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APPROVAL PROCESS FOR MEDICAL RESEARCH PROCEDURES TO BE PERFORMED IN VICTORIA ON ADULTS WITH A 
DISABILITY WHO LACK CAPACITY TO CONSENT

Is the procedure necessary, as a 
matter of urgency  to save life, 

prevent serious damage to health 
or prevent significant pain or 

distress? (S.42A(1))

(GUARDIANSHIP AND ADMINISTRATION ACT 1986)

Wait for the patient to recover 
capacity to consent (or for the 

person responsible to be found 
and consent)

Is the person a “patient”? (an 
adult with a disability who lacks 

capacity to consent) (S. 36)

Part 4A of the Guardianship and 
Administration Act 1986 applies

Is it a medical research 
procedure? (S. 3)

Has the research been approved 
by a Human Research Ethics 

Committee? (S. 42Q(2))

Part 4A of the Guardianship and 
Administration Act 1986 does not 
apply - ask the person for consent

* Medical research procedure cannot be conducted if there is a relevant refusal of medical treatment under Medical Treatment Act (S. 42P(5)). 

Refer to other consent 
requirements in Part 4A of the 

Guardianship and Administration 
Act 1986. If the "patient" is a 

"patient" under the Mental Health 
Act 1986 refer to the consent 

requirements in S. 85

Medical research procedure 
cannot be conducted on patient 

(S. 42Y(3))

No consent required – medical 
research procedure can be 

performed on patient*

Wait and seek the patient’s own 
consent (S. 42R(3))

Medical research procedure can 
be performed*

Is the patient likely to recover 
capacity to consent to the 

procedure within a reasonable 
time? (S. 42R)

Seek consent from the person 
responsible (S. 42S(2))

Is a person responsible able to be 
identified and contacted in time, 
and willing and able to make a 

decision? (S. 42S)

Are all criteria for procedural 
authorisation satisfied? (S. 42T)

If person responsible consents, medical 
research procedure can be performed * (S. 

42S)

If person responsible does not give consent, 
medical research procedure cannot be 

performed

If, after the research has commenced, the 
participant regains capacity, or their person 
responsible (agent/guardian/next of kin) is 
located and is willing and able to make a 

decision, the patient/person responsible must 
be asked whether the patient should continue 
to participate in the research, and any refusal 
to continue to participate must be respected. 

(S. 42T)

Supervising registered practitioner must 
forward certificate to ethics committee and 

Office of the Public Advocate (S. 42T)


