepatitis

2,500 serum 
specimens 
from >700 
patients



Willowbrook State School
NY Department of Mental Hygiene (1955-1970)

natural history of hepatitis 

deliberately infected 

unless they agreed to study conditions



Geraldo Rivera
ABC News

https://www.youtube.com/watch?v=qzNFRn5TTtc

1972 sensational media exposé



US National Research Act

Institutional Review Board 

National Commission for Protection of Human 
Subjects of Biomedical and Behavioral Research 

1974



The Belmont Report

Ethical principles: Practical application:

National Commission for the Protection of  
Human Subjects of  Biomedical & Behavioral Research

DHEW

(1979)



Charlie Pollard

Tuskegee study: 25 years later



"The Americans will always do the right thing…
…after first exhausting all other possibilities."

US Regulatory oversight



1964 Declaration of
Helsinki

1959
Henry Beecher

1948
Nuremberg

code

2023
1981

US ‘Common Rule’
(revised 1991, 2017)

1979
Belmont report

Post-war milestones

1999

NHMRC National Statement
(revised 2007, 2018, 2023)



Research ethics in Australia
National Health & Medical Research Council (NHMRC)

Declaration of Helsinki ratified

Statement on Human Experimentation

Supplementary Notes (

NHMRC Act 



Australian Health Ethics Committee (AHEC) 
NHMRC Act 1992

 NHMRC Statement & Supplementary Notes 

 …EXCEPT SN4: Assisted Reproductive Technolog y



Review of the role & functioning of Institutional 
Ethics Committees (1994)

Hon Dr Carmen Lawrence
Minister for Human Services & Health



National Statement on Ethical Conduct in
Research Involving Humans (1999)

Don Chalmers
Faculty of Law, UTas





Change of focus and scope…
FROM:

aspirational code of ethics 

13 principles

protection

facilitate

reference point 

investigator

Susan Dodds. Human Research Ethics in Australia: Ethical regulation and public policy. 
Monash Bioiethics Review  2014;19(2):4-21



Change of focus and scope …
TO:

regulatory code 

guidance prescription

principles

designed & conducted

• procedures
• Institutional responsibilities 

Susan Dodds. Human Research Ethics in Australia: Ethical regulation and public policy. 
Monash Bioiethics Review  2014;19(2):4-21





International 
recognition

66-page detailed outline 
of the history of research
ethics in Australia and 
development of the 
National Statement

“Jeroboams of ink
have been spilled
over this issue…”



National Statement on Ethical Conduct in Research 
Involving Humans (revised 2007, 2018)



“Risk in research exists on a continuum…”

…but this is still a CATEGORICAL classification 
system!



Role of the Chair … not defined!



NS lives 
within 
a web of
other
‘guidelines’

NHMRC

Professional
bodies

State & C’wth
Health Departments

Institutions



What’s in a 
Name..?

The Code of Conduct 
uses RULE BOOK (legal) 
language:

Words in NS 
whose meaning 
is subjective:



“Prediction is very difficult…  
  …especially about the future.”

…Yogi Bera

The future?



Emerging
issues



Personalized medicine
The future has arrived!

N-of-1 RCTs



A.I. in biomedicine

Plagiarism
Deep fakes

Hallucination
Disinformation

Artificial GENERAL 
intelligence??



ChatGPT

• Ethics applications… ?

AI-trained avatar for giving 
information & obtaining consent.



How will we know 
whether an ethics 

application has been 
generated by  

ChatGPT, and 
whether it is 

hallucinating … or 
LYING?





Science & its Discontents

Reproducibility
crisis

P-hacking

Cherry-
picking

Science
Denialism



The rise of 
Science denialism



Awaiting the next 
scandal…



Forecast: stormy seas ahead…
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