
Ethical review guidance - on specific State statutory and legislative requirements for multi-centre clinical trials for NSW, Victoria 
and Queensland Public Health Organisations  

 
Human Research Ethics Committees (HRECs) in New South Wales, Queensland and Victoria certified by the National Health and Medical 
Research Council (NHMRC) will conduct ethical and scientific review of multi-centre clinical trials in accordance with the National Statement on 
Ethical Conduct in Human Research (National Statement). 
 
Commonwealth legislation is taken into account in the National Statement and the National Ethics Application Form (NEAF) regarding privacy 
(Information Privacy Act 2000, sections 95 and 95A), radiation in the Australian Radiation Protection and Nuclear Safety Agency (ARPANSA) 
RPS 8 Code of Practice – Exposure of Humans to Ionising Radiation for Research Purposes (May 2005), genetic  modification in the Gene 
Technology Act 2000, embryo research in the Prohibition of Human Cloning for Reproduction and the Regulation of Human Embryo Research 
Act 2002 and Amendment Act 2006. This legislation is mirrored in some states whilst other states do not have additional legislation.   
 
Investigators are guided by questions in the NEAF application such that research should be designed to comply with Commonwealth legislation 
requirements.  
 
Institutions have responsibilities, quoted from the National Statement chapter 5.7.3 (b) ‘for the conduct of research. These responsibilities are 
set out in the Australian Code for the responsible conduct of research. They include ensuring that research is both sound and lawful, and is 
conducted or supervised by educated and experienced researchers.’ 
 
HRECs in providing ethical and scientific review rely on the constitution of the ethics committee according to the National Statement and 
deliberation of their experienced and expert reviewers. When a certified HREC is providing ethical and scientific review in a mutual acceptance 
arrangement indemnity for that review must be given. The HREC in providing approval for clinical trial research understands that it is the 
responsibility of the institution at which the research is proposed to be conducted has the responsibility to ensure through their research 
governance processes that the research is lawful and conducted safely and ethically. 
 
 
Note: Green highlight indicates HREC review must be conducted by a specific state-based HREC and is an exception to single review under 
mutual acceptance between New South Wales, Queensland and Victoria. 
 
The commencement date for the introduction of the Single Ethical Review Process for Multi-centre Clinical Trials between QH, NSW DOH & 
Victorian DOH is 24 October 2011. Initially only Victoria and Queensland will be implementing the MOU.  NSW will implement the MOU in the 
not too distant future.  Stakeholders will be kept informed of the progress of NSW’s participation in the MOU.    
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Summary of requirements 
 
Specific Legislation New South Wales Queensland Victoria 

 
 
Clinical Trial 
Notification/Clinical Trial 
Exemption 
(CTN/CTX) 
 

 
According to Commonwealth legislation 
 

Aboriginal and Torres Straight 
Islander People and 
Communities 

Must be reviewed by the AH & 
MRC Ethics Committee 
 

No additional requirements No additional requirements 

The common law applies in those Australian jurisdictions that have not specifically legislated in relation to 
the issue of minors' consent to medical treatment. 

Family Law Act 1975 (Commonwealth)  
 

Consent of minors 

Section 9 of the Minors (Property 
and Contracts) Act 1970 provides 
that 18 years is the age at which 
a child attains majority. No 
specific laws about minors and 
consent to participate in research. 
 
Under 18 years – parental or 
guardian consent required 
 

Section 8 of the Child Protection 
Act 1999 specifies that a person 
under 18 years is considered a 
child. No specific laws about 
minors and consent to medical 
treatment.   Common Law in 
relation to consent, and capacity 
to consent, applies for those 
under 18 years. 

 
Otherwise as per Commonwealth 
requirements. 
 
Investigators will also be required 
to apply to Education Queensland 
for approval to conduct research 
in schools and / or involving 
teachers and / or students in a 
school environment 
 

Under 18 years – parental or 
guardian consent required 
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Specific Legislation New South Wales Queensland Victoria 

 
Impaired capacity to consent If research involves persons with 

impaired capacity refer to the 
Guardianship Act 1987. 
 
A person unable to consent may 
not participate in a clinical trial, 
as defined in the Act, unless the 
trial has been approved by a 
HREC and then the Guardianship 
Tribunal. 
The Guardianship Tribunal will 
decide whether consent can be 
granted by the person responsible 
or should be granted by the 
Tribunal. 
 

For clinical trials, where a person 
is over the legal age of consent 
but is unable to give consent due 
to impaired capacity (as defined 
in the Act), written application to 
the Queensland Civil and 
Administrative Tribunal (QCAT) 
must be undertaken by the 
investigator.   
 
QCAT cannot grant consent to the 
person's participation in the 
research if that person has 
objected or indicated in an 
advance healthcare directive that 
they do not wish to participate in 
such procedures. 
 

If research involves persons with 
impaired capacity to consent refer 
to the Guardianship & 
Administration Act 1986. 
 
If research involves persons 
unable to consent, investigators 
must complete the Victorian 
Specific Module (VSM Section 2) 
questions and submit with the 
NEAF. 
Consent may be given by a 
‘person responsible’ but if it is not 
reasonable, practical or for other 
reasons to obtain consent from a 
‘person responsible’ a practitioner 
may action a Section 42T 
certificate. This possible course 
must be explained in the VSM 
Section 2. 
 
The practitioner must provide the 
reviewing HREC with a copy of the 
42T certificate and further 
certificates, as applicable.  
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Specific Legislation New South Wales Queensland Victoria 

 
The Privacy Act 1988 (Commonwealth) applies to the Commonwealth public sector and has implications for 
medical research using information held by a Commonwealth agency. The Privacy Act sets out eleven 
Information Privacy Principles (IPPs) and these treat all categories of personal information (including 
sensitive information and health information) in the same way. Section 95 of the Privacy Act permits the 
NHMRC to issue guidelines, such that medical research carried out in accordance with the guidelines will 
not be in breach of the IPPs.  
In 2000, the Privacy Act 1988 was amended to incorporate the Privacy Amendment (Private Sector) Act 
2000 (Commonwealth), which extends the scope of that Act to include information held by organisations in 
the private sector. This amendment sets out ten National Privacy Principles (NPPs), but these apply only to 
businesses and bodies that fall within the definition of “organisation” as set out in the Privacy Act 1988. 
Therefore, the NPPs will apply only in certain circumstances. Furthermore, the NPPs distinguish sensitive 
information and health information from other types of personal information. 

Privacy and confidentiality 

The NSW Privacy form must be 
submitted to the reviewing HREC 
if consent is to be waived. 
 
The reviewing HREC must report 
to the NSW Privacy Commissioner 
in both instances:  where consent 
is to be sought and where consent 
is to be waived (annually). 

If a researcher seeks access to 
Queensland Health information for 
research using identifiable or 
potentially re-identifiable health 
information for which the 
investigators are unable to obtain 
participant consent for use for a 
clearly specified research study, 
the researcher must apply to the 
Department (under section 282 of 
the Public Health Act 2005) after 
HREC approval has been granted. 

The Victorian Specific Module 
(VSM Sections 3) deals with the 
requirements if consent is to be 
waived. The VSM must be 
submitted with the NEAF for HREC 
review. 
 
The reviewing HREC must report 
to the Health Services 
Commissioner if the statutory 
guidelines have been applied to 
waive consent (annually) 
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Specific Legislation New South Wales Queensland Victoria 

 
Removal and use of human 
tissue  
(excluding blood) from a 
living person 
 

Consent to the use of human 
tissue for research purposes 
Human Tissue Act 1983 (NSW) 
sets out requirements. 
Refer to the NSW Health Policy 
Guideline GL2006_021: Human 
Tissue – Requirements of the 
Human Tissue Act 1983 in relation 
to research and use of tissue. For 
NSW, ’Human Tissue’ includes 
Blood. 
The requirements of the Human 
Tissue Act 1983 differ for research 
applications involving human 
tissue before and after 1 
November 2003.  
 
• For tissue removed prior to 1 

November 2003 from a living 
person, the researcher must 
ensure that the tissue was 
removed either: 
o In the course of a medical, 

dental  or surgical 
procedure; OR  

o For the purposes of 
research with consent. 

 
• For tissue removed after 1 

November 2003 from a living 
person, as part of a medical 
dental or surgical procedure, 
the tissue is not in the form of 
a tissue block or slide and the 
person is still alive, the 
researcher must ensure that 

Transplantation & Anatomy Act 
1979  
Consent to removal of tissue for 
research purposes must be given 
in writing, and a certificate 
regarding consent given by a 
designated officer. 
The terms of the participant's 
consent must be set out in the 
certificate issued by the 
designated officer.   
Accordingly, specific directions re 
consent for the use of tissue for 
future research should be 
documented. 
 
Specific requirements within the 
Transplantation & Anatomy Act 
1979 regarding provision of tissue 
for research on a ‘cost recovery’ 
basis by prescribed tissue banks. 

Human Tissue Act 1982 (Vic) 
An adult may consent in writing to 
the removal of regenerative tissue 
for the purposes of transfer to 
another living person or for 
therapeutic, scientific or medical 
purposes.  A medical practitioner 
may then issue a certificate of 
consent. The certificate will be 
sufficient authority to allow 
another medical practitioner to 
remove the tissue.  
 
A parent may give written 
consent for the removal of 
regenerative tissue from a child 
but only for the purposes of 
transplanting the tissue to a 
sibling or parent of the child.  It is 
not lawful to remove non-
regenerative tissue from the body 
of a living child for the purpose of 
the transplantation of the tissue 
to the body of another living 
person.  Note that ‘parent’ does 
not include reference to any other 
guardian of a child. 
For the purposes of regenerative 
tissue removal, a ‘child’ is a 
person who has not attained the 
age of 18 years and is not 
married.  
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consent for the use of the 
tissue for research has been 
obtained (either before or 
after removal). Consent is 
mandatory under NSW law.  

 
• Where tissue was removed 

after  1 November 2003 from 
a living person, as part of a 
medical dental or surgical 
procedure, the tissue is not in 
the form of a tissue block or 
slide and the person is now 
deceased, the researcher 
must ensure that consent for 
the use of the tissue has been 
obtained from the next of kin. 
Consent is mandatory under 
NSW law.  

 
• Where tissue was removed 

from a living person after 1 
November 2003 specifically 
for research purposes, the 
researcher must ensure that 
consent for the removal and 
use of the tissue has been 
obtained from the person. 
Consent is mandatory under 
NSW law.  
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Specific Legislation New South Wales Queensland Victoria 

 
Removal of human tissue 
(excluding blood) from a 
deceased person 
 

Human Tissue Act 1983 
requirements for consent to the 
use of human tissue for research 
purposes and these requirements 
are: 
Refer to the NSW Health Policy 
Guideline GL2006_021: Human 
Tissue – Requirements of the 
Human Tissue Act 1983 in relation 
to research and use of tissue. For 
NSW ’Human Tissue’ includes 
Blood. 
The requirements of the Human 
Tissue Act 1983 differ for research 
applications involving human 
tissue before and after 1 
November 2003.  
 
• For tissue removed prior to 1 

November 2003 from a 
deceased body, the 
researcher must ensure that 
the tissue was removed 
either: 
o For the purpose of a post 

mortem examination; OR 
o With the consent of a 

deceased person’s next of 
kin and with the 
authorisation of a 
designated officer of a 
hospital.  

 
• For tissue removed after 1 

November 2003 from a 
deceased body (either for the 

Removal of tissue from a 
deceased person is authorised if 
the person during their lifetime by 
signed writing consented to such 
removal after death, and such 
consent has not been revoked.  
If not, provided there is no reason 
to believe the person objected to 
removal of tissue after death then 
written consent must be obtained 
from the senior next of kin (or if 
the circumstances make written 
consent impracticable, oral 
consent from the senior next of 
kin may be given provided the 
fact and details of the consent are 
documented in the hospital 
record, and reasonable attempts 
are made to have the oral consent 
confirmed in writing by the senior 
next of kin). 
 
If accessing coronial material,  
application can only be reviewed 
and approved by the QH FSS-
HEC. 
 
For tissue, other than that 
covered under coronial material, 
the review can be undertaken by 
an appropriately certified HREC. 
 

Where a body is in a hospital, 
tissue may be removed from it for 
the purposes of the 
transplantation of the tissue to 
the body of a living person, or for 
use of the tissue for other 
therapeutic purposes or for 
medical or scientific purposes, on 
the authority of a designated 
officer of the hospital. That 
authority is only given if:  
• certain consents have been 

obtained from the deceased or 
their senior available next of 
kin; or  

• the designated officer cannot 
locate the senior available next 
of kin after reasonable 
enquiries, and has no reason to 
believe that the deceased 
expressed an objection to the 
removal of the tissue for the 
proposed purpose.  

 
Where a body is in a place other 
than a hospital, a registered 
medical practitioner may remove 
tissue from the body if:  
• the deceased consented or;  
• the senior available next of kin 
have consented; or  
• the registered medical 
practitioner cannot locate the 
senior available next of kin after 
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purpose of a post mortem 
examination or otherwise) 
and is not in the form of a 
tissue block or slide, the 
researcher must ensure that 
consent was obtained by the 
next of kin AND with the 
authorisation given to the 
removal and use by the 
designated hospital officer. 
 Consent is mandatory under 
NSW law.  

 
  
 
 

reasonable enquiries, and has no 
reason to believe that the 
deceased expressed an objection 
to the removal of the tissue for 
the proposed purpose.  
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Specific Legislation New South Wales Queensland Victoria 

 
Coronial material  

Refer to the NSW Health Policy 
Guideline GL2006_021: Human 
Tissue – Requirements of the 
Human Tissue Act 1983 in relation 
to research and use of tissue.  

The use of material from coronial 
autopsies for research requires 
the approval of the State Coroner.  
If the research involves access to 
coronial documents, approval as a 
"genuine researcher" under 
section 53 of the Coroners Act 
2003 is also required.  These 
approvals are subject to review by 
an ethics committee whose 
membership includes 
representatives of the State 
Coroner. 
 
Application can only be reviewed 
and approved by the QH FSS-
HEC. 
 

Research studies involving access 
to coronial material should be 
referred to the Victorian Institute 
for Forensic Medicine HREC. 

Persons in custody 
 

All research projects involving 
persons in custody in NSW and/or 
staff of NSW Justice Health 
require review by the NSW Justice 
Health HREC. 
 

The review can be undertaken by 
any certified HREC. 
 
Investigators will also be required 
to apply to Queensland Corrective 
Services for approval to conduct 
research involving persons in 
custody 

All research projects involving 
persons in custody in Victoria 
and/or staff of Victorian 
Department of Justice require 
review by the Victorian Justice 
HREC. 
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Specific Legislation New South Wales Queensland Victoria 

 

Australian Radiation Protection and Nuclear Safety Agency (ARPANSA) RPS 8 Code of Practice – Exposure 
of Humans to Ionising Radiation for Research Purposes (May 2005). 
 
For each site: The reviewing HREC will require an independent assessment  report or verification by a 
Medical Physicist  (Radiation Safety Officer)  of the total effective dose and relevant organ doses for those 
radiological procedures that are performed specifically for the research protocol 
 

Ionising radiation  
 
 

No further requirements No further requirements For Victoria: The HREC is required 
to review the Victorian Specific 
Module section 4 completed and 
provided by the Coordinating 
Principal Investigator (with details 
of the CPI site) and the Principal 
Investigator submits a Section 4 
“Use of Ionising Radiation” for 
each site. 
 

 

HREC guidance on specific State legislation Version 1.2: 28 September 2011      10 



 
Specific Legislation New South Wales Queensland Victoria 

 
State-wide data collections 
and data linkage 

All research projects requiring 
access (including linkage) to 
state-wide data collections owned 
or managed by NSW Health or the 
Cancer Institute NSW must be 
reviewed by the NSW Population 
and Health Services Research 
HREC. 

If a researcher seeks access to 
information held by Queensland 
Health for research using 
identifiable or potentially re-
identifiable health information for 
which the investigators are unable 
to obtain participant consent to 
use the personal or identifying 
information for a clearly specified 
research study, the researcher 
must make application to the 
Department under section 282 of 
the Public Health Act 2005 (PHA). 
Investigators need to detail in 
NEAF Section 8 CONFIDENTIALITY 
/ PRIVACY their knowledge of the 
requirement for a PHA application 
post HREC approval. 
 

To access data held by the 
Department of Health (DoH), 
departmental notification and 
endorsement is required prior to 
and must be submitted with the 
ethics application for review. 
 
Heads of the relevant DoH 
program areas may impose 
standard release conditions as 
custodians who have ultimate 
responsibility for the appropriate 
storage, handling of, access to 
and use of the data. 
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Specific Legislation New South Wales Queensland Victoria 

 

Commonwealth legislation on human cloning for reproduction and the regulation of human embryo 
research guides the ethics review process. 

Investigators need to detail in NEAF Section 9.4 PROJECT SPECIFIC SECTION their knowledge of the 
requirement for relevant applications in accordance with the guidelines and legislation.  

HREC review:  
HREC must evaluate the research proposal according to the NHMRC Embryo Research Licensing Committee 
Information Kit Chapter 4: Information for human research ethics committee.  The HREC must be satisfied 
that the activity or project has been designed so that proper consent is obtained from all responsible 
persons. 
 
A copy of the HREC's assessment and approval of the licence proposal should be provided to the NHMRC 
Licensing Committee, and should contain the following: 

- A statement that the HREC was constituted in accordance with the National Statement; 
- A statement that members fulfilling the required roles were present or had an opportunity to 

comment on the application; 
- A statement of how the application meets the requirements of the RIHE Act and relevant guidelines; 

and 
- A statement of how the consent process and documents will allow for proper consent to be 

obtained, in accordance with the ART Guidelines and the National Statement. 
 
Investigator: Applies for a licence to the NHMRC Licensing Committee to conduct embryo research post 
HREC approval. 
 

Embryo research 

Consent from gamete provider 
required prior to an Assisted 
Reproductive Technology (ART) 
provider using a gamete or 
embryo for research. 

No further requirements No further requirements 
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Specific Legislation New South Wales Queensland Victoria 

 
Gene technology 
 

Commonwealth Gene Technology Act 2000 

Research to which Chapter 3.5 of the National Statement applies must be reviewed and approved by a 
HREC rather than through any other process of ethical review, except where the research uses collections 
of non-identifiable data and involves negligible risk, and may therefore be exempted from ethical review. 

Investigators need to detail in NEAF Section 9.6 PROJECT SPECIFIC SECTION their knowledge of the 
requirement for relevant applications in accordance with the guidelines and legislation. 
 
The researcher must address: 
• Where research may discover or generate information of potential importance to the future health of 

participants, or their blood relatives, investigators must prepare and follow an ethically defensible plan 
to disclose or withhold that information. 

• Consent should be sought from appropriate community representatives as well as from the individuals 
concerned, where: 

o investigators propose to collect genetic material and information from individuals who are 
chosen because of their membership of a particular community; 

o the research involves sensitivities for that community; and 
o there is known to be a culturally relevant community structure involved in such matters. 

• Approval must be granted by the relevant Institutional Biosafety Committee (IBC)  
• An application for a licence for dealings with a Genetically Modified Organism (GMO) not involving 

intentional release of the GMO into the environment (DNIR) OR a licence  for dealings with a GMO 
involving intentional release of the GMO into the environment (DIR) must be submitted to the Office of 
the Gene Technology Regulator (OGTR). 

 

The HREC must ensure investigators have documented their awareness of their responsibilities in NEAF 
Section 9.6. 

 
 Where the genetic material is in 

the form of human tissue, the 
Human Tissue Act (NSW) will 
apply, possibly imposing 
additional conditions. 

No further requirements No further requirements 
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Specific Legislation New South Wales Queensland Victoria 

 
Relevant documents in the custody of a Commonwealth institution may be required to be dealt with in 
accordance with the Archives Act 1983. 
 
Good Clinical Practice (GCP): Requires sponsors to retain records for 15 years following the completion of 
clinical trials regulated by the Therapeutic Goods Authority (TGA). However, the TGA also notes that the 
overriding consideration for sponsors with respect to record retention is the issue of product liability and 
the potential need to produce records at any time during, and possibly beyond, the life of a product in the 
event of a claim as a result of an adverse outcome associated with the use of the product. 
For paediatric trials, health information is retained in storage for 7 years following the study if all 
participants are over 18 years old, and for 7 years following the 18th birthday of the youngest participant if 
the participants are not all over 18 years old. 
The Australian Code for the Responsible Conduct of Research: Section 2.1 describes differing lengths of 
time for retention of research data dependent on the type of research being conducted.   
 

Record keeping 
 

Reviewing HREC governance 
responsibility for conduct of the 
trial according to Commonwealth 
and State law 

Reviewing HREC governance 
responsibility for conduct of the 
trial according to Commonwealth 
and State law 

Reviewing HREC governance 
responsibility for conduct of the 
trial according to Commonwealth 
and State law 

According to the National Statement the investigator must address in NEAF the level of risk and how this 
will be managed 
Prior to endorsing any trial, the HREC must be satisfied that (among other things): 
(a) There is adequate expertise available to advise on the safety of the medicinal products or other 
interventions available; and 
(b) Procedures are in place for regular reporting of trial progress; serious or unexpected adverse event 
reporting, reporting of significant new information regarding the trial products; reporting of premature trial 
discontinuation and, in the case of medical devices, that a system is in place to track the recipient for the 
lifetime of the device. 
 

Risk management 
 

No further requirements The HREC must conduct ethical 
and scientific review of research 
proposals in line with the NHMRC 
National Guidelines and the QH 
Research Management Policy and 
its Implementation Standards.  
The assessment process must be 
transparent and defensible.   

For clinical trials conducted at a 
Victorian public hospital, it may 
be necessary to consult or notify 
the Victorian Managed Insurance 
Authority 
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