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POLICY

POLICY STATEMENT

Monash Health is committed to clinical and health services research being conducted to the highest ethical 
standards, protecting the welfare of individual participants and respecting their rights, safety and dignity whilst 
also protecting and supporting researchers in accordance with the applicable national guidelines and regulatory 
requirements.

EVALUATION, MONITORING AND REPORTING OF COMPLIANCE TO THIS POLICY

Compliance to this policy will be monitored, evaluated and reported through the Monash Health Research 
Council, Human Research Ethics Committee, auditing of research projects and annual research reports.

KEYWORDS

Ethics, research governance, participants, researchers, legislative compliance.

KEY LEGISLATION AND STANDARDS

The following legislation, regulations, standards and other instruments are applicable to this policy:

▪ Health Records Act 2001

▪ Health Services Act 1988

▪ Human Tissue Act 1982

▪ Human Tissue Regulations (Vic) 2025

▪ Industry Research and Development Act 1986 (Cth)

▪ Information Privacy Act 2000

▪ Medical Treatment Planning and Decisions Act 2016

▪ Privacy and Data Protection Act 2014

▪ Research Involving Human Embryos Act 2002 (Cth)

▪ Research Involving Human Embryos Act 2008 (Vic) 

▪ Therapeutic Goods (Medical Devices) Regulations 2002 (Cth)

▪ Therapeutic Goods Act 1989 (Cth)

https://www.legislation.vic.gov.au/in-force/acts/health-records-act-2001
http://www.legislation.vic.gov.au/Domino/Web_Notes/LDMS/LTObject_Store/LTObjSt7.nsf/07c00f1b6c5c4afbca25776700219570/5b96ec01cc772c95ca257a3600032925/$FILE/88-49aa133%20authorised.pdf
http://www.legislation.vic.gov.au/Domino/Web_Notes/LDMS/LTObject_Store/LTObjSt9.nsf/DDE300B846EED9C7CA257616000A3571/8F3302C40B5C1396CA257D810080D5D9/$FILE/82-9860aa044%20authorised.pdf
https://www.legislation.vic.gov.au/as-made/statutory-rules/human-tissue-regulations-2025
https://www.comlaw.gov.au/Details/C2007C00639
http://www.legislation.vic.gov.au/domino/web_notes/ldms/pubstatbook.nsf/f932b66241ecf1b7ca256e92000e23be/4be13ae4a4c3973eca256e5b00213f50/$FILE/00-098a.pdf
http://classic.austlii.edu.au/au/legis/vic/num_act/mtpada201669o2016397/
http://www.legislation.vic.gov.au/domino/web_notes/ldms/pubstatbook.nsf/f932b66241ecf1b7ca256e92000e23be/05CC92B3F8CB6A6BCA257D4700209220/$FILE/14-060aa%20authorised.pdf
https://www.comlaw.gov.au/Details/C2014C00605
http://www.legislation.vic.gov.au/Domino/Web_Notes/LDMS/PubStatbook.nsf/51dea49770555ea6ca256da4001b90cd/199E8F96594D0409CA25750C00124786/$FILE/08-74a.pdf
https://www.comlaw.gov.au/Series/F2002B00237
https://www.comlaw.gov.au/Series/C2004A03952
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▪ Therapeutic Goods Regulations 1990 (Cth)

▪ National Statement on Ethical Conduct in Human Research(2025)

▪ Australian Code for the Responsible Conduct of Research(2018)

▪  NHMRC Safety monitoring and reporting in clinical trials involving therapeutic goods(2016)

▪ ICH GCP E6(R3) Guideline for Good Clinical Practice

Document governance

Approving body Monash Health Executive Policy and Strategy Committee

Executive Sponsor Chief Medical Officer  

Responsible Program, 
Service, Unit, Department 
or Committee

Research Support Services

Primary Contact  Research Governance Manager

Monash Health asks that you consider the environment before printing this document

https://www.comlaw.gov.au/Series/F1996B00406
https://www.nhmrc.gov.au/about-us/publications/national-statement-ethical-conduct-human-research-2025
https://www.nhmrc.gov.au/about-us/publications/australian-code-responsible-conduct-research-2018
https://www.nhmrc.gov.au/about-us/publications/safety-monitoring-and-reporting-clinical-trials-involving-therapeutic-goods/
https://database.ich.org/sites/default/files/ICH_E6%28R3%29_Step4_FinalGuideline_2025_0106.pdf

