
1.  Including autologous stem cells under the Biologicals Regulatory Framework of the Therapeutic Goods   

 Administration;

����3URYLGLQJ�WUDLQLQJ�IRU�KHDOWK�DQG�PHGLFDO�SUDFWLWLRQHUV�DERXW�WKH�ULVNV�DQG�EHQH´WV�RI�$6&V�IRU�SDUWLFXODU�� �

 conditions;

����(GXFDWLQJ�KHDOWK�FRQVXPHUV�DERXW�WKH�ULVNV�DQG�EHQH´WV�RI�DFFHVVLQJ�LQWHUYHQWLRQV�ZLWK�$6&V�RXWVLGH�WKH�FRQWH[W��

 of clinical trials, and the differences between established clinical practice, innovation and clinical research;

4. Enforcing breaches of advertising standards through consumer protection laws;

5. Encouraging clinical research rather than ad hoc interventions;

���&UHDWLQJ�D�UHJLVWHU�RI�LQQRYDWLYH�LQWHUYHQWLRQV�WR�HQDEOH�DVVHVVPHQW�RI�LQQRYDWLYH�VWHP�FHOO�LQWHUYHQWLRQV�SULRU�WR��

 their clinical use;

7. Enforcing professional standards through AHPRA (Australian Health Practitioners Regulation Agency) and the  

� KHDOWK�FRPSODLQWV�HQWLWLHV�LQ�HDFK�VWDWH�DQG�WHUULWRU\�VXFK�DV�WKH�+HDOWK�&DUH�&RPSODLQWV�&RPPLVVLRQ�LQ�1HZ�6RXWK�

� :DOHV�DQG�WKH�2I´FH�RI�WKH�+HDOWK�6HUYLFHV�&RPPLVVLRQHU�LQ�9LFWRULD��

Autologous Stem Cell ‘Therapies’ in Australia: 

The Need for Regulatory Reform

Executive Summary:

This policy brief discusses ethical and legal concerns surrounding the clinical use of autologous adult stem cells 

(ASCs). In Australia, clinical uses of autologous stem cells are currently unregulated. While this system has enabled 

the introduction and expansion of autologous haematopoietic progenitor cell (HPC) transplantation for the 

treatment of conditions where it has been clearly demonstrated to increase remission period and overall survival, 

it has been open to abuse and led to the ‘selling’ of autologous cellular interventions where there is no evidence of 

EHQH´W�DQG�WKH�YHU\�UHDO�SRVVLELOLW\�RI�KDUP��WR�FRQVXPHUV��WKHLU�IDPLOLHV�DQG�WKH�HQWLUH�FRPPXQLW\���7KHVH�SUDFWLFHV�

are often framed as ‘innovation’; however, the interventions often fail to meet basic safety standards and lack 

HYLGHQFH�RI�HI´FDF\��7R�HQFRXUDJH�UHVSRQVLEOH�LQQRYDWLRQ�ZLWK�DXWRORJRXV�VWHP�FHOOV�LQ�FOLQLFDO�VHWWLQJV��ZH�SURSRVH�

the following points for consideration:
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1. Types of Stem Cells 

Stem cells are cells that have the capacity for self-renewal and the ability to differentiate into multiple cell types. They are 

characterised according to their developmental potency (i.e. the breadth of their capacity to differentiate into multiple cell 

types) and by the source from which they are isolated (i.e. from an embryo or adult/somatic tissue). Adult/somatic stem 

cells can be further categorised according to their source: e.g. fetal tissues, umbilical cord blood, bone marrow, adipose 

tissue (fat) and the relationship between the source and ‘target’ application (autologous – where stem cells are taken from 

the patients for later re-administration to them, and allogeneic – where stem cells are taken from a donor and administered 

to a different ‘host’). This policy brief is concerned with the clinical application of adult stem cells derived from the patient, 

so called autologous ASCs. 

2. Established and Unproven Uses of Autologous ASCs

At present, autologous ASCs have an established role in ‘blood and bone marrow’ (BMT) or ‘haematopoietic stem cell’ 

transplantation (HSCT, HPT or ASCT) for a range of malignant, metabolic, immunological or genetic diseases affecting 

DGXOWV�DQG�FKLOGUHQ�LQFOXGLQJ�OHXNDHPLD��O\PSKRPD��P\HORPD��DSODVWLF�DQDHPLD��LPPXQRGH´FLHQF\�GLVRUGHUV�DQG�

haemoglobinopathies 

In each of these situations autologous HSCT extends survival and has become established as a standard of care. 

Increasing evidence from clinical trials also supports a possible role for BMT in other conditions, including multiple sclerosis, 

scleroderma and autoimmune diseases and there is some, limited, data to support HSCT in a small number of patients with 

solid cancers, such as germ cell tumours. 

While there are a growing number of evidence-based uses of ASCs, autologous ASCs are also increasingly being marketed 

for the treatment of a wide range of conditions, including, osteoarthritis, motor neurone disease, autism, asthma, and 

GHPHQWLD��PLJUDLQH��LQIHUWLOLW\�DQG�HUHFWLOH�G\VIXQFWLRQ��:KLOH�WKHUH�LV�VRPH�GDWD�WR�VXJJHVW�SRVVLEOH�EHQH´W�LQ�VHOHFWHG�

patients with osteoarthritis, beyond this there is no good quality data to support autologous ASC interventions in any of 

these other conditions. 

Introduction: 

Autologous Stem Cell ‘Therapies’ in Australia

In Australia, the clinical use of autologous cells (cells derived from the patient’s own body) is currently excluded 

from regulation under the Biologicals Framework (Therapeutic Goods Act). This exclusion, which encompasses 

autologous adult stem cells (autologous ASCs), has encouraged a booming market of private clinics offering 

stem cell interventions beyond the use of autologous haematopoietic stem cell transplantation for established 

indications, such as haematological malignancies. Autologous ASCs interventions are generally administered 

RXWVLGH�FOLQLFDO�WULDOV�IRU�D�IHH��GHVSLWH�D�ODFN�RI�VFLHQWL´F�HYLGHQFH�WKDW�GHPRQVWUDWHV�VDIHW\�DQG�HI´FDF\�RI�WKHVH�

VR�FDOOHG�¬LQQRYDWLYH�WKHUDSLHV­��:KLOH�WKLV�PDUNHW�KDV�SURYLGHG�SUR´WDEOH�EXVLQHVV�RSSRUWXQLWLHV��YXOQHUDEOH�SDWLHQW�

populations are being exposed to exploitation and unnecessary harms, creating an urgent need to review the 

FXUUHQW�UHJXODWLRQ�RI�DXWRORJRXV�$6&V�LQ�$XVWUDOLD�DQG�GHYHORS�DQ�HWKLFDOO\��VRFLDOO\�DQG�VFLHQWL´FDOO\�UHVSRQVLEOH�

innovation framework for stem cell interventions.
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And even the data that exists to support the use of 

autologous ASC interventions in osteoarthritis is weak, 

deriving mainly from non-randomised, non-blinded 

studies involving small numbers of patients and with 

little standardization of inclusion and exclusion criteria 

or outcome measures. This means that while the 

accumulation of data supporting the use of autologous 

$6&�LQWHUYHQWLRQV�LQ�SDWLHQWV�ZLWK�RVWHRDUWKULWLV�MXVWL´HV�

IXUWKHU�UHVHDUFK�LW�LV�LQVXI´FLHQW�WR�MXVWLI\�WKH�PDUNHWLQJ�

sale and administration of autologous ASCs interventions 

outside of clinical trials. Furthermore, it remains unclear 

whether many of the autologous ASCs interventions 

marketed in Australia even contain stem cells.

In general terms, medical therapies are introduced and 

UHLPEXUVHG�IROORZLQJ�GHPRQVWUDWLRQ�RI�HI´FDF\�DQG�

safety from Phase 3 clinical trials. Outside of HSCT, few 

autologous ASC interventions have been tested in Phase 

��HI´FDF\�WULDOV������������DQG�VR�WKHLU�XVH�LQ�WKH�SDWLHQW�

populations described above must be regarded not as 

evidence-based practice but as experimental innovation. 

Autologous ASCs are therefore currently being offered 

to patients as ‘innovative therapies’—that is, clinical 

LQWHUYHQWLRQV�WKDW�DUH�DGPLQLVWHUHG�ZLWKRXW�VFLHQWL´F�

HYLGHQFH�RI�HI´FDF\�DQG�VDIHW\�DQG�RXWVLGH�RI�D�IRUPDO�

FOLQLFDO�WULDO�VHWWLQJ��������7KLV�¬XQSURYHQ­�XVH�RI�DXWRORJRXV�

ASCs is the focus of this Policy Brief. 

This practices is troubling because patients may not 

be fully informed that the interventions offered to them 

have not been established as safe and effective, and 

because vulnerable and desperate patients may be willing 

to try a potentially harmful therapy without the usual 

protections of formal clinical trials. While it would seem a 

simple matter to condemn the marketing of autologous 

$6&�LQWHUYHQWLRQV�WR�SDWLHQWV�ZKHUH�WKHUH�LV�LQVXI´FLHQW�

HYLGHQFH�RI�HI´FDF\�DQG�WKH�SRWHQWLDO�IRU�VLJQL´FDQW�KDUPV��

judgment on this issue is complicated by the (broadly 

shared) desire to also respect patient autonomy and the 

physician-patient relationship and to enable both clinical 

LQQRYDWLRQ�DQG�VFLHQWL´F�UHVHDUFK��3DWLHQW�DGYRFDF\�

RUJDQLVDWLRQV�DUH�DOVR�SODFHG�LQ�D�GLI´FXOW�SRVLWLRQ�ZLWK�

regard to regulation of this practice because they must 

balance the need to promote safe and effective therapies 

against the desire to promote all options that may help 

the individuals they represent. The unrestricted marketing 

of these unproven autologous cell therapies may also 

adversely impact on the efforts of the broader industry 

to responsibly translate promising stem cell research into 

clinical practice.

    3. Autologous ASC Interventions in a Global and Australian Context

Private clinics selling unproven stem cell-based interventions operate around the globe, in both high and low 

income countries. This includes the United States, Ireland, Australia, Germany, Japan, China, India, Mexico and many 

more (5-9). Observers of the global stem cell industry note that it is common for stem cell providers to engage in 

direct-to-consumer marketing of these interventions. Evidence also suggests that this largely unregulated industry is 

thriving and that Australia has been increasingly becoming a destination for patients seeking treatments with stem 

FHOOV�������7KXV��WKH�HWKLFDO�LPSOLFDWLRQV�RI�WKH�EXVLQHVVHV�WKDW�RSHUDWH�ZLWKLQ�WKLV�LQGXVWU\�LQ�$XVWUDOLD�DUH�ERWK�D�

national and international concern. 

&XUUHQWO\��WKHUH�DUH�RYHU����SULYDWH�SURYLGHUV�LQ�$XVWUDOLD�WKDW�RIIHU�DXWRORJRXV�$6&V�WR�SDWLHQWV�RI�DOO�DJHV��$V�

the market with autologous ASCs is currently unregulated, there are no reliable data that can indicate how many 

patients have been ‘treated’ by these clinics. The majority of autologous ACS interventions currently being marketed 

by Australian stem cell clinics incorporate adult adipose derived (fat derived) cells that are claimed to contain 

mesenchymal stem cells (cells that can differentiate into a variety of cell types). These are marketed for a wide range 

of indications, including osteoarthritis, motor neurone disease, autism, asthma, dementia and a range of cosmetic 

procedures, including facial rejuvenation, anti-ageing ‘treatments’ or hair restoration. 
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Autologous ASCs are usually administered parenterally, i.e. via intravenous injections (into a vein), intra-articular injections 

�LQWR�D�MRLQW��RU�LQWUDWKHFDO�LQMHFWLRQV��LQWR�WKH�VSLQDO�µXLG���RU�VXEFXWDQHRXVO\�IRU�FRVPHWLF�SURFHGXUHV��7KHVH�GLIIHUHQW�

DGPLQLVWUDWLRQ�URXWHV�KDYH�GLIIHUHQW�VDIHW\�ULVNV�SUR´OHV��ZLWK�LQWUDYHQRXV�DQG�LQWUDWKHFDO�LQMHFWLRQV�EHLQJ�DVVRFLDWHG�

with higher risk to patients.  The risk of autologous ASC therapies is also a function of how it is prepared (i.e. the extent 

RI�LWV�PDQLSXODWLRQ�H[�YLYR��DQG�LWV�XVH�¨�VSHFL´FDOO\��ZKHWKHU�WKH�FHOOV�DGPLQLVWHUHG�DUH�GHULYHG�IURP�WKH�VDPH�W\SH�RI�

ELRORJLFDO�VRXUFH�DV�WKH�ELRORJLFDO�¬WDUJHW­��KRPRORJRXV�XVH��RU�QRW��QRQ�KRPRORJRXV�XVH���+RPRORJRXV�XVH�LV�GH´QHG�

E\�WKH¢7KHUDSHXWLF�*RRGV�$GPLQLVWUDWLRQ��7*$���WKH�UHJXODWRU\�ERG\�IRU�WKHUDSHXWLF�JRRGV�LQ�$XVWUDOLD��DV�ªWKH�UHSDLU��

reconstruction, replacement, or supplementation of a recipient’s cells or tissues with a biological that performs the same 

EDVLF�IXQFWLRQ�LQ�WKH�UHFLSLHQW�DV�LQ�WKH�GRQRU«�������7KH�KRPRORJRXV�XVH�RI�$6&V�LV�DVVRFLDWHG�ZLWK�IHZHU�ULVNV�IRU�SDWLHQWV��

Most private clinics in Australia utilize autologous ASCs for non-homologous use (i.e. cells derived from fat administered 

intravenously for Parkinson’s disease). Given that few autologous ASCs are prepared in accredited laboratories, and under 

good manufacturing standards, further raising the possibility of physical harm to patients. 

There is clear evidence that unproven ASC interventions can cause considerable physical and emotional harm. Several 

cases have been reported internationally, including a woman who developed a tumour-like nasal tissue growth 

RQ�KHU�EDFN�HLJKW�\HDUV�DIWHU�DQ�DXWRORJRXV�FHOO�LQWHUYHQWLRQ�WR�FXUH�KHU�SDUDO\VLV�������D�ZRPDQ�ZKR�GHYHORSHG�

DQJLRP\HRORSUROLIHUDWLYH�OHVLRQV�IROORZLQJ�DQ�DXWRORJRXV�VWHP�FHOO�LQWHUYHQWLRQ�IRU�OXSXV�QHSKULWLV�������D�PDQ�DQG�KLV�

parents who experienced pulmonary embolism and infarct following multiple autologous stem cell interventions for 

FHUYLFDO�KHUQLDWHG�LQWHUYHUWHEUDO�GLVF�������DQG�D�PDQ�ZKR�GHYHORSHG�YHQWULFXODU�´EULOODWLRQ�IROORZLQJ�DQ�DXWRORJRXV�$6&�

LQWHUYHQWLRQ�IRU�LQKHULWHG�FDUGLRP\RSDWK\�������

,Q�$XVWUDOLD��WKH�XQIRUWXQDWH�GHDWK�RI�6KHLOD�'U\VGDOH�LQ�'HFHPEHU������IURP�VXUJLFDO�FRPSOLFDWLRQV�RI�DXWRORJRXV�$6&�

¬WKHUDS\­�IRU�GHPHQWLD�DW�D�6\GQH\�FOLQLF�KDV�EURXJKW�WKLV�LVVXH�WR�WKH�IRUH�������)ROORZLQJ�DQ�LQTXLU\�LQWR�0V�'U\VGDOH­V�

GHDWK��WKH�16:�'HSXW\�6WDWH�&RURQHU�FRQFOXGHG�WKDW�WKH�DXWRORJRXV�$6&�LQWHUYHQWLRQ�ZDV�XQSURYHQ�DQG�XQMXVWL´HG�

DQG�FDOOHG�IRU�UHJXODWRU\�PHDVXUHV�WKDW�ZLOO�HQVXUH�WKDW�PHGLFDO�LQQRYDWLRQ�FRPSOLHV�ZLWK�ªVFLHQWL´FDOO\�UHFRJQLVHG�FOLQLFDO�

SURWRFROV«�������$�UHFHQW�UHSRUW�E\�WKH�$%&�5DGLR�VXJJHVWV�WKDW�WKLV�$XVWUDOLDQ�FDVH�LV�IDU�IURP�LVRODWHG��GRFXPHQWLQJ�FDVHV�

LQYROYLQJ�LQWHUQDO�EOHHGLQJ�DQG�LUUHYHUVLEOH�MRLQW�GDPDJH�IROORZLQJ�DXWRORJRXV�$6&�¬WKHUDSLHV­�IRU�RVWHRDUWKULWLV������

In addition to posing physical risks, interventions with autologous ASCs are expensive. The cost of an injection of 

DXWRORJRXV�$6&V�IRU�WKH�WUHDWPHQW�RI�RVWHRDUWKULWLV�LQ�D�MRLQW�YDULHV�IURP��������WR�����������������ZKLOH�WKH�FRVW�RI�DQWL�

DJHLQJ�LQWHUYHQWLRQV�VWDUWV�DW��������������DQG�RIWHQ�LQYROYH�UHSHDWHG�DGPLQLVWUDWLRQ�RI�LQMHFWLRQV��ZKLFK�UDLVHV�WKH�RYHUDOO�

cost of the so-called ‘treatment.’ Most interventions with autologous ASCs involve additional costs for consultation with 

health professionals, cell storage and subsequent ‘therapy.’ Some clinics offer interest free payment plans for ‘low-cost’ 

LQWHUYHQWLRQV�RI�XS�WR�������������DQG�FUHGLW�SD\PHQW�SDFNDJHV�IRU�KLJK�FRVW�LQWHUYHQWLRQV�WKDW�DOORZ�SDWLHQWV�WR�UHSD\�

WKH�FRVWV�RI�FRVPHWLF�DQG�GHQWDO�LQWHUYHQWLRQV�XS�WR���������RYHU����PRQWKV����������,Q�DOO�FDVHV��WKHVH�FRVWV�DUH�QRW�

reimbursed through Medicare or private insurers, with patients and their families being fully responsible for covering these 

VLJQL´FDQW�H[SHQVHV��+HQFH�SDWLHQWV­�´QDQFLDO�ULVN�LV�DQ�LPSRUWDQW�FRQVLGHUDWLRQ�LQ�IUDPLQJ�UHJXODWLRQ�DQG�DSSURSULDWH�

protections. 

Finally, such interventions also pose the risks associated with diverting patients from conventional medical care and 

H[SHUWLVH�RI�TXDOL´HG�PHGLFDO�SUDFWLWLRQHU�

4. Risks and Costs of 

    Autologous ASC Interventions
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Regulation of Stem Cell Therapies In Australia

1. Regulation by the Therapeutic Goods Administration

The regulation of stem cell therapies and other therapeutic goods is overseen by the Therapeutic Goods Administration 

�7*$���7KH�7*$­V�5HJXODWRU\�)UDPHZRUN�IRU�%LRORJLFDOV�LQWURGXFHG�WKRURXJK�VWDQGDUGV�IRU�VWHP�FHOO�WKHUDSLHV�LQ�����������

DQG�SURYLGHG�D�FODVVL´FDWLRQ�RI�ELRORJLFDO�SURGXFWV��VXFK�DV�KXPDQ�FHOOV��DFFRUGLQJ�WR�GLIIHUHQW�OHYHOV�RI�ULVN�DVVRFLDWHG�

with their use. Cells or tissues (including stem cells) administered to the same patient from whom they were extracted are, 

KRZHYHU��H[HPSW�IURP�WKH�UHJXODWLRQ��SURYLGHG�WKDW�WKH\�DUH������

Autologous uses that meet these criteria are effectively not considered therapeutic goods and are excluded from any 

oversight by the TGA. As a consequence, any registered medical practitioner in Australia can offer autologous ASCs to 

patients for a single treatment outside of a clinical trial framework and charge for the privilege. 

2. Regulation of Direct-to-Consumer Marketing

ASC providers commonly market interventions with autologous ASCs directly to consumers, using unsupported claims 

DERXW�WKHLU�HI´FDF\�DQG�VDIHW\��7KHVH�PDUNHWLQJ�VWUDWHJLHV�DUH�HWKLFDOO\�WURXEOLQJ�DQG�DUH�LQ�EUHDFK�RI�H[LVWLQJ�$XVWUDOLDQ�

UHJXODWLRQ�IRU�WKH�SURPRWLRQ�RI�KHDOWK�VHUYLFHV�DV�RXWOLQHG�LQ�WKH�+HDOWK�3UDFWLWLRQHU�5HJXODWLRQ�1DWLRQDO�/DZ��WKH�1DWLRQDO�

/DZ�������DGYHUWLVLQJ�JXLGHOLQHV�DQG�WKH�$XVWUDOLDQ�&RQVXPHU�/DZ�

1.

collected from a patient who is under the 

clinical care and treatment of a medical 

practitioner registered under a law of a State 

or an internal Territory;  and

2.

manufactured by that medical practitioner, or 

by a person or persons under the professional 

supervision of that medical practitioner, for 

therapeutic application in the treatment of 

a single indication and in a single course of 

treatment of that patient by the same medical 

practitioner, or by a person or persons under 

the professional supervision of the same 

medical
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 is false, misleading or deceptive or is likely to be misleading or deceptive

 offers a gift, discount or other inducement to attract a person to use the service or the   

 business, unless the advertisement also states the terms of the offer

 uses testimonials or purported testimonials about the services or business

 directly or indirectly encourages the indiscriminate or unnecessary use of regulated health services. 



The Medical Board of Australia (MBA) is the 

professional body that maintains the licensure and 

registration of medical practitioners in Australia. The 

MBA has developed standards and guidelines for 

medical professionals, and investigates complaints 

that are made against licensed practitioners. The Good 

Medical Practice Code of Conduct������VWDWHV�WKDW�DQ\�

information practitioners publish on their services must 

EH�IDFWXDO�DQG�YHUL´DEOH��)XUWKHU��D�SUDFWLWLRQHU�PXVW�

not guarantee cures, exploit patients’ vulnerabilities, 

or raise unrealistic expectations for clinical outcomes. 

Finally, a practitioner must not use testimonials to 

advertise their services, or make unfair or inaccurate 

comparisons between their services and those of 

colleagues.

7KH�$XVWUDOLDQ�+HDOWK�3UDFWLWLRQHU�5HJXODWLRQ�$JHQF\�

�$+35$��LV�UHVSRQVLEOH�IRU�WKH�LPSOHPHQWDWLRQ�

RI�WKH¢1DWLRQDO�5HJLVWUDWLRQ�DQG�$FFUHGLWDWLRQ�

6FKHPH¢DFURVV�$XVWUDOLD�DQG�SURYLGHV�VXSSRUW�WR�

���GLVFLSOLQH�IRFXVHG�1DWLRQDO�%RDUGV�WKDW�UHJXODWH�

WKH�KHDOWK�SURIHVVLRQV��$+35$�KDV�LVVXHG�Guidelines 

for Advertising Regulated Health Services ������WKDW�

HODERUDWH�RQ�WKH�1DWLRQDO�/DZ��7KH�Guidelines identify 

a series of behaviours that are incompatible with 

those expected of the profession, including leaving 

out important information, using titles that may lead 

a consumer into thinking that the provider is more 

TXDOL´HG�WKDQ�WKH\�DUH��DQG�DGYHUWLVLQJ�WKH�KHDOWK�

EHQH´WV�RI�D�VHUYLFH�ZKHQ�WKHUH�LV�QR�HVWDEOLVKHG�

HYLGHQFH�WKDW�VXFK�EHQH´WV�FDQ�EH�DWWDLQHG��)DLOLQJ�

to disclose the health risks associated with treatment, 

or claiming that a product is ‘exclusive’ or contains a 

‘secret ingredient’ may also contravene the National 

Law. 

Furthermore the Guidelines note that the use of before-and-after photographs in advertising has the potential to mislead 

and/or deceive a patient into believing that an intervention is more effective and safer than it really is and that practitioners 

should therefore ensure the following where images are included in advertising material:  

 the images are as similar as possible in content, camera angle, background, framing and exposure,

 the images are consistent in regards to posture, clothing and make-up,

 the images are consistent in regards to lighting and contrast,

 an explanation is provided if photographs have been altered in any way, and

 the reference procedure is the only visible change that has occurred for the person being photographed.

The Guidelines also prohibit the use of ‘testimonials,’ (positive statements about the clinical aspects of a health service in 

advertising of health services. 

Finally, the AHPRA Guidelines state that all advertisements for invasive procedures should include a clear visible 

ZDUQLQJ�WKDW�UHFRPPHQGV�SDWLHQWV�VHHN�D�VHFRQG�RSLQLRQ�IURP�DQ�DSSURSULDWHO\�TXDOL´HG�KHDOWK�SUDFWLWLRQHU�EHIRUH�

undertaking the procedure. If the text of warning is in smaller print than the main text, or placed in an obscure position, the 

advertisement may contravene the National Law. 
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If a practitioner fails to comply with these provisions, then it is argued that they are likely to be placing their own 

FRPPHUFLDO�LQWHUHVWV�DKHDG�RI�SDWLHQWV­�KHDOWK�DQG�ZHOO�EHLQJ�DQG�VR�PD\�EH�VXEMHFW�WR�´QHV�RU�UHVWULFWLRQV�RQ�WKHLU�

registration to practice.

Australian Consumer Law �����DOVR�SURKLELWV�SURYLGHUV�IURP�PDNLQJ�IDOVH�RU�PLVOHDGLQJ�VWDWHPHQWV�DERXW�WKH�TXDOLW\�DQG�

standard of products to the consumer and in their promotional material, including websites.  All doctors who practice as 

private practitioners are regarded as carrying on a business and, therefore, must comply with the Australian Consumer 

Law. If a doctor fails to comply then the Australian Competition and Consumer Commission (ACCC) is able to issue 

infringement, substantiation and public warning notices, and may also take legal action. However, the enforcement of this 

regulation requires patients to register complaints. The complaint process and the assumption that patients and their 

families have the time, money and energy to follow through represent major limitations of this regulation.

3. Relevant Professional Regulations

Even though they are currently exempted from TGA oversight, practitioners who administer ASCs must comply with 

professional requirements stated in the Health Practitioner Regulation National Law Act �����DQG�0HGLFDO�%RDUG�JXLGHOLQHV��

All doctors have a professional responsibility to comply with the Medical Board of Australia’s Good Medical Practice: A 

Code of Conduct for Doctors in Australia 2014�������7KH�SURYLVLRQV�PRVW�UHOHYDQW�WR�VWHP�FHOO�SURYLGHUV�LQYROYH�

 professional conduct in the doctor-patient relationship, including the requirement of not exploiting patients   

� SK\VLFDOO\��HPRWLRQDOO\��RU�´QDQFLDOO\�

� HIIHFWLYH�FRPPXQLFDWLRQ��LQFOXGLQJ�WKH�RSWLRQV�IRU�PDQDJLQJ�SDWLHQWV­�FRQGLWLRQV�DQG�WKHLU�SRWHQWLDO�EHQH´W�DQG�

 harm;

 appropriate handling of adverse events, including openness and honesty in communication about adverse events  

 and the processes for reporting complaints;

� ZLVH�XVH�RI�KHDOWKFDUH�UHVRXUFHV��LQFOXGLQJ�PDNLQJ�VXUH�WKDW�WKH�VHUYLFHV�SURYLGHG�DUH�OLNHO\�WR�EHQH´W�WKH�SDWLHQW�

 effective risk management, including provider’s participation in systems of quality assurance and monitoring of  

 adverse events and

� DSSURSULDWH�´QDQFLDO�DQG�FRPPHUFLDO�GHDOLQJ��VXFK�DV�KRQHVW�DQG�WUDQVSDUHQW�´QDQFLDO�DUUDQJHPHQWV�ZKLFK�GR�QRW��

 exploit patients’ vulnerability or lack of familiarity with medical knowledge.

$GGLWLRQDOO\��$3+5$­V�Recency of Practice Registration Standard 2010������UHTXLUHV�SUDFWLWLRQHUV�WR�KDYH�UHFHQW�SUDFWLFH�

LQ�WKH�´HOGV�LQ�ZKLFK�WKH\�ZRUN�GXULQJ�WKH�SHULRG�RI�WKHLU�UHJLVWUDWLRQ��7KLV�PHDQV�WKDW�SUDFWLWLRQHUV�ZKR�FRQGXFW�VWHP�FHOO�

treatments need to be able to prove to the Medical Board that they have adequate training and a demonstrated level of 

competence. 

(DFK�VWDWH�KDV�D�VSHFL´F�DXWKRULW\�WR�LQYHVWLJDWH�FRPSODLQWV�LQ�RUGHU�WR�HQIRUFH�FRPSOLDQFH�ZLWK�WKH�&RGH��,Q�1HZ�6RXWK�

Wales, complaints need to be made to the Health Care Complaints Commission. Patients in Queensland can report 

SUDFWLWLRQHUV�E\�PDNLQJ�D�FRPSODLQW�WR�WKH�2I´FH�RI�WKH�+HDOWK�2PEXGVPDQ��,Q�$XVWUDOLDQ�&DSLWDO�7HUULWRU\�DQG�9LFWRULD�

complaints can be lodged with Health Services Commissioner, Health and Community Services Complains Commission in 

6RXWK�$XVWUDOLD�DQG�WKH�1RUWKHUQ�7HUULWRU\��DQG�+HDOWK�DQG�'LVDELOLW\�6HUYLFHV�&RPSODLQWV�2I´FH�LQ�:HVWHUQ�$XVWUDOLD��
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4. Other Australian and International Guidelines

���8QVXSSRUWHG�&ODLPV�DERXW�(I´FDF\�DQG�6DIHW\

7KH�PDUNHWLQJ�RI�DXWRORJRXV�$6&V�RIWHQ�LQFOXGHV�XQVXSSRUWHG�FODLPV�DERXW�WKHLU�HI´FDF\�DQG�VDIHW\��)RU�H[DPSOH��

DFFRUGLQJ�WR�DQ�LQIRUPDWLRQ�SDFNDJH�IURP�RQH�6\GQH\�EDVHG�SUDFWLFH��ª6WHP�FHOOV�DUH�H[WUHPHO\�YHUVDWLOH�ZKLFK�PDNHV�WKLV�

WUHDWPHQW�DQ�H[WUHPHO\�YDOXDEOH�VFLHQWL´F�PHGLFDO�SURFHGXUH«�������$QRWKHU�FOLQLF�RSHUDWLQJ�´YH�EUDQFKHV�LQ�1HZ�6RXWK�

:DOHV�DQG�9LFWRULD�FODLPV�WKDW�ª6WHP�&HOO�WKHUDS\�LV�GHYHORSLQJ�LQWR�DQ�HIIHFWLYH�DQG�YLDEOH�RSWLRQ�IRU�SDWLHQWV�ZKR�ZDQW�

to better manage the ageing process as well as improving their general health and well-being” (39). Further, providers 

FRPPRQO\�IUDPH�DXWRORJRXV�$6&V�DV�ªDQ�H[FLWLQJ��QHZ�DQG�LQQRYDWLYH�WKHUDS\«�������ªKLJKO\�HIIHFWLYH«�������ªH[WUHPHO\�VDIH«�

������ªHDV\�WR�SHUIRUP«������DQG�ªD�WUHDWPHQW�WKDW�FDQ�KHOS�SDWLHQWV�ZKR�DUH�VXIIHULQJ�VHYHUH�DQG�FKURQLF�FRQGLWLRQV�JDLQ�D�

QHZ�KROG�RQ�OLIH«�������2QH�9LFWRULDQ�SUDFWLFH�DOVR�FODLPV�WKDW�ªVWHP�FHOO�WKHUDS\�KDV�D�VDIHW\�UHFRUG�GHPRQVWUDWHG�LQ�ERWK�

DQLPDOV�DQG�LQ�KXPDQV�IRU�PDQ\�\HDUV«�������
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In response to concerns about practices in Australia and 

the lack of regulation by TGA, the Australian Cell Therapy 

Society, a body representing those providing or interesting 

in autologous cell therapies, has developed a Code of 

Practice (33) to guide members in the safe and ethical 

clinical practice of autologous cell based interventions. 

Although compliance is voluntary, the Code notes that 

members of the Society who contravene the Code may be 

subject to punishment by an External Advisory Board and 

members of the Code Committee (although exactly what 

this means and how effective this self-regulation model be 

is unclear). 

More broadly, leading peak bodies such as The International 

6RFLHW\�IRU�6WHP�&HOO�5HVHDUFK��,66&5��DQG�WKH�

International Society for Cellular Therapies (ISCT), have 

outlined recommendations for the implementation of 

LQQRYDWLYH�VWHP�FHOO�LQWHUYHQWLRQV����������,Q�SDUWLFXODU��WKH�

�����,66&5�Guidelines������RIIHU�D�FRPSUHKHQVLYH�VHW�RI�

UHTXLUHPHQWV�UHJDUGLQJ�WKH�GHVLJQ��UHSRUWLQJ�DQG�VFLHQWL´F�

review of preclinical evidence (data available before the 

implementation of clinical trials). The Guidelines emphasise 

that formal testing of innovative ASCs, including autologous 

ASCs, in the context of rigorous clinical trials is a matter 

of professional responsibility. They further accentuate the 

importance of transparency in innovation, advocate for the 

publication of all preclinical studies (including negative and 

inconclusive results) and that trials are only instigated when 

VXSSRUWHG�E\�VWURQJ�SUHFOLQLFDO�UHVHDUFK��DV�FRQ´UPHG�

E\�DQ�LQGHSHQGHQW�SHHU�UHYLHZ�SURFHVV��:KLOH�WKH�,66&5�

and ISCT guidelines do not supersede Australian laws 

and regulations, international guidelines could inform the 

interpretation of the National Law, and provide guidance for 

research practice not covered by legislation.

Despite the existence of regulations guiding marketing and other aspects of professional practice, there is clear 

HYLGHQFH�WKDW�H[LVWLQJ�UHJXODWLRQV�DUH�LQVXI´FLHQW��$V�GHVFULEHG�DERYH��SDWLHQWV�DUH�FXUUHQWO\�EHLQJ�RIIHUHG�XQSURYHQ�

and unsafe procedures, with no professional consequences for unscrupulous providers. This, together with the high 

SULFH�RI�DXWRORJRXV�$6&�LQWHUYHQWLRQV��UDLVHV�FRQFHUQV�UHJDUGLQJ�WKH�SRWHQWLDO�IRU�FRQµLFWV�RI�LQWHUHVW���EHWZHHQ�WKH�

SDWLHQWV­�EHVW�LQWHUHVWV�DQG�WKH�´QDQFLDO�DQG�SURIHVVLRQDO�LQWHUHVWV�RI�FOLQLFLDQV�SURYLGLQJ�VWHP�FHOOV�¨�WR�FRPSURPLVH�

SDWLHQW�FDUH���������������7KLV�LV�SDUWLFXODUO\�ZRUU\LQJ�JLYHQ�WKDW�VRPH�RI�WKH�SDWLHQWV�EHLQJ�WDUJHWHG�IRU�$6&�

LQWHUYHQWLRQV�DUH�YHU\�FORVH�WR�WKH�HQG�RI�OLIH�DQG�DUH�OLNHO\�WR�EH�´QDQFLDOO\��DV�ZHOO�DV�SK\VLFDOO\�DQG�HPRWLRQDOO\��

YXOQHUDEOH���0RUH�VSHFL´FDOO\��GLUHFW�WR�FRQVXPHU�PDUNHWLQJ�RI�DXWRORJRXV�$6&�LQWHUYHQWLRQV�FOHDUO\�FRQWUDYHQHV�

current advertising standards.

Evidence that Current Regulations are Failing



7KHVH�FODLPV�LOOXVWUDWH�WKH�UKHWRULF�WKDW�SURYLGHUV�HPSOR\�LQ�WKHLU�PDUNHWLQJ�PDWHULDOV�DQG�ZHEVLWHV�DURXQG�WKH�HI´FDF\�DQG�

safety of autologous ASCs. 

The exaggerated and optimistic claims employed in autologous ASC providers’ marketing materials stand in sharp contrast 

with lack of evidence that would substantiate them. Furthermore, the so called clinical ‘evidence’ offered by providers does 

QRW�GHPRQVWUDWH�HI´FDF\�RU�VDIHW\��:KLOH�VRPH�FOLQLFV�SURYLGH�WKHLU�RZQ�GDWD�UHSRUWLQJ�VLJQL´FDQWO\�KLJK�¬VXFFHVV­�UDWHV��

ZLWK��������RI�SDWLHQWV�VLJQL´FDQWO\�LPSURYLQJ�DV�D�UHVXOW�RI�DXWRORJRXV�$6&�¬WKHUDS\­����������PRVW�SUDFWLWLRQHUV�GR�QRW�

SURYLGH�SXEOLVKHG�VFLHQWL´F�GDWD�WR�VXSSRUW�WKHLU�FODLPV��5DWKHU��WKHVH�FODLPV�DUH�EDVHG�RQ�XQSXEOLVKHG�DQHFGRWDO�UHSRUWV�

SXUSRUWHGO\�FROOHFWHG�DW�LQGLYLGXDO�FOLQLFV��*LYHQ�WKH�XQYHUL´DEOH�QDWXUH�RI�SURYLGHUV­�UHSRUWV�DERXW�HI´FDF\�DQG�VDIHW\��WKH�

EROG�DQG�FRQ´GHQW�FODLPV�RI�FOLQLFV�DQG�SUDFWLWLRQHUV�VHOOLQJ�DXWRORJRXV�$6&V�DUH�KLJKO\�TXHVWLRQDEOH�DW�EHVW�

2. The (Mis)Use of Patient Narratives by Stem Cell Providers

Several providers use patient testimonials to proclaim the transformative effects of autologous ASC ‘therapies’ and 

legitimize their interventions. For example, one provider of cellular products with four branches in Australia and one 

LQ�1HZ�=HDODQG�SURPRWHV�LWV�¬LQQRYDWLYH�WKHUDS\­�ZLWK�WKH�QDPHV�RI�KLJK�SUR´OH�IRRWEDOO�SOD\HUV�ZKR�KDYH�KDG�WKH�

LQWHUYHQWLRQV�������7KLV�SUDFWLFH�DOVR�SURPRWHV�WKH�VWRU\�RI�0DUJR�3ULHVWO\��WKH�+HDG�RI�/DERUDWRU\�2SHUDWLRQV�DW�WKH�FOLQLF��

ZKR�XQGHUZHQW�DQ�DXWRORJRXV�$6&�LQWHUYHQWLRQ�IRU�D�FKLOGKRRG�LQMXU\��TXRWLQJ�KHU�D�PRQWK�IROORZLQJ�KHU�´UVW�LQMHFWLRQ�

HQWKXVLQJ�WKDW��ª,­YH�QRWLFHG�D�KXJH�GHFUHDVH�LQ�SDLQ�DQG�DQ�LQFUHDVH�LQ�PRYHPHQW�DOUHDG\«�DQG�ª,W­V�DPD]LQJ�WR�KDYH�

VRPH�PRYHPHQW�DIWHU����\HDUV«�������%\�VHOHFWLYHO\�RIIHULQJ�VWRULHV�RI�SDWLHQWV�ZKR�KDYH�IUDPHG�WKHLU�H[SHULHQFHV�ZLWK�

DXWRORJRXV�$6&�LQWHUYHQWLRQV�LQ�SRVLWLYH�WHUPV��FOLQLFV�FUHDWH�WKH�LPSUHVVLRQ�WKDW�WKHVH�LQWHUYHQWLRQV�DUH¢XQHTXLYRFDOO\�

successful. Many clinics also use media reports about autologous ASC technologies to boost the credibility of stem cell 

LQWHUYHQWLRQV����������

7KH�XVH�RI�DQHFGRWDO�VWRULHV�DQG�PHGLD�UHSRUWV��LQVWHDG�RI�SXEOLVKHG�SHHU�UHYLHZHG�VFLHQWL´F�HYLGHQFH��LV�HWKLFDOO\�

FRQWHQWLRXV�����EHFDXVH�WKH\�UHSUHVHQW�VHOHFWHG�VXEMHFWLYH�YLHZV�LQVWHDG�RI�YHUL´DEOH�GDWD�EDVHG�RQ�VFLHQWL´F�VWXGLHV�ZLWK�

GH´QHG�PHWKRGRORJ\��)XUWKHUPRUH��WKLV�SUDFWLFH�LV�LQ�EUHDFK�RI�WKH�1DWLRQDO�/DZ�DQG�$XVWUDOLDQ�DGYHUWLVLQJ�JXLGHOLQHV�WKDW�

HPSKDVLVH�WKDW�DQ\�LQIRUPDWLRQ�SXEOLVKHG�E\�D�SURYLGHU�PXVW�EH�IDFWXDO�DQG�YHUL´DEOH��DQG�SURKLELW�WKH�XVH�RI�WHVWLPRQLDOV�

IRU�WKH�SURPRWLRQ�RI�D�KHDOWK�VHUYLFH��������������

3. Other Kinds of False and Deceptive Advertising 
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While medical practitioners have a professional responsibility to ensure that their advertising is evidence-based, reasonable 

and honest, websites marketing autologous ASCs are replete with misleading and deceptive statements and visuals. 

Beside using misleading statistics and testimonials to exaggerate the therapeutic potential of autologous ASCs, some 

clinics also use ‘before’ and ‘after’ photographs which document the proclaimed positive impact of autologous ASC 

interventions (51-53). While the use of before and after shots does not, in principle, violate Australian regulation, the images 

used by clinics and the way in which the images are used arguably does breach the Australian Health Practitioner Regula-

tion Agency Advertising Guidelines (29) as they document body parts from different angles and/or using different lighting 

and hence fail to offer a fair comparison. Moreover, some practitioners also breach the Guidelines by using titles like ‘Stem 

Cell Doctor’ (54) or ‘Stem Cell Physician’ (54, 55) – specialties not currently recognised in Australia (56).



Current Proposals for TGA Reform

The TGA regulation of autologous ASCs is currently under review – principally because of concerns about the emergence 

RI�FOLQLFV�RIIHULQJ�LQWHUYHQWLRQV�LQ�WKH�DEVHQFH�RI�UHOLDEOH�HYLGHQFH�RI�VDIHW\�DQG�HI´FDF\�VXSSRUWLQJ�WKHLU�XVH��,Q�������

the TGA conducted a public consultation on the regulation of autologous ASCs and sought public input to determine 

DQ�DSSURSULDWH�UHJXODWRU\�IUDPHZRUN�IRU�DXWRORJRXV�VWHP�FHOO�LQWHUYHQWLRQV�������(LJKW\�VXEPLVVLRQV�ZHUH�UHFHLYHG��,Q�

6HSWHPEHU�������WKH�7*$�LQLWLDWHG�D�VHFRQG�SXEOLF�FRQVXOWDWLRQ������VHHNLQJ�FRPPHQW�RQ�IRXU�RSWLRQV�IRU�WKH�UHJXODWLRQ�

of on the regulation of autologous cell and tissue products (capturing autologous ASCs). It is worth noting that each 

RSWLRQ�UHODWHG�WR�SURSRVHG�PRGL´FDWLRQV�WR�WKH�ZRUGLQJ�WR�WKH�FXUUHQW�H[HPSWLRQ�������T�RI�WKH�([FOXGHG�*RRGV�2UGHU��

and broadened the possible exclusion to dental practitioners: 

Option 1 maintains the current status quo, allowing Australian providers to continue marketing clinically unproven and 

XQMXVWL´HG�DXWRORJRXV�$6&�LQWHUYHQWLRQV�GLUHFWO\�WR�FRQVXPHUV��

Options 2, 3 and 4 all forbid direct-to-consumer marketing of ASCs, but differ according to the degree of manipulation 

that is allowed before regulatory exemptions no longer apply.

Option 2 does not attend to issues around the degree of cell manipulation prior to transplantation.

The Need for a Responsible Innovation Framework for Autologous ASCs 

Conclusion 

The implementation of a robust policy for ASC interventions will create an effective, ethical and socially sustainable 

regulatory environment for ASC innovation in Australia. The development of such an environment is crucial for the 

protection of the best interests of vulnerable patient groups and for ensuring that ASC interventions comply with 

VWDQGDUGV�IRU�HI´FDF\�DQG�VDIHW\�LQ�FOLQLFDO�SUDFWLFH��

Given the likelihood of serious and ongoing harm to 

patients from autologous ASCs, the most pressing issue 

FRQFHUQV�WKH�VDIHW\�DQG�HI´FDF\�RI�WKHVH�LQWHUYHQWLRQV��,W�

is also necessary to consider how the interests of patients 

who receive autologous ASCs, particularly those most 

vulnerable to the coercive marketing of such interventions, 

can best be protected. Both of these issues highlight 

the need for a comprehensive regulatory framework that 

DGGUHVVHV��DPRQJ�RWKHU�WKLQJV��WKH�VDIHW\�DQG�HI´FDF\�

of autologous ASC interventions, marketing of ASC 

interventions, the misrepresentation of stem cell ‘specialists’ 

and the degree to which patients are being adequately 

LQIRUPHG�DERXW�WKH�ULVNV��EHQH´WV�DQG�HYLGHQFH�EDVH�RI�

ASC interventions. 

The current regulatory framework is clearly problematic 

because it fails to ensure that autologous ASCs meet 

WKH�VFLHQWL´F�DQG�HWKLFDO�VWDQGDUGV�IRU�VDIH�DQG�HI´FLHQW�

clinical practice. While the current regulatory approach 

enables practitioners to administer innovative autologous 

ASCs to patients in ‘need’, it also provides opportunities 

for commercially motivated stem cell businesses to take 

advantage of regulatory loopholes and capitalize on some 

RI�WKH�PRVW�YXOQHUDEOH�SDWLHQW�JURXSV��������������7R�VWRS�

the exploitation of patients and compromising of their 

health by medical professionals, a more robust regulatory 

framework for ASCs is needed. 
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DISCLAIMER: This policy brief was produced as part of the ARC Linkage Project “Regulation of Autologous 

Therapies in Australia.” The project is run by an interdisciplinary team of experts from the University of Sydney, 

Australian National University, University of Melbourne and National University of Singapore and with support of 

partner organisations, such as Multiple Sclerosis Research Australia, Arthritis Australia, and Motor Neurone Disease 

Association Of Australia Incorporated/Motor Neurone Disease Australia Inc. This project seeks to facilitate the 

responsible development, translation and regulation of autologous stem cells in Australia.
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