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Guidelines for clinical trials / medical or scientific research 
carried on persons with mental disorders 

Having considered the provisions of the Mental Health Act, hereinafter called the Act, 
regarding clinical trials or other medical or scientific research, in particular articles 31 and 35 
of the same Act; 

And after having discussed the impact of the said Act on all research being conducted under 
the auspices of, inter alia, the University of Malta, and any other ethics committees in other 
higher educational institutions licensed under the Education Act and recognized by the 
Information and Data Protection Commissioner, research that is not only a cardinal function of 
the same University as established under Article 72 of theEducationAct and for which purpose 
it is empowered by the same Act " ... to make such provisions for research .... as it may from 
time to time determine" but is in general often beneficial for the same persons with mental 
disorders whose rights are promoted and safeguarded under the Act; 

And after considering the rigorous internal mechanisms adopted by the University of Malta, 
including but not limited to, the two tier system of Research Ethics Committees whose services 
apply not only to research conducted under its auspices but may also be applied for by external 
researchers; 

And after having duly considered the word and spirit of the Act providing that " ... persons 
with a mental disorder shall have the right to: (a)exercise all civil, political, economic, social, 
religious, educational and cultural rights"; 

The Commissioner for Mental Health, in agreement with the University of Malta, is providing 
the following guidelines to be followed by those in charge and, or conducting such clinical 
trials or other medical or scientific research: 

1) It shall be the duty of every person in charge and, or conducting such clinical trials or other

medical or scientific research to comply with all legal, regulatory and ethical dispositions,

including these guidelines. In particular, it shall be the duty of such person to ascertain that
each and every person being interviewed has given their free and informed consent to

participate in such research.

2) Clinical trials cannot be undertaken and, or commenced unless and until the Ethics

Committee established by the Clinic Trial Regulations has issued a favourable opinion and

the Licensing Authority referred to in the same Regulations has informed the responsible

person that there are no grounds for non-acceptance.
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