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What makes mental health
research so special ?



Psychiatry is conventionally defined 
as a medical speciality concerned 
with the diagnosis and treatment of 
mental diseases. I submit that this 
definition, which is still widely 
accepted, places psychiatry in the 
company of alchemy and astrology 
and commits it to the category of 
pseudoscience. The reason for this is 
that there is no such thing as ‘mental  
illness’.

Thomas Szasz (1920 - )  







In the late nineteenth century the 
priority lay, for many psychiatrists, 
upon establishing their discipline as a 
truly scientific enterprise, capable of 
taking its rightful place in the pantheon 
of the ‘hard’ biomedical sciences, 
alongside neurology and pathology, 
and utterly distinct from such quackish
and fringy embarrassments as 
mesmerism and spiritualism. 
Providing psychiatry with a sound 
scientific basis was particularly 
important at that time, on account of its 
strong positivistic and Darwinian 
leanings.

Porter R.  Madness, A Brief History.
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A. Introduction

8. … Some research populations are vulnerable and 
need special protection … Special attention is also 
required for those who cannot give or refuse 
consent for themselves, for those who may be subject 
to giving consent under duress, for those who will 
not benefit personally from the research and for those 
for whom the research is combined with care.
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B. Basic principles of all medical research

24. For a research subject who is legally incompetent, 
physically or mentally incapable of giving consent or 
is a legally incompetent minor, the investigator must 
obtain informed consent from the legally authorized 
representative in accordance with applicable law. 
These groups should not be included in research 
unless the research is necessary to promote the health 
of the population represented and this research cannot 
instead be performed on legally competent persons.



International Ethical Guidelines for Biomedical       
Research Involving Human Subjects (CIOMS)

Guideline 15: Research involving individuals who by 
reason of mental or behavioural disorders are not 
capable of giving adequately informed consent.

Before undertaking research involving individuals 
who by reason of mental or behavioural disorders are 
not capable of giving adequately informed consent, 
the investigator must ensure that:

such persons will not be subjects of research that 
might equally well be carried out on persons 
whose capacity to give adequately informed 
consent is not impaired;



International Ethical Guidelines for Biomedical       
Research Involving Human Subjects (CIOMS)

Guideline 15: 

Commentary on Guideline 15

General considerations: Most individuals with mental or 
behavioural disorders are capable of giving informed 
consent; this Guideline is concerned only with those 
who are not capable or who because their condition 
deteriorates become temporarily incapable.



International Ethical Guidelines for Biomedical       
Research Involving Human Subjects (CIOMS)

Guideline 15: Research involving individuals who by 
reason of mental or behavioural disorders are not 
capable of giving adequately informed consent.

Before undertaking research involving individuals 
who by reason of mental or behavioural disorders are 
not capable of giving adequately informed consent, 
the investigator must ensure that:

in cases where prospective subjects lack capacity 
to consent, permission is obtained from a 
responsible family member or a legally authorized 
representative in accordance with applicable law.



International Ethical Guidelines for Biomedical       
Research Involving Human Subjects (CIOMS)

Guideline 15: 

Commentary on Guideline 15

Consent of the individual: … The agreement of an 
immediate family member or other person with a 
close personal relationship with the individual should 
be sought, but it should be recognized that these 
proxies may have their own interests that may call 
their permission into question.



Universal Declaration on Bioethics and Human Rights

Article 7 – Persons without the capacity to consent

In accordance with domestic law, special protection is to 
be given to persons who do not have the capacity to 
consent:

(b) research should only be carried out for his or her 
direct health benefit, … if there is no research alternative 
of comparable effectiveness with research participants 
able to consent …
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But …

Regulations and guidelines require 
interpretation …

Cannot deduce a particular application 
of a guideline

Florencia Luna, Ruth Macklin, Vilnius 2007
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