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• Today I will discuss community, industry & political pressures to liberalise access to 
cannabinoids in the treatment of a wide range of medical conditions for which 
there are scientifically unsupported claims of therapeutic application & benefit, to 
demonstrate common failures of governance & of leadership in public policy 
reform & market intervention aimed at addressing avoidable unhealthy 
commodity-induced health harm across our nation

• While focusing on the immediate risks of medicalisation I will draw parallels with the idea of 
legalisation & decriminalisation of cannabis for non-medical purposes

• In this I note the parallel governance & public policy challenges for our State & for 
our nation in addressing tobacco-induced health harm

Click or hover on 
notes & references
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Shared with tobacco control are the issues of ‘good governance’ & ethical, evidence based public policy for health, economic & social prosperity A focus of today is on how our State and our nation closes a gap between what we know ‘works’ or is likely to work in tobacco control for ‘health’ and how we close that gapWhat are the political & other barriers to overcoming the critical corporate and political determinants of  (ill-) health & how do we overwhelm them?And what should our nation not start doing in public policy?My invited presentation may seem distal to the issue of tobacco controlWe have had a very clear understanding of the lethality of tobacco for 70 years, yet we only made genuine start in evidence-based tobacco control about 30 years ago & still we witness clear and serious governance and public policy failures as barriers to moving forwarded as a nationAnd how painfully slow we are to remedy those obvious human made problemsAt a time when our state is again discussing a Healthy Tasmania Plan 2, it is heart-breaking to witness the paucity of health & scientific literacy in the general community, reflected in what we can all see translates over into our Australian, State & Territory parliaments



• Mainstream & social media accounts are full of patient stories suggesting cannabis  
provides therapeutic benefit for a very long & ever increasing list of medical conditions of 
vastly differing pathophysiology*

• Influenced by impassioned pleas, anecdotes & narratives to make cannabis more accessible
• Many politicians have joined this advocacy movement, in the apparent belief that 

cannabis is a medical panacea, for which there is good scientific evidence when there isn’t, 
clearly in the absence of having done their homework & getting themselves across the 
necessary scientific detail

• Suddenly, cannabis has gone from the status of being a ‘bad drug’ used by ‘bad people’ to having 
almost saintly properties

• Neither view is scientifically erudite or helpful, noting that at present, the evidence supporting 
the efficacy of medicinal cannabis falls way short of the usual standards required for approval 
of medicines
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Currently there is no government pharmaceutical subsidy for cannabis (as per required PBAC standards) because the scientific studies required to demonstrate quality of product, safety and effectiveness have not been undertaken to the standard required.  Subjective self-reports of symptom relief in the absence of objective clinical measures demonstrating an effect are not sufficient and as we have seen again and again, can lead the medical profession and governments to make poor quality decisions (e.g., prescribing opioids long term in the treatment of chronic noncancer pain [CNCP]). It is common to observe patients experiencing serious adverse events including opioid overdose leading to near death and admission to a hospital ICU, only to continue to report benefit and continue to seek and take these medicines in high dose, high risk ways, lamentably demonstrating the common unreliability of patient self-report in such mattersIndeed, if we were to go down this pathway in medicines regulation in Australia, we could soon see a serious and clinically unmanageable decline in standards in medicine and the public would soon lose trust and confidence in the medical profession and demand ‘answers’ in courts of laws. ‘In the nineteenth and twentieth centuries, like heroin and cocaine, cannabis was publicly viliﬁed as an illicit poison and made illegal in many countries leading to many people in many countries of the world to be vilified and treated unjustly. However, many people continued to use it particularly for recreational use and as an anxiolytic, despite known detrimental effects on brain development and function [Battistella et al, 2014]. Now, in the twenty-ﬁrst century, cannabis has re-arrived, the latest ‘super-therapy’ in popular media [Leichman, 2018], yet evidence to date suggests that for most symptoms, the data are mostly low quality and show little beneﬁt (evidence meta-analysed in [TGA, 2017]). However, like the benzodiazepine class of medicines before it, and alcohol even earlier, it is touted as treatment for maladies of a wide range of chronic symptoms and diseases – ranging from anxiety, cancer treatment symptoms, post-traumatic stress disorder, seizures, spasticity to chronic pain syndromes and cachexia. Furthermore, standard drug discovery and development for this experimental therapy, and clinical research to understand beneﬁts and harms have lagged well behind the pressure from advocates and the political framework.’ [Martin & Bonomo, 2016].* raising fundamental questions about scientific plausibility even before we begin to consider evidence of meaningful clinical benefit in the context of acceptable risk and harmReferences:Martin JH and Cranswick N. Care and concern with cannabinoids used Therapeutically. Br J Clin Pharmacol (2018) 84 2455–2457.Battistella G, Fornari E, Annoni JM, Chtioui H, Dao K, Fabritius M, et al. Long-term effects of cannabis on brain    structure.Neuropsychopharmacology  2014;  39:  2041–8. Leichman AK. (2018). Is cannabis the new wonder drug?  Available at https://www.israel21c.org/is-cannabis-the-new- wonder-drug/ TGA (2017). Available at https://www.tga.gov.au/publication/guidance-use- medicinal-cannabis-australia-overview (last accessed 5 August 2018).Martin JH, Bonomo YA. Medicinal cannabis in Australia: the missing links. Med J Aust 2016; 204:   371–3.



1. Spasticity, stiffness  & pain in multiple sclerosis
2. Chronic nociceptive vs neuropathicpain 
3. Chemotherapy-induced nausea, vomiting & anorexia
4. Terminal cancer appetite stimulant 
5. Anti-inflammatory e.g., Crohn’s Disease
6. Irritable bowel syndrome
7. Treatment of HIV/AIDS related wasting
8. Wasting syndromes more generally
9. Anorexia 
10. PTSD
11. Treatment resistant epilepsy In childhood (12 syndromes) including:

i. Dravet Syndrome (myoclonic epilepsy)
ii. Lennox-Gastaut syndrome
iii. Tuberous Sclerosis Complex

12. Neonatal Hypoxic Ischaemic Encephalopathy
13. Aggressive brain tumours (glioma)
14. Breast & skin cancer 
15. Hepatitis C
16. Migraine headache
17. ADHD
18. Scleroderma

19. Amyotrophic Lateral Sclerosis
20. Psoriasis
21. Tourette’s Syndrome
22. Motor neuron disease
23. Glaucoma 
24. Parkinson's Disease
25. Alzheimer's disease
26. Dementia more generally
27. Type 2 diabetes
28. Diabetic retinopathy
29. ‘Aged care’
30. Arthritis (‘rheumatism’)
31. Fibromyalgia
32. Insomnia
33. Neuro-protectant following stroke or trauma (apoptosis)
34. Preventing opioid overdose
35. Opioid sparing action in pain Mx
36. Treatment of cannabis dependence
37. Neonatal hypoxic ischaemic encephalopathy
38. Schizophrenia
39. Sickle Cell Disease…

CART BEFORE HORSE

In view of this irrational retreat from science, it 
has been facetiously suggested our hospitals serve 

cannabis for breakfast, lunch & dinner!

Anecdotally > 250 claimed conditions now’!
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12 Forms of treatment resistant epilepsy in childhood including:Lennox-Gastaut syndromeDravet Syndrome Tuberous Sclerosis ComplexFIRESDOOSE syndromeDUP15q  syndromeRasmussen syndromeGLUT1 transporter deficiencyAICARDI syndromeWEST syndrome (infantile spasm)STXP1/ OHTAHARA  syndromeCyclin-dependent kinase-like 5 (CDKL5)Dravet SyndromeDravet syndrome, also known as Severe Myoclonic Epilepsy of Infancy (SMEI), is a rare [1:15,700] and catastrophic form of intractable epilepsy that begins in infancy. This is a rare genetic disorder associated with severe developmental delay and sudden onset of seizures. Initial seizures are most often prolonged events and in the second year of life other seizure types begin to emerge. Development remains on track initially, with plateaus and a progressive decline typically beginning in the second year of life. The seizures may not respond to commonly used a decision medication. Individuals with Dravet syndrome face a higher incidence of SUDEP (sudden unexplained death in epilepsy) and have associated conditions, which also need to be properly treated and managed. Lennox-Gastaut Syndrome Lennox-Gastaut syndrome is another rare [1:6,700] and severe, infantile-onset, drug-resistant epilepsy syndromeThe question of whether marijuana can prevent seizures despite media stories, is unanswered scientifically. No reliable trials have ever been published anywhere in the world, that have been captured by Cochrane collaboration review, even though cannabis has been available for medical purposes including epilepsy in California for almost 20 years, no reliable studies have been undertaken and there is nothing scientifically to report in the land where more money is available for research than any other countryIf cannabis provides a miracle medical remedy for preventing drive at syndrome related seizures or seizures of other types, we might expect that evidence based on methodologically sound and statistically significant evidence would have been adduced since then. It has not. One or two small trials in NSW or elsewhere are unlikely to answer these questions definitively….. as others have pointed out…No single trial in epilepsy will be conclusive, as epilepsy has many manifestations, causes and ages affected. The reproducibility of published experiments is the foundation of science. No reproducibility – no science.Multiple trials will be required to best understand the place (if any) of cannabinoids in epilepsy. It will also be important to understand the duration of any effect – it is not uncommon for anti-convulsant drugs to work well in the short term; however, the effects may become less after a so-called “honeymoon phase” is passed after around six months.Cannabis and Schizophrenia (Hall - Health Effects of Cannabis):Reasonable evidence that Cannabis use exacerbates schizophreniaConsistent evidence from prospective studies that:• Cannabis use can precipitate schizophrenia• Five longitudinal studies in 3 countries• Consistent RR ~ 2 and AR ~ 13%Biological plausibility• Cannabinoid-dopamine interaction• Provocation studies of THC and psychotic symptomsComparative analysis of evidence• Better than for psychotogenic effects of stimulants & alcoholRisk Factors for Developing SchizophreniaSubjects with a family history of psychotic disorders have a greater sensitivity to the psychotogenic effect of cannabisKahn et al, 2011 and if they develop a cannabis-induced psychotic disorder, they are more likely to transition to schizophrenia Kendler et al, 2019Furthermore, individuals who have a high schizophrenia PRS and use cannabis heavily are at higher risk for psychosis than those who either carry a high schizophrenia PRS or smoke cannabis heavily DiFiorti et al, 2019A recent study described an additive interaction between schizophrenia PRS and cannabis use, DiFiorti et al, 2019; Guloksuz et al, 2019 with no evidence that genetic liability increases the risk for cannabis useReferencesKahn RS, Linszen DH, Van Os J, Wiersma D, Bruggeman R, CahnW, De \Haan L, Krabbendam L, Myin-Germeys I. Evidence that familial liability for psychosis is expressed as differential sensitivity to cannabis: an analysis of patient-sibling and sibling-control pairs. Arch Gen Psychiatry 2011;68:138–47.Kendler KS, Ohlsson H, Sundquist J, Sundquist K. Prediction of onset of substance-induced psychotic disorder and its progression to schizophrenia in a Swedish national sample. Am J Psychiatry 2019;176:711–19.Di Forti M,Wu-Choi B, Quattrone D, Richards AL, Freeman TP, Tripoli G, Gayer-Anderson C, Rodriguez V, Jongsma H, Ferraro L, Cascia CLa, Tosato S, Tarricone I, Berardi D, Szoke A, Arango C, Bobes J, Sanjuan J, Santos JL, ArrojoM, Velthorst E, Bernardo M, BenCMD, Selten JP, Jones PB, Kirkbride JB, Rutten BN, Haan Lde, Os Jvan, Lynskey M, Morgan C, Vassos E, O’Donovan M, Lewis C, Sham PC, Murray RM; Group EGW. The independent and combined influence of schizophrenia polygenic risk score and heavy cannabis use on risk for psychotic disorder: a case control analysis from the EUGEI study. bioRxiv 2019:844803.Guloksuz S, Pries L, Delespaul P, Kenis G, Luykx JJ, Lin BD, Richards AL, Akdede B, Binbay T, Altınyazar V, Yalınc¸ etin B, Gu¨mu¨ s¸ -Akay G, Cihan B, Soygu¨ r H, Ulas¸ H, Cankurtaran E, Kaymak SU, Mihaljevic MM, Petrovic SA, Mirjanic T, Bernardo M, Cabrera B, Bobes J, Saiz PA, Garc´ıa‐Portilla MP, Sanjuan J, Aguilar EJ, Santos JL, Jime´ nez-Lo´ pez E, Arrojo M, Carracedo A, Lo´ pez G, Gonza´ lez‐Pen˜ as J, Parellada M, Maric NP, Atbas¸ og˘lu C, Ucok A, Alptekin K, Saka MC, Arango C, O’Donovan M, Rutten BPF, van Os J, Alizadeh BZ, van Amelsvoort T, van Beveren NJ, Bruggeman R, Cahn W, de Haan L, Delespaul P, Luykx JJ, Myin-Germeys I, van Winkel R, van Os J. Examining the independent and joint effects of molecular genetic liability and environmental exposures in schizophrenia: results from the EUGEI study.World Psychiatry 2019;18: 173–82.



• In a demonstration of commonplace ‘academic freeloading’ & a signal of what we are 
observing increasingly in Australia & internationally through social media, mainstream 
media & other avenues of communication:

• “I have no training or recognised & relevant tertiary qualifications in science or medicine, I have 
not done the hard yards of many years of undergraduate & post-graduate study in relevant areas of 
Medicine & Science, I am not an expert & I have not read all or even any of the salient scientific 
literature nor do I understand it but my personal opinion is as good as any expert’s knowledge, 
evidence & analysis…no, better & I demand governments, health professionals & society listens to & 
follows my opinion…& I will criticize, abuse & seek to publicly denigrate any medical or other  
expert who disagrees with me”
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Therapeutic ClaimsWhile it is understandable that members of the community are looking for an effective therapeutic solution to a range of chronic diseases for which current treatments may not meet hopes or expectations & that a drug with psychotropic properties can bring temporary relief that is interpreted in a positive way, we are now recognizing the risks & harms that can arise in the longer term from many such drugsPatients & members of the community don’t necessarily see or accept these risks & harms even when they are obvious to the medical profession & explained (e.g., sedation leading to falls & accidents leading to serious injury & drug overdose), the strength of commitment to maintaining access to psychotropic drugs is often overwhelming.Poor community insight into avoidable harms causedIndeed, in the absence of a deep understanding of medical science, families and the lay public may continue to defend the use of insufficiently tested new therapies believing that it was ‘worth a shot’, even when they shouldered significant financial expenses because the medicine was not subsidized under the Pharmaceutical Benefits Scheme like those that have met standard Australian Register of Therapeutic Goods (ARTG) requirements for registration; and when the clinical outcome is poor. Unrealistic expectations of medicinesPatients and their families may often have unrealistically optimistic expectations of new medicines. Families of patients exposed to these unsafe medicines may lose loved ones and never realise that the untested medicine caused or contributed to their morbidity and premature mortality. At the risk of making too strong a point, some of this uneducated public discussion appears pathognomonic of sections of society leaping into the post enlightenment, with ideas more closely resembling the thinking and behaviour of the ‘pre-enlightenment’ before sound scientific methodology and scientific evidence became the currency of societies striving to become more enlightened, wise and civil. This historical shift several centuries ago (‘the enlightenment’) challenged ideas that were grounded in tradition and religious belief while advancing human knowledge and understanding through sound scientific method.  It is quite surprising to note that some within the medical profession are exceeding to such unfounded beliefs and expectations, not seeing the need for adherence to good science and instead signalling their preparedness to ignore the current absence of good evidence of benefit and evidence of risk and harm and advocate for and/or facilitate cannabis supply. Others are demonstrating learned helplessness, expressing a view that the ‘horse has bolted’ and it cannot be contained while forgetting that it is the medical professional who holds the pen and prescription pad in his/ her hand and who absolutely has control over whether he/ she prescribes in the absence of good evidence of benefit, to support any such medical action and in the presence of evidence of risk and harmThe scientific methodAt the core of biology and other sciences lies a problem-solving approach called the scientific method. The scientific method has six basic steps, plus one feedback step:Make an observationAsk a questionForm a hypothesis, or testable explanationMake a prediction based on the hypothesisTest the predictionReproduce the experiment until there are no discrepancies between observations and theory. The reproducibility of published experiments is the foundation of science. No reproducibility – no science.Iterate: use the results to make new hypotheses or predictionsInstead, what we appear to be witnessing are ‘academic free loaders’ wanting to influence if not coerce policy decision makers and clinicians to behave in ways that are unsupported scientifically, and that may in many cases resemble the way of thinking and behaving in the period that is historically referred to as the ‘pre-enlightenment’. This was a time before science and scientific principle gave clear direction to the way societies analysed and responded to health and human problems and challenges. It was a time when religious and other individual beliefs dictated human and societal behaviour. That is what we are also witnessing in places where major policy decisions are being made – echoes of ‘alternative facts’ & ‘post truth’? AND…There are problems beyond the lay community…some who ought to know better based on their privileged educational background, are joining the lay community in simply ‘making things up’



Note the Analogous 
Behaviours: Nicotine, 
e-Cigs & Medicinal 
Cannabis

• This is the same kind of uninformed,
misleading & reckless nonsense we see
peddled through social & other media by
those who clearly have no clue what they
are talking about, however, in just making
things up to suit they demonstrate they
are willing to place the community at
serious risk in pushing their own
unfounded beliefs & self-interests on
others, thereby further degrading already
low levels of science, health & health
policy literacy



• A fledgling cannabis industry is now rapidly expanding in Australia & internationally, 
gearing up for a projected hundreds of billions of dollars annual revenue, globally

• In doing so, this new industry is running way ahead of the evidence to support its 
commercial claims & commercial aspirations, drawing upon contemporary best practice in 
marketing to tap into & manipulate a large & highly vulnerable audience

• This explosion of industry product manufacture & marketing in the absence of usual standards 
of required medical evidence of effectiveness & safety is unprecedented & represents a 
cavalier & brazen disregard for an evidence-based, quality use of medicines framework usually 
expected if not medico-legally demanded by citizens, & quite reasonably so 
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Recent community, political & commercial enthusiasm in support of introducing “medicinal cannabis” is unprecedented, raising serious professional & ethical challenges for the medical professionAnalogous to the TGA's decision-making around e-CigarettesNoting the vast ranging claims of therapeutic application & benefitCommunity Passion for Access This community passion for access has raised clinical concerns mainly because a number of aspects of standard drug development have been omitted.  This is particularly a problem for countries such as Australia, where a decision was made to regulate this drug under a therapeutic goods framework.However, community pressure in many Western countries has fuelled support for pharmacological research and knowledge on how exogenous cannabinoids in the plant may be helpful clinically (Martin et al, 2018).It is highly salient and worrisome to note the retreat from an enlightened expectation within the Australian community and across the medical profession in particular, that usual high standards related to ensuring the quality use of medicines framework will always be respected and adhered to…. including usual standards of research and on registrationA Quality Use of Medicines Framework Requires attention to:Product Information usually provides information on: Product name; warnings; active ingredients, dose, origin, solvents if any; description; pharmacology – pharmacodynamics and pharmacokinetics; clinical trials summary; indications; contra-indications; precautions; side-effects/ adverse events including abuse potential; toxicity; carcinogenicity; effect on fertility; use in pregnancy and lactation; paediatric use; use in the elderly; effects on ability to drive and use machinery; medication interactions; dosage and administration including altered dosing in different medical circumstances/ disease states; over-dosage; presentation and storage conditions; sponsor and schedule….So why are we now suddenly willing to forgo all these quality, safety & effectiveness standards? Are those who do so prepared to act selectively and inconsistently in this space as suits and never demand any such standards for any products and services they avail themselves on into the future? Really? I don’t believe them…not for one moment but let’s watch and see…References: Martin, J. Bonomo, Y. and Reynolds A.D.B. Compassion and evidence in prescribing cannabinoids - A perspective from the Royal Australasian College of Physicians. MJA 208 (3) 19 February 2018.Martin, J.H., Schneider, J., Lucas, C.J. et al. Clin Pharmacokinet (2018) 57: 539. https://doi.org/10.1007/s40262-017-0599-0.



• The current industry race to bring cannabis to the marketplace 
across the globe with industry sales & profit projections of a 
quantum beyond the hitherto wildest dreams of many (forecast 
medicinal cannabis market €55.2b, recreational cannabis market 
€60.3b & industrial cannabis market value of  €180m in 2028), in 
the absence of anything close to good evidence to support what is 
occurring

• This again demonstrates the disconnect between understanding, 
valuing & respect for science, the evidence-indifference & the 
greed shown by vested commercial interests

• Since when do we build a medicines market, yet alone one of massive 
proportions, for a wide range of medical interventions, well before we 
have anything resembling high quality, replicated peer reviewed 
published evidence to support this?  

This commercial behavior, supported 
by some governments & others, is 

pathognomonic of an all-too-common 
disrespect for & indeed, retreat 

from science
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Forecast Medicinal cannabis market €55.2b, forecast recreational cannabis market €60.3b and forecast industrial cannabis market value of €180mn, with estimates based on assumptions of a fully legal and regulated market across all of Europe (28 countries)This does not include revenue that will be generated from an additional secondary markets and secondary services, according to Prohibition Partners Quoted Source: OECD, World Bank, IMF, World Drug Report, WHO and Cosmetics EuropeReference: Prohibition Partners, The European Cannabis Report, 3rd Ed., July 2018



• The usual scientific process of demonstrating safety & therapeutic efficacy is being 
bypassed in order to provide rapid access to products containing cannabinoids in patients 
suffering from terminal illness & certain chronic & complex diseases, on compassionate 
grounds (Martin et al, 2018)

• Sounds familiar?

• When I witness these behaviours, I don’t just think about the clinical dimension, I think 
foremostly about the commonality of low science, health & health policy literacy in the 
Australian community & about governance structures, systems & processes for critical public 
policy decision making & their performance in regulating often quite bizarre, predatory & 
harmful human behaviour
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If your child is vaping – who is to blame?- Simon Chapman in BLOG23 April 2021�So how has it happened that vaping is exploding among kids in Australia? In June last year, health minister Greg Hunt announced that personal imports of nicotine vaping products (NVPs) would be prohibited, harmonising vapes with the law preventing individuals from importing cigarettes and tobacco products without a special permit which has been in place since March 2019. A backbench revolt by a brains trust of 28 Nationals and Liberals including the usual suspects (Barnaby Joyce, Matt Canavan, George Christensen, Eric Abetz, Tim Wilson, James Paterson, Jason Falinski, Trent Zimmerman, Dave Sharma, Amanda Stoker, Bridget McKenzie and good friend of British American Tobacco Australia’s lobbyist Michael Kauter, Hollie Hughes) saw health minister Greg Hunt forced to shelve the plan soon afterwards.The Nationals received $55,000 from Philip Morris as “gold” level support in 2019-20. Money well spent!The import ban was originally proposed by Hunt as critical to the success of the decision of the Therapeutic Goods Administration to require all those wanting to legally access NVP to have a doctor’s prescription after Oct 1, 2021. Those importing will also need to have a prescription, but there are a bewildering number of questions needing clarification to assess how the rubber will meet the road or whether the whole scheme will be a fizzer.Again, the scientific method….At the core of biology and other sciences lies a problem-solving approach called the scientific method. The scientific method has six basic steps, plus one feedback step:Make an observationAsk a questionForm a hypothesis, or testable explanationMake a prediction based on the hypothesisTest the predictionReproduce the experiment until there are no discrepancies between observations and theory. The reproducibility of published experiments is the foundation of science. No reproducibility – no science.Iterate: use the results to make new hypotheses or predictionsAgain, instead, what we appear to be witnessing are ‘academic free loaders’ wanting to influence if not coerce policy decision makers and clinicians to behave in ways that are unsupported scientifically, and that may in many cases resemble the way of thinking and behaving in the period that is historically referred to as the ‘pre-enlightenment’. This was a time before science and scientific principle gave clear direction to the way societies analysed and responded to health and human problems and challenges. It was a time when religious and other individual beliefs dictated human and societal behaviour.  Again, a civil society of the 21st century ought not be behaving in this way



• Australian, State & Territory Governments are presumably feeling under pressure to 
endorse this commercial activity given substantial & growing behind the scenes industry 
inducements & coercion we must all assume, & given the ‘advocacy’ arising from poor 
health & related suffering & poorly informed community hopes & magical beliefs in the 
healing powers of cannabis products & under those additional pressures from a new 
industry with billion dollar signs in its eyes

• As we observe historically, our parliaments & those in public administration are struggling (as 
they are internationally) with the (scientific) ‘detail’ while so often crumbling to the ‘retail’ in 
such matters 

• In the Australia case, the Australian government has elected to run for cover while trying to 
handball responsibility to the medical profession to prescribe these products, as they have 
with e-Cigarettes 

• Disturbingly, a small number of medical practitioners also appear to have responded in ways 
that are contrary to what they were taught about ‘good science’, ‘safe, good medical practice’ 
& the ethical duty of care obligations that arise from these two principles

• Leading me to ask: have they carefully read & interrogated the scientific literature?
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There are in turn, significant pressures being placed on the medical profession to prescribe cannabis products for pain & for a wide range of other medical conditions for which there are scientifically unfounded claims of therapeutic application & benefitNone of these wide-ranging therapeutic claims are supported by replicated, high quality peer reviewed medical researchThis echoes a recent decision by the Federal Minister for Health to enable indeed expect the medical profession will be the gate keeper to e-Cigs through prescribing, noting similar backbencher pressures on the Minister (as described by Chapman (2021)…see notes on previous slideIts is neither professionally nor ethically appropriate for the medical profession to be placed in this position & to agree to this expectationAdvocacy for cannabinoids for medical purposes really is premature ‘cart before horse’ thinking…Let there be no doubt - unless & until a dossier of evidence demonstrating quality, safety & effectiveness of a particular cannabinoid formulation delivered at a particular dose, frequency & mode of administration, for each & every medical condition for which there are hopes or claims of therapeutic benefit, is presented to the TGA for registration under the ARTG, just like any other medicine (Lancet, 2018)….GPs cannot prescribe these medicines in any well-informed manner because the usually required standards of evidence base guidance is not availableNot even the TGA (2017) Guidance documents provide (nor were they designed to provide) this level of necessary detailI note with great concern a twist on the commonly adopted standard that would require that any new medicine including a cannabinoid product for which there are claims of therapeutic benefit, would need to be ‘treated just like any other medicine’, noting he TGA website makes it very clear that:Therapeutic goods entered in the Australian Register of Therapeutic Goods (ARTG) can be lawfully supplied in Australia.There were approximately 90,988 products on the Australian Register of Therapeutic Goods as of October 2019.Access to therapeutic goods not on the ARTG (TGA web site)…As with many aspects of the regulatory framework, there are situations where special policies have been developed in response to the needs of particular people or circumstances. Information on these policies and the relevant procedures can be found at:Special access schemeAuthorised prescribersPersonal import schemeClinical trialsAccessing medicines during a medicine shortageThese schemes cannot be used to facilitate the commercial supply of therapeutic goods. Medicinal cannabis and the SAS (the TGA web site further advises)…The TGA has a responsibility to encourage the use of medicines that are included in the Australian Register of Therapeutic Goods (ARTG), as these products have been evaluated to ensure they meet strict standards of safety, quality and effectiveness.For this reason, it is expected that medical practitioners (prescribers) will have considered clinically appropriate treatment options that are included in the ARTG before applying to access an unapproved medicinal cannabis product under the SAS.Where products in the ARTG are found to not be clinically suitable, the SAS provides a pathway for prescribers to access unapproved products for individual patients on a case-by-case basis. It is important to note that the TGA does not vouch for the quality, safety and effectiveness of unapproved products accessed through the SAS and the prescriber and patient (via informed consent) accept responsibility for any adverse consequences of the treatment.It is the responsibility of the prescriber making the application to specify for which indication they are intending to use the unapproved medicinal cannabis product.To date, the TGA has approved SAS applications including, but not limited to, the following indications:chemotherapy-induced nausea and vomitingrefractory paediatric epilepsypalliative care indicationscancer painneuropathic painspasticity from neurological conditionsanorexia and wasting associated with chronic illness (such as cancer).The above list is provided as an overview and does not guarantee TGA approval for applications specifying these indications. SAS Category B applications are individually considered by the TGA based on the information provided with the application. A number of applications for indications other than those listed above have also been approved. Health professionals wishing to obtain further information about how to make a SAS application for a medicinal cannabis product should refer below.Australian patients may also be accessing unapproved medicinal cannabis products outside the SAS via the Authorised Prescriber scheme or in a clinical trial and these will not be captured in the SAS figures provided above. As of 31 May 2021 there are 263 Authorised Prescribers.Perversely, some advocates for unproven cannabis products for which it is claimed they are effective in treating one or medical conditions, are quite stating that ‘doctors should be given freedom to prescribe these cannabinoid products just like any other unregistered medicine’.  These advocates are claiming standardized, quality assured medical cannabis products are available on the market which raises a number of questions including, quality assured for what in particular, standardized on the basis of what specific evidence and pharmaceutical benchmarks and why has this evidence not been presented in a dossier of evidence as required for registration under the ARTG, to the TGA?It is concerning to note the preparedness of some elected representatives and other decision makers to undermine the integrity of pharmaceutical regulation in Australia and associated processes for determining whether any drug merits the status of PBS subsidy. One might argue this is public policy bereft of appropriate standards of any sense of social responsibility. The errors of medical history are often repeated. In advocating and legislating for access to cannabis for medical purposes in the absence of usual standards of evidence, the lessons of medical history derived from the barbiturate, benzodiazepine, amphetamine type stimulant, anti-psychotic, anti-depressant, gabapentinoid, strong opioid and OTC CACC classes of medicines are being forgotten or dismissed.  This has all the appearances of yet another retreat from the principles of sound scientific process and poor clinical and public policy judgement.  Reference:Editorial. Cannabinoids: just like any other medication? Lancet, Vol 392, July 21, 2018.



• I observe the medical profession should never be asked or expected to engage in 
clinical guessing or prescribing substances based on unfounded claims or wants or 
dollar signs in the eyes of new start up industry or of ill-informed & inappropriate 
political advocacy…

• While recognising that patients are often desperate for new treatments given the 
present limitations of medicine in treating some complex & distressing chronic medical 
conditions

• Nor should the medical profession be expected to be a policy regulator or sentinel 
of access to unproven & potentially unsafe substances when our parliaments don’t 
feel able or want to say ‘no’ to unhealthy commodity industry & to community 
advocates …

• More appropriate would a response along the following lines:
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While acknowledging the medical profession has been far too accepting of the storylines and marketing of the pharmaceutical industry hitherto.The medical profession is now beginning to recognise that it must be more thoughtful & careful about prescribing analgesic & psychotropic medicines in the face of patient beliefs & hopes they will work wonders, given the often limited short- &  long-term benefits &given common unintended negative clinical & public health & safety consequences arising from its pharma focussed & marketing promoted responses to patient distress & desperation for a medication solutionUsual Required Standards for Safety, Quality & Effectiveness Have been Discarded in LawBecause of growing recognition within the medical profession & then in the community of the lack of efficacy of opioid & other drug treatments for conditions such as CNCP, community, interest group & media activity led Australian governments to change policies & laws & policies in 2017, to allow cannabinoid prescribing However, almost all cannabinoid products available for prescription have not been assessed by the TGA for safety, quality or effectivenessThey are TGA unapproved therapeutic goods & thus unregistered products under the ARTG



“No, we cannot approve these products until we have good evidence that specific 
cannabinoid products meet good agricultural & good manufacturing standards & are 
safe & effective in the treatment of specifically studied medical conditions, prescribed in 
a specified formulation administered by a particular route, within a defined dose range 
& dosing interval for a particular medical condition & therapeutic purpose, including 
when taken in conjunction with other medicines or substances that may interact 
pharmacodynamically &/or pharmacokinetically & influence systemic availability, risk 
& incidence of adverse events; while noting right now, the clinical safety & efficacy 
concerns do not justify their undefined use in medicine”

• And to thus, do their job in alignment with scientific evidence & in support of expert 
medical advice



• Until recently, one State stood out in listening to medical experts & in holding the 
line with its Cannabis Access Scheme (2016), requiring a disease specific non-GP 
medical specialist, if they saw merit based on limited existing scientific evidence, to 
prescribe unregistered cannabinoid products to citizens with a serious or chronic 
illness for which cannabinoids have been ‘shown to be effective’, subject to a process 
of clinical-regulatory review, however…  

• Without consulting medical experts in relevant fields including Pain Medicine & 
Addiction Medicine, & clearly without consulting the medical evidence, the Premier of 
that State announced its GPs would ‘soon be able to prescribe cannabis’, bringing that 
State into alignment with the other States & Territories & their unstructured & non-
evidence guided position on this matter
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Policy Position of Access to Cannabinoids for Medical PurposesThankfully, this state did until recently pay close attention to the evidence or lack of good evidence thereof and adopted a more carefully considered clinical-regulatory approach to the therapeutic use of cannabinoids for medical purposes, notwithstanding criticisms in doing so. Excerpts: In 2016, this state government announced the introduction of a Controlled Access Scheme (CAS) to allow non-GP medical specialists to prescribe unregistered cannabinoid products (medicinal cannabis) to people with a serious or chronic illness for which cannabinoids have been shown to be effective. In this instance "unregistered" refers to the Therapeutic Goods Administration (TGA) status of the medicinal product. This was rational and generally heeded the advice of those with salient medical and and scientific expertise, albeit with some irrationality still built into this framework for reasons of political compromiseThe CAS stated: If your GP considers that conventional treatment has failed and an unregistered cannabinoid product may help, they will refer you to a relevant medical specialist….If the specialist also considers an unregistered cannabinoid product is clinically appropriate and indicated for your medical condition, they may apply for a legal authorisation from the Department of Health and Human Services to prescribe the product for you….The scheme imposes conditions to ensure patient safety, which includes the review of applications by a panel of clinicians…You will need to sign a consent form acknowledging and accepting the risks of using an unregistered product…The TGA guidance documents are helpful in bringing some sensibility to the situation. However, these TGA guidance documents were written in the context of significant community and political expectation and still beg the question about assessing which cannabinoids ‘have been shown to be effective’, ‘how effective’, for which condition(s) and on what research basis? Recent Disappointing Political Retreat from ScienceHowever, without consulting medical experts in relevant fields including Pain Medicine and Addiction Medicine, and clearly without consulting the medical evidence as outlined in this presentation, the Premier announced GPs would ‘soon be able to prescribe cannabis’, bringing this state into alignment with the other States and Territories and their unstructured and non-evidence guided position on this matter.This was a classical ‘me-tooism’ response when an independent, thoughtful & erudite science driven decision was so importantThe medical profession can no longer remain silent or insincerely polite about such mattersThis is terribly disappointing and further reduces confidence, respect and trust among the health professionals of Australia in our political decision-making processes and their commonly adverse impacts on health and on healthcare system burden.After witnessing our elected representatives listening to and heeding the medical progression in relation to COVID-19 and the clear public health and economic benefits of having done so (apart from our disappointingly slow vaccination roll out), many elected representatives have relapsed into the same poorly considered behaviours, as if their office in the parliament provides them with political license to do what they want, outside of their training, knowledge, understanding, formal qualifications, credentials and social license.It is the medical profession and other health and human service workers who will now need to pick up the pieces arising again and again from such highly disappointing policy decision making, placing the medical profession into the firing line to avoid criticism by industry and other advocates



• It authorised GP prescribing & wider pharmacy dispensing from 01 July 2021; while noting 
that only two medicinal cannabis products are listed on the ARTG, Sativex (nabiximols) 
which is used to treat certain patients with multiple sclerosis & Epidyolex (cannabidiol) 
which is used for patients with certain epileptic conditions, notwithstanding the absence of 
good evidence to support those indications at this time & to demonstrate they deliver high 
value/ low risk treatment 

• However, there are at present no low dose CBD or other cannabinoid products listed on the 
ARTG that could be supplied by pharmacies under Schedule 3, raising questions about how 
& why untested products might soon be so registered & why State governments acted 
before the facts

• Only Schedule 4 cannabis products can be supplied by prescription at present if wanting to 
remain within the law
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TGA (2020):In December 2020, the Therapeutic Goods Administration (TGA) announced a final decision to down-schedule certain low dose cannabidiol (CBD) preparations from Schedule 4 (Prescription Medicine) to Schedule 3 (Pharmacist Only Medicine).The decision will allow TGA approved low-dose CBD containing products, up to a maximum of 150 mg/day, for use in adults, to be supplied over-the-counter by a pharmacist, without a prescription. The decision limits over-the-counter supply to only those products that are approved by the TGA and included on the Australian Register of Therapeutic Goods (ARTG). The decision also outlines additional limits on dosage form and packaging requirements, including pack size and child resistant closures.There are currently no TGA approved products on the Australian Register of Therapeutic Goods (ARTG) that meet the Schedule 3 criteria.TGA Clinical justification requirements for SAS Category B applications When applying to access an unapproved medicinal cannabis product on behalf of a patient under the SAS Category B pathway, prescribers must provide a clinical justification. The justification should include the seriousness of the patient's condition, consideration for the use of medicines that are included in the ARTG and the potential risks and benefits of using the proposed unapproved medicine.The clinical justification may be succinct and should summarise:An outline of the patient's symptoms and/or diagnosisDetails of relevant past treatments and procedures trialled or considered, including reasons why therapeutic goods currently included in the ARTG may not be the most appropriate treatment for the individual patient in the particular circumstanceAn appraisal of the expected clinical benefits versus the potential risks of the proposed treatment.There are no restrictions on the medical conditions for which a prescriber may apply via the SAS to access an unapproved medicinal cannabis product for their patient, provided the prescriber has the appropriate knowledge on the condition being treated and on the medicinal cannabis product they wish to prescribe. Supporting evidence may be requested by the TGA for some novel indications. In some instances, evidence of specialist support from a practitioner with appropriate expertise may also be requested.The randomised controlled trial of cannabidiol (CBD) for drug-resistant seizures in Dravet syndrome, Devinsky et al (2016) showed significant adverse events including sedation, convulsions and gastrointestinal disturbance in some patients. …noting that various authors speculate that many of these symptoms may be tolerable, presumably if the treatment is helping…but other studies including the Devinsky et al (2016) study show these AEs are often far from minor …with adverse events are reported in 78% and serious adverse events in 30% of the participants in the 12-week treatment period.However, these findings were confounded by the co-prescribing of clobazam, meaning the study provides no valid, reliable and useful clinical guidance.Adverse events were reported in 78% and serious adverse events in 30% of the participants in the 12-week treatment periodIn a letter to Lancet Neurology, Devinsky, Marsh and Friedman agree that the high rate of reported  adverse events (78%) and serious  adverse events (30%) is concerning. (www.thelancet.com/neurology Vol 15 May 2016)… “However, only 3% of patients discontinued the study medication because of adverse events, which is low. As Bauer and Sander note, some patients had seizure exacerbations on cannabidiol, which might partly reﬂect the natural history of the disorder but were considered by some investigators to be adverse events.”To which I respond, we know that a large proportion of patients with CNCP continue taking strong opioids despite significant side effects and risk as do patients with anxiety disorder prescribed benzodiazepines, as do patients with mental disorders prescribed highly sedating anti-depressant and anti-psychotic medications. This does not mean those medications have disease specific efficacy or that the side effects are not highly problematic from a clinical outcomes (functioning and safety) perspective. Devinsky, Marsh and Friedman conclude in their letter (2016): We endorse Brecht’s and Thomas Huxley’s views: “the great tragedy of science—the slaying of beautiful hypothesis by an ugly fact.” And we welcome the facts as they come— whether they are good, bad, or ugly.References:TGA (2020) https://www.tga.gov.au/media-release/over-counter-access-low-dose-cannabidiol (accessed on 13 July 2021)Devinsky O, Cross JH, Laux L, et al. Trial of cannabidiol for drug-resistant seizures in the Dravet syndrome. N Engl J Med. 2017;376:2011–20. doi:10.1056/NEJMoa1611618.Devinsky O, Marsh E, Friedman D, Thiele E, Laux L, Sullivan J, Miller I, Flamini R, Wilfong A, Filloux F, Wong M, Tilton N, Bruno P, Bluvstein J, Hedlund J, Kamens R, Maclean J, Nangia S, Singhal NS, Wilson CA, Patel A, Cilio MR. Cannabidiol in patients with treatment-resistant epilepsy: an open-label interventional trial. Lancet Neurol. 2016 Mar;15(3):270-8. doi: 10.1016/S1474-4422(15)00379-8. Epub 2015 Dec 24. Erratum in: Lancet Neurol. 2016 Apr;15(4):352. PMID: 26724101.Geffrey AL, Pollack SF, Bruno PL, Thiele EA. Drug-drug interaction between clobazam and cannabidiol in children with refractory epilepsy. Epilepsia. 2015 Aug;56(8):1246-51. doi: 10.1111/epi.13060. Epub 2015 Jun 26. PMID: 26114620.Martin, J.H., Schneider, J., Lucas, C.J. et al. Exogenous Cannabinoid Efficacy: Merely a Pharmacokinetic Interaction? Clin Pharmacokinet (2018) 57: 539. https://doi.org/10.1007/s40262-017-0599-0.



• Have we learned nothing from the opioid epidemic, the COVID-19 pandemic, the 
adverse health, social & economic impacts of other unhealthy commodity industry 
behaviours & from OTC CACC (codeine) reforms managed so well by the TGA? 

• We can & simply must perform better than this in government & in governance if we are 
to prosper to our potential as a nation, into the future



• Given the need for a ‘sponsor’ to provide significant data (in the  absence of existing 
good data) demonstrating quality, safety & efficacy & given this demands high quality 
systematic review (AMSTAR-2) of high quality randomised & non-randomised studies 
demonstrating meaningful clinical benefit & low risk & harm associated with a specific 
cannabinoid for each & every medical condition where there are hopes or claims of 
therapeutic benefit…

• We cannot expect any cannabinoid to be added to the ARTG any time soon given the 
absence of compelling evidence for any cannabinoid in delivering such benefit for any 
medical condition 

• …that is, unless the TGA substantially lowers required standards …& I trust & expect that 
would only occur if inappropriate political pressures or directions were to be applied
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And if the medical profession declines to prescribe unless & until such evidence becomes available (as it should), will the TGA allow certain cannabinoid products to be made available OTC under Schedule 3 in the absence of  usual standards of quality, safety & efficacy?In that scenario, the TGA up scheduling of OTC Combination Analgesics containing Codeine will become a farce as will the TGA Strong Opioids interventionThe ARTG Market Authorisation Process Market authorisation is the approval given to supply a therapeutic good in Australia, and, in most cases, involves entry on the Australian Register of Therapeutic Goods (ARTG). The ARTG is an electronic register of therapeutic goods, which can be lawfully supplied in Australia. In general, the market authorisation process consists of three stages: Pre-market: You, the applicant, compile the required data and information required for your therapeutic good.Supporting dataTherapeutic goods need to be supported by data relating to:qualitysafetyefficacy or performance During the pre- or post-market stages, you may receive a request from us to provide data about your therapeutic good. For example, you may be required to provide data pertaining to the good's safety, or to support an indication you have made…Sometimes we ask you to provide a significant amount of data (for example, if the therapeutic good is new and unlike any other therapeutic good in the ARTG). Note that if the data is already in the public domain, you will not need to generate new data, but you will need to be able to provide it if requested…You will need evidence of efficacy (for medicines and biologicals) or performance (for medical devices).Manufacturing qualityAll medicines and biologicals need to be manufactured according to our regulatory requirements. This (with a small number of exceptions) includes meeting Good Manufacturing Practice (GMP). As the sponsor, you will need evidence that the manufacture complies with GMP. //www.tga.gov.au/good-manufacturing-practice-overview Advertising a therapeutic good You also have responsibilities and restrictions associated with advertising your therapeutic good once it is on the market. See our Advertising hub early to ensure your product complies with advertising. //www.tga.gov.au/hubs/advertising-therapeutic-goods) Assessment of dataFirst, we screen your application to make sure all the required data and information is included and correct.In some cases (such as for Class I medical devices and complementary medicines), this may occur as part of the automatic inclusion process.If pre-market data is provided as part of your application, we assess this to check whether the benefits outweigh the risks, and that the therapeutic good meets all regulatory requirements.There are different factors (including the risk level of your therapeutic good) that can impact on:how much data (and what data) we need to assess when we assess this dataSometimes we may request further data before we can make a decisionIt is important to note that regardless of whether we assess data first, we continue to monitor the therapeutic good after it is included in the ARTG (post-market).It is your responsibility as the sponsor to hold and provide all of the information we need to assess and review your therapeutic good. If this requires you to obtain information from another party (such as a manufacturer), this is your responsibility, including any agreements with the other party to do so.This requirement applies regardless of whether you are importing, exporting or supplying a therapeutic good.2. Processing: You submit your application for market authorisation through TGA Business Services (TBS). Your application is assessed to ensure the required information has been provided (noting that this is an automated process for listed medicines and some medical devices). If your therapeutic good meets our regulatory requirements, we grant you market authorisation and your therapeutic good is included in the ARTG and you are known as the sponsor 2b. DecisionWe will inform you of our decision once assessment is complete. We contact you through the details you have supplied in TBS, make sure these are always up to date. Consider providing a general email that many people can access, so correspondence from the TGA is not missed if someone is away or sick.If we decide that the benefits outweigh the risks and that the therapeutic good meets all regulatory requirements, you are granted market authorisation and your therapeutic good is included in the ARTG.If market authorisation is not granted, we will provide you with the reasons for our decision and what recourse may be available to you, such as a review of the decision. 3. Post-market: Ongoing responsibilitiesAs the sponsor, you must fulfil a number of responsibilities and obligations for your therapeutic whilst it remains in the ARTG (such as reporting adverse events). This includes post-market monitoring.Post-market reviewsYour therapeutic good may be randomly selected or targeted for a post-market review (depending on the type of therapeutic good) to ensure complianceRemember that it is the sponsor's responsibility to remain compliant with any relevant legislation. We will typically contact you with a formal request for information to assess data you have provided, need to hold (but did not need to provide to us as part of market authorisation) or might be missing, incomplete or unclear. We can also target-review any advertising of your therapeutic good. Often this stems from investigating complaints received about advertising. (//www.tga.gov.au/hubs/advertising-therapeutic-goods) (//www.tga.gov.au/advertising-enforcement-and-outcomes) https://www.tga.gov.au/sme-assist/overview-applying-market-authorisation 



FPM 
Position 

Statement 
2021

 “Prescribing ‘medicinal 
cannabis’ for CNCP is  not 

supported by current 
evidence”

Following a 
comprehensive review 

by the world’s peak pain 
body, the International 

Association for the 
Study of Pain [IASP], 
said in its March 2021 

Position Statement:

“There is a lack of 
sufficient evidence to 
endorse the general 

use of cannabinoids for 
the treatment of pain”
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“Do not prescribe currently available medicinal cannabis products to treat chronic non-cancer pain (CNCP) unless part of a registered clinical trial”By far the most common reason for their use is chronic pain however there is a critical lack of evidence that it provides a consistent benefit for any type of chronic non-cancer painA breakdown of the number of SAS Category B approvals by month for the previous 12 months is also provided below:More than 90% of these Special Access Scheme – Category B (SAS-B) approvals are for chronic pain of various types The evidence available is either unsupportive of using cannabinoid products in chronic non-cancer pain (CNCP) or is of such low quality that no valid scientific conclusion can be drawnCannabidiol-only formulations have never been the subject of a published randomised controlled trial (RCT) for pain indications, yet they are the most commonly prescribed type of productIn addition, evidence of harms does exist, particularly in relation to sedative effects, interactions with other medications & neuropsychiatric effects (products containing THC)  At present, based on current knowledge, cannabis products are:Overused Provide little or no scientifically demonstrated benefit, &…Are likely causing unnecessary & avoidable harmGiven the above, I present the clinical use of cannabinoid products cannot be ethically recommended outside a properly established & registered clinical trial environment until high-quality evidence for specific indications is published This is a rational & responsible position, one that the medical profession ought to be supporting because it aligns with current absence of evidence demonstrating efficacy & safetyMoreover, the position is consistent with the Choosing Wisely & related RACP evolve initiative which are designed to disinvest in low value & high-risk interventionsAt present, cannabinoids are being requested by patients & prescribed for many medical conditions for which there is no high-quality research evidence of benefit:Better careBetter decision makingBetter use of resourcesNoting the UK Faculty of Pain Medicine, the British Pain Society, the NICE guidance and the Cochrane review (Mücke et al, 2018) provide similar advice to the FPM (ANZCA) and the IASP (2021)

https://www.iasp-pain.org/PublicationsNews/NewsDetail.aspx?ItemNumber=11145&navItemNumber=643


• The FPM (ANZCA) has presented the medical profession of Australia & New Zealand with 
explicit advice:

• “Do not prescribe currently available medicinal cannabis products to treat chronic non-
cancer pain (CNCP) unless part of a registered clinical trial”

• It does so, based on its analysis of available international evidence for the effectiveness 
& safety or otherwise of the cannabinoids in treating chronic noncancer pain. The FPM 
(ANZCA) concludes:

• “The clinical use of cannabinoid products cannot be ethically recommended outside a 
properly established & registered clinical trial environment until high-quality evidence for 
specific indications is published”
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CNCP is Dominating Prescribing of Cannabinoid Products in Australia The FPM observes that 90% of Special Access Scheme – Category B (SAS-B) approvals in Australia are for chronic pain of various typesRegardless of whether it is 90% or less, based on current evidence, this is highly worrisomeI observe it reflects in substantial part low health literacy that is so common in the Australian community, fuelled by unbridled enthusiasm among many advocates with a vested commercial or personal interest to promote the use of cannabisEven more disturbing, it signals a retreat from the principles of good science & a quality use of medicines framework that underpins (or should underpin) all TGA decision making  Importantly, we don’t know what cannabinoids are being prescribed by medical practitioners (about 2,500 doctors to date according to the TGA) in Australia or what is really in the products or the concentrations and doses of constituents, leading us all to ask – does the TGA know, how and if so, what evaluation of benefit and risk is being undertaken? If not, why not? Who takes medico-legal responsibility when there is no way the patient and doctor can know or evaluate safety with confidence? History tells us that in the absence of close monitoring and strong regulation.  It is likely that THC is a common constituent of many cannabis products even when companies state otherwise.The Faculty of Pain Medicine (ANZCA) has again examined the international medical research in relation to the effectiveness & safety of cannabis products in treating chronic noncancer pain & has concluded the evidence is weak & does not justify the prescribing of cannabinoid products for this purposeIt concludes available medicinal cannabis products should only prescribed in the treatment of chronic noncancer pain when part of a registered clinical trial



• The FPM assessment & recommendations stand in serious tension with an 
observation that about 90% of TGA approvals to date, over 120,000 as of 31 May 
2021, have been for the prescribing of cannabis products under the Special Access 
(SAS-B) Scheme in the treatment of chronic non-cancer pain

• Prescribing a class of substances that on current evidence ‘do not work’ or ‘work very 
well’ & that are a source of ‘significant risk of significant health harm’ is anything but 
compassionate good care & makes no sense

• Since when does a enlightened & caring society allow those who are not cardiologists to make 
critical decisions about the best treatment of complex cardiac conditions; or who are not 
engineers & architects to design bridges & buildings so they perform as required & do not fall 
over?**

• But that is exactly what we are commonly witnessing 
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* including elected representatives** or if we are not careful into the near future, will governments not seek or ignore the advice of immunologists, infectious disease specialists & public health physicians in critical public policy decisions about the control of infectious disease epidemics like COVID-19?SAS Category B approval statisticsUp to 31 May 2021, the TGA has approved over 120,000 SAS Category B applications for unapproved medicinal cannabis products and that the TGA is now making these approvals at a rate of over 498 each working day and is rapidly escalating   These statistics do not include the use of Sativex and Epidyolex products.The TGA web site also advises:Australian patients may also be accessing unapproved medicinal cannabis products outside the SAS via the Authorised Prescriber scheme or in a clinical trial and these will not be captured in the SAS figures provided above. As of 31 May 2021 there are 263 Authorised Prescribers.At the same time, to my knowledge, the TGA is requiring or undertaking no systematic evaluation of clinical and population level effectiveness, and safety.  Nor is any other government or medical body. And nearly a whimper from medical bodies at the same time!  I find this quite extraordinary. We consequentially have no clue as to clinical outcomes, neither subjective or objective.



• Cannabis use, whether prescribed or illicit, is associated with a range of potentially 
serious health harms

• The most common acute adverse effects are anxiety, panic reactions, & psychotic symptoms, 
all of which are most often reported by naïve illicit cannabis users

• Independent of cigarette smoking, continued cannabis use during pregnancy appears 
associated with significant reductions in infant gestational age at birth, birthweight & length, 
& head circumference, as well as increased frequency of severe neonatal morbidity

• While research is unfolding, cannabinoids may have profound effects on the metabolism & 
safety of many prescribed drugs through drug-drug interactions…& …

• Increased risks of cardiovascular events in cannabis smokers (elevated blood pressure, AMI, 
CVA) 

- Hall & Degenhardt, 2009
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Most Common Acute Adverse EffectsThe most common acute adverse effects of cannabis are panic attacks and other forms of anxiety, mostly reported by naive users.Hall & Degenhardt, 2009; Hall & Pacula, 2003Because cannabis impairs psychomotor skills, reaction time, and motor coordination, its use leads to increased risk of motor vehicle accidents. Asbridge et al, 2012; Ramaekers etl al, 2004Current cannabis users have higher rates of hospitalization for injury from all causes than former cannabis users or nonusers.What other adverse effects are of concern?Learning or consolidating dysfunctional psychoactive substance use behaviours to cope with life problems or live one’s life…leading potentially to…Cannabis use disorderUse of other illicit drugsEducational under-achievementPoor mental healthPsychosesAnxiety, depression and bipolar disorderSuicide - see notes on subsequent slides for more detail…Cannabis & Bipolar DisorderIn some studies, researchers conclude regular cannabis use is associated to about a 3-fold risk (OR 52.97, 95% CI 1.8-4.9) of developing a manic episode, with some evidence of dose–response relationship between frequency of use and risk for mania (Gibbs et al, 2014; Maragoni et al, 2016; Pinto et al, 2019) Furthermore, these studies report continued cannabis use and CUDs increases the severity of manic and psychotic symptoms and facilitates a rapid-cycling course of bipolar disorderCannabis Depression & AnxietyRegular cannabis use appears associated with lack of motivation for naturally rewarding activities, which is a core feature of depressive disorders (Volkow et al, 2016)Some systematic reviews indicate that cannabis use leads to a modest increase in the risk for depression (OR 5 1.49, 95% CI 1.15-1.94),Moore et al, 2007 which becomes slightly greater (OR51.62, 95% CI 1.21-2.16)Lev-Ran, 2014 for frequent cannabis useFurthermore, some studies report those who start using cannabis at age 15 years Arseneault et al, 2002, are at greater risk for suicidal ideation (OR 5 1.50, 95% CI 1.11-2.03) & suicidal behaviours (OR 5 3.46, 95% CI 1.53-7.84) both in general population & clinical samplesEvidence for a weaker association between cannabis use and anxiety disorders comes from a meta-analysis, estimating ORs from 1.15 (95% CI 1.03-1.29)113 to 1.24 (95% CI 1.06-1.45) Kedzior & Laeber, 2014Nevertheless, more longitudinal studies are needed to clarify the direction of the association between cannabis use depression & anxiety,78,113 to examine the role of self-medicationDrug-Drug InteractionsCBD inhibits UGT2B7, & thus, a lower M6G to morphine ratio should be expected & less analgesic potencyMoreover, CBD, THC, & CBN inhibit CYP2D6 aﬀecting oxymorphone formation & thus reducing analgesic eﬀectTherefore, if the interactions mentioned above take place, perhaps less analgesia would be seen with the combination of cannabis & these two opioidsHowever, several studies in the literature report that cannabis enhances the analgesic eﬀects of opioids, thereby allowing for lower doses (Degenhardt et al, 2015; Haroutounian et al, 2016; Copper et al, 2018)These reports are based on subjective dataIn an open-label cannabidiol (CBD) interventional trial of 162 patients undertaken by Devinsky et al (2016), the researchers reported a reduction from median of 30 motor seizures per month to 16 per monthAdverse events are reported in 78% & serious adverse events in 30% of the participants in the 12-week treatment periodSide effects were common (25% somnolence,19% decreased appetite, 19% diarrhoea) & 12% experienced severe adverse effects, including 6% status epilepticusReferences:Hall W, Degenhardt L. Adverse health effects of non-medical cannabis use. Lancet 2009;374:1383–91.Hall W, Pacula RL. Cannabis use and dependence: public health and public policy. Cambridge, United Kindgom: Cambridge University Press, 2003.Gibbs M, Winsper C, Marwaha S, Gilbert E, Broome M, Singh SP. Cannabis use and mania symptoms: a systematic review and meta-analysis. J Affect Disord 2014;171:39–47.Asbridge M, Hayden JA, Cartwright JL. Acute cannabis consumption and motor vehicle collision risk: systematic review of observational studies and meta-analysis. BMJ 2012;344:1–9.Ramaekers JG, Berghaus G, Van Laar M, Drummer OH. Dose related risk of motor vehicle crashes after cannabis use. Drug Alcohol Depend 2004;73:109–19.American Psychiatric Association. Highlights of changes from DSM-IV to DSM-5. Diagnostic and Statistical Manual of Mental Disorders. American Psychiatric Association, 2013. doi:10.1176/appi.books.9780890425596.changes.Marangoni C, Hernandez M, Faedda GL. The role of environmental exposures as risk factors for bipolar disorder: a systematic review of longitudinal studies. J Affect Disord 2016;193:165–74.Pinto JV, Medeiros LS, Santana da Rosa G, Santana de Oliveira CE, Crippa JAdeS, Passos IC, Kauer-Sant’Anna M. The prevalence and clinical correlates of cannabis use and cannabis use disorder among patients with bipolar disorder: a systematic review with meta-analysis and meta-regression. Neurosci Biobehav Rev 2019;101:78–84.Volkow ND, Swanson JM, Evins AE, DeLisi LE, Meier MH, Gonzalez R, Bloomfield MAP, Curran HV, Baler R. Effects of cannabis use on human behavior, including cognition, motivation, and psychosis: a review. JAMA Psychiatry 2016;73:292–7. Moore TH, Zammit S, Lingford-Hughes A, Barnes TR, Jones PB, Burke M, Lewis G. Cannabis use and risk of psychotic or affective mental health outcomes: a systematic review. Lancet 2007;370:319–28.Lev-Ran S, Roerecke M, Le Foll B, George TP, McKenzie K, Rehm J. The association between cannabis use and depression: a systematic review and meta-analysis of longitudinal studies. Psychol Med 2014;44: 797–810.Arseneault L, Cannon M, Poulton R, Murray R, Caspi A, Moffitt TE. Cannabis use in adolescence and risk for adult psychosis: longitudinal prospective study. BMJ Br Med J 2002;325:1212–3.Kedzior KK, Laeber LT. A positive association between anxiety disorders and cannabis use or cannabis use disorders in the general population-meta-analysis of 31 studies. BMC Psychiatry 2014;14:136.L. Degenhardt, N. Lintzeris, G. Campbell et al., “Experience of adjunctive cannabis use for chronic non-cancer pain: findings from the Pain and Opioids IN Treatment (POINT) study,” Drug and Alcohol Dependence, vol. 147, pp. 144–150, 2015.S. Haroutounian, Y. Ratz, Y. Ginosar et al., “The effect of medicinal cannabis on pain and quality-of-life outcomes in chronic pain,” The Clinical Journal of Pain, vol. 32, no. 12, pp. 1036–1043, 2016.A. Reiman, M. Welty, and P. Solomon, “Cannabis as a substitute for opioid-based pain medication: patient self-report,” Cannabis and Cannabinoid Research, vol. 2, no. 1, pp. 160–166, 2017.Z. D. Cooper, G. Bedi, D. Ramesh, R. Balter, S. D. Comer, and M. Haney, “Impact of co-administration of oxycodone and smoked cannabis on analgesia and abuse liability,” Neuropsychopharmacology, vol. 43, no. 10, pp. 2046–2055, 2018.Devinsky O, Marsh E, Friedman D, Thiele E, Laux L, Sullivan J, Miller I, Flamini R, Wilfong A, Filloux F, Wong M, Tilton N, Bruno P, Bluvstein J, Hedlund J, Kamens R, Maclean J, Nangia S, Singhal NS, Wilson CA, Patel A, Cilio MR. Cannabidiol in patients with treatment-resistant epilepsy: an open-label interventional trial. Lancet Neurol. 2016 Mar;15(3):270-8. doi: 10.1016/S1474-4422(15)00379-8. Epub 2015 Dec 24. Erratum in: Lancet Neurol. 2016 Apr;15(4):352. PMID: 26724101.Devinsky O, Cross JH, Laux L, et al. Trial of cannabidiol for drug-resistant seizures in the Dravet syndrome. N Engl J Med. 2017;376:2011–20. doi:10.1056/NEJMoa1611618.



• There are concerns about the potential for ‘medicinal cannabis’ as gateway to cannabis 
smoking & to illicit drug use, noting that when smoked, cannabis is commonly mixed 
with tobacco, enhancing many health risks due to additional toxicity & due to more risky 
dynamics associated with this common way of using cannabis

• One now quite dated publication reported that smoking cannabis entails a two thirds larger 
puff volume, a one third larger inhaled volume, a fourfold longer time holding the breath & a 
fivefold increase in concentrations of carboxyhaemoglobin 

- Henry et al, 2003

Presenter
Presentation Notes
Although the active ingredients of the cannabis plant differ from those of the tobacco plant, some publications have reported that each produces about 4000 chemicals when smoked and these are largely identicalAlthough cannabis cigarettes are smoked less frequently than nicotine cigarettes, their mode of inhalation is very differentCompared with smoking tobacco, smoking cannabis entails a two thirds larger puff volume, a one third larger inhaled volume, a fourfold longer time holding the breath, and a fivefold increase in concentrations of carboxyhaemoglobin.5 The products of combustion from cannabis are thus retained to a much higher degree. How is this likely to translate into adverse effects on health? (Henry et al, 2003)References:Henry JA, Oldfield WL, Kon OM. Comparing cannabis with tobacco. BMJ. 2003;326(7396):942-943. doi:10.1136/bmj.326.7396.942.



-- Hall & Degenhardt, 2014
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Presentation Notes
The relationship is not necessarily clear-cut, for example, in 2002, Degenhardt, Hall and Lynskey reported the following findings in a national survey sample of 10,641 Australian adults.Alcohol showed a "J-shaped” relationship with DSM‐IV affective and anxiety disorders: alcohol users had lower rates of these problems than non‐users of alcohol, while those meeting criteria for alcohol dependence had the highest rates. Tobacco & cannabis use were both associated with increased rates of all mental health problems examinedHowever, after controlling for demographics, neuroticism & other drug use, cannabis was not associated with anxiety or affective disordersAlcohol dependence & tobacco use remained associated with both of these indicators of mental healthAll three types of drug use were associated with higher rates of other substance use problems, with cannabis having the strongest associationReferences: Hall, W. and Degenhardt, L. Adverse health effects of non-medical cannabis use Lancet 2009; 374: 1383–91.Degenhardt L., Hall W. and Lynskey M. Alcohol, cannabis and tobacco use among Australians: a comparison of their associations with other drug use and use disorders, affective and anxiety disorders, and psychosis.  Addiction ,Vol  96, issue 11, November 2001, pp 1603 – 1614.



- Hall & Degenhardt, 2014
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Summary of the adverse health effects of cannabis (Hall & Degenhardt, 2014)Chronic cannabis use can produce a dependence syndrome in 1 in 10 users. Regular users have higher risks of chronic bronchitis and possibly impaired respiratory function; and psychotic symptoms and disorders, especially if they have a history of psychotic symptoms or a family history of these disorders.The most probable adverse psychosocial effect among adolescents who become regular users is impaired educational attainment. Regular adolescent cannabis users are more likely to use other illicit drugs although the explanation of this relationship remains contested.There is uncertainty about whether a number of other adverse effects associated with regular cannabis use are causally related to its use. This is because of the possible confounding effects of tobacco smoking in the case of respiratory cancers. That said, it is important to recognise that cannabis is commonly smoked (and now vaped as well) in combination with tobacco/ nicotine containing products, opening the door for new and increased synergistic adverse effectsIn the case of depressive disorders and suicide, the direction of the relation-ship is uncertain. In the case of cognitive performance, the size and reversibility of the impairment is unclear. These outcomes, and studies of the typical doses of THC and other cannabinoids in commonly used cannabis preparations, should be priorities for research on the health effects of cannabis.



• Cannabis dependence appears to be a most under-appreciated risk & harm

• This is no small matter…though some say otherwise…

• In Australian studies it has been estimated that the lifetime risk of developing a cannabis 
dependence is 9% while the risk rises to one in six (~17%) among those who initiate use during 
adolescence

• NASEM (2017) reports that of 22.2 million cannabis users in a survey, 4.2 million described 
symptoms consistent with the presence of a cannabis use disorder (CUD as per DSM 5)

• That is 19% developing a CUD
- Anthony, 2006; Hall & Degenhardt, 2009

• While adding in the context of this workshop that almost all tobacco & e-Cig users become nicotine 
dependent

Presenter
Presentation Notes
Chronic cannabis use can produce a dependence syndrome in as many as one in ten usersEstimated that 1.0-1.5% of Australian adult population satisfies definition of cannabis dependenceThat has obvious serious implications their life choices & life opportunities as well as their physical & mental healthSome other adverse effects are associated with regular cannabis use, but whether they are causal is not known because of the possible confounding effects of other drugs (tobacco for respiratory cancers; tobacco, alcohol, and other drugs for behavioural disorders in children whose mothers smoked cannabis during pregnancy). In the case of depressive disorders and suicide, the association with cannabis is uncertain. For cognitive performance, the size and reversibility of the impairment remain unclear. The focus of epidemiological and clinical research should be on clarifying the causative role of cannabis for these adverse health effects (Hall and Degenhardt 2009).In the Australian National Survey of Mental Health and Wellbeing, nearly one in 12 Australians had consumed cannabis more than five times in the preceding 12 months, and of those, 21% met criteria for cannabis dependence (Swift, Hall & Teesson, 2001).The conditional life-time prevalence of cannabis dependence among those who had used cannabis was 9%, which was exceeded by the comparable rates for nicotine (32%), heroin (23%), cocaine (17%), alcohol (15%) and stimulant (11%) dependence.7Cannabis dependence is characterized by impaired control over cannabis use and difﬁculty in ceasing use despite harms caused by it (Hall and Pacula, 2010).  In Australia, Canada, and the USA, cannabis dependence is the most commonly treated type of drug dependence after alcohol and tobacco, affecting an estimated 1–2% of adults in the past year, and 4–8% of adults during their lifetime (Hall and Degenhardt, 2014).Those at highest risk of cannabis dependence have a history of poor academic achievement, deviant behaviour in childhood and adolescence, rebelliousness, poor parental relationships, and a parental history of drug and alcohol problems [Anthony, 2006].References:Anthony J. Cannabis Dependence: Its Nature, Consequences and Treatment, (Eds: R.A. Roffman, R.S. Stephens). Cambridge University Press, Cambridge, 2006, pp. 58–105.



o Drug dependence characteristically diminishes the affected individual’s life opportunities & 
life chances & adversely alters their life choices, life course & life outcomes

o While noting there are differences between drug classes & those with rich personal, financial & 
social resources may manage their lives & ‘fly beneath the radar’ for many years in the face of 
this problem … until one day they do not 

o Most drug dependence axiomatically diminishes an affected individual’s autonomy, human 
agency & opportunity to flourish in life to the best of their abilities & social context

o Even when people are entering a terminal phase of any serious illness, they generally want to remain 
as active as possible, be able to fully engage in & enjoy life to the maximum & engage & 
communicate meaningfully with family & friends
o Drug dependence can render that difficult to achieve, as does ‘affect modulation’ or sedation, & any 

medical problems arising from substance use leading to consequential impairment, disability & 
handicap
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Presentation Notes
…sedation or being drug affected in other ways…It is interesting to note some researchers referring to side effects like somnolence and sedation as ‘mild to moderate’ but without detailing how this was determined including the rating of severity. Any level of sedation is of significance since sedation signals a loss of cognitive and physical function as well as a wide range of risks. It is no small matter. Researchers may also comment that such adverse events are time limited, again without detailing how this assessment has been reached. This is unsatisfactory scientific reporting and leaves those researchers open to criticism and challenge from the scientific community as it does clinicians.Serious adverse events requiring hospitalization have been reported in a significant proportion of patients treated with CBD in some studies, with somnolence being reported in as many as 40% of subjects. In two small Australian studies, parents reported improvement in 60% & 30% of children treated for Dravet syndrome with CBD while adverse events were experienced by 78% & 37% of treated children, respectively. It is notable that subjects reporting positive effects from cannabis also frequently report significant adverse events such as drowsiness, lethargy, memory impairment and paranoia.Researchers may report the severity of adverse events declines presumably as tolerance builds or as doses of the primary medicines for seizure control are reduced.  Those same authors do not seem to comment on whether reports of efficacy decline in parallel. It is of concern to note adverse events are more common than reported therapeutic benefit. It is even more concerning (and perplexing) to note absence of erudite comment on these unfavourable benefit/ harm outcomes.As our clinical pharmacology and  toxicology colleagues point out, cannabidiol is an inverse agonist which is different to an antagonist and is associated with a biphasic response with variable and even opposing effects at different doses. High CBD doses are reported to increase sleep duration while low doses (15mg) appear to have alerting properties. Common side effects reported in the Devinsky et al (2017) study included tiredness, sedation and sleep disturbances, though psychological and psychomotor functions have not been reported to be adversely affected in a number of studies. As colleagues have pointed out, while identified as an issue of concern by inference, patients using even low dose CBD to manage anxiety or sleep are unlikely to report fatigue, sedation or sleepiness. So, their occurrence is likely to be under-estimated. Nonetheless, this data adds reason to suggest CBD can be sedative.When we speak of medicinal cannabis, we are referencing a whole range of cannabinoid products which may or may not include THC. It is commonly stated that cannabidiol is not psychoactive like THC ‘because it has a relatively weak affinity for CB1 and CB2 receptors’ and that it is therefore not addictive.  However, Zuardi et al (2008) observe that ‘in spite of its low affinity for CB1 and CB2 receptors, experimental evidence has shown that CBD is capable of antagonizing CB11/CB2 receptor agonists at reasonably low concentrations.’In its review, the TGA observes that: ‘Synthetic cannabidiol has the potential to be a racemic mixture, the non-psychoactive (-) CBD or the alternative (+) CBD enantiomer. (+) CBD and its derivatives have been reported to bind to both CB1 and CB2 receptors, displaying selectivity towards CB118,24 and is therefore likely to be psychoactive and present different pharmacological activity. Therefore, the use of synthetic CBD may have psychoactive potential that would not be found in plant-derived cannabidiol’ (TGA, 2020). The TGA adds: ‘Given that the safety profile is based on cannabidiol having low affinity for the CB1 and CB2 receptors, and thus is not exhibiting psychoactive effects, down scheduling should be limited to plant derived CBD as it is present only as (-) CBD or synthetic cannabidiol only containing the (-) CBD enantiomer.’ 





Key Statement 1: 
• There are presently no medical conditions 

for which any cannabinoid can be considered 
first line treatment…

• …but more importantly, there are no 
conditions for which there is good evidence 
of clinically moderate to high value clinical 
benefit & low risk of harm based on 
independent, peer reviewed & replicated 
high quality scientific studies 

• i.e., no studies showing more than small effect 
sizes of statistical & clinical significance in 
context of many studies demonstrating risk & 
harm (including NASEM, 2017)
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As noted, we are witnessing quite extraordinary claims of wide-ranging therapeutic application & benefit are being promoted in the absence of sufficient if any high-quality evidence of clinically meaningful (as opposed to statistically significant evidence of) effectiveness & safety & a new industry is gearing up to reap immense commercial rewards, regardless.See larger presentation for analysisReferences:National Academies of Sciences. The health effects of cannabis and cannabinoids: the current state of evidence and recommendations for research. National Academies Press, 2017. doi:10. 17226/24625.Martin, J.H., Schneider, J., Lucas, C.J. et al. Exogenous Cannabinoid Efficacy: Merely a Pharmacokinetic Interaction? Clin Pharmacokinet (2018) 57: 539. https://doi.org/10.1007/s40262-017-0599-0.Anthony J. Cannabis Dependence: Its Nature, Consequences and Treatment, (Eds: R.A. Roffman, R.S. Stephens). Cambridge University Press, Cambridge, 2006, pp. 58–105.Hall W, Degenhardt L. Adverse health effects of non-medical cannabis use. Lancet 2009;374:1383–91.Hall W, Pacula RL. Cannabis use and dependence: public health and public policy. Cambridge, United Kindgom: Cambridge University Press, 2003.Gibbs M, Winsper C, Marwaha S, Gilbert E, Broome M, Singh SP. Cannabis use and mania symptoms: a systematic review and meta-analysis. J Affect Disord 2014;171:39–47.Hall W, Degenhardt L. Adverse health effects of non-medical cannabis use. Lancet 2009;374:1383–91.Hall, W. and Degenhardt, L. Adverse health effects of non-medical cannabis use Lancet 2009; 374: 1383–91.Degenhardt L., Hall W. and Lynskey M. Alcohol, cannabis and tobacco use among Australians: a comparison of their associations with other drug use and use disorders, affective and anxiety disorders, and psychosis.  Addiction ,Vol  96, issue 11, November 2001, pp 1603 – 1614.Hall W, Pacula RL. Cannabis use and dependence: public health and public policy. Cambridge, United Kindgom: Cambridge University Press, 2003.Gibbs M, Winsper C, Marwaha S, Gilbert E, Broome M, Singh SP. Cannabis use and mania symptoms: a systematic review and meta-analysis. J Affect Disord 2014;171:39–47.United Nations: International Narcotics Control Board, Report of the International Narcotics Control Board for 2018, United Nations, Vienna, 2019.AJ McLean & OT Holubowycz, ‘Alcohol and the risk of accident involvement;, in L Goldberg(ed.), Proc. Eighth International Conference on Alcohol, Drugs and Traffic Safety, Almgvist & Wilksell International, Stockholm, 1981, vol.1, pp.113-123.Rocky Mountain High Intensity Drug Trafficking Area, The legalization of marijuana in Colorado – The Impact, Vo. 2/ August 2014.



Key Statement 2: 
o There are currently no medical professional 

body endorsed clinical guidelines in 
Australia that support the use of any 
unregistered medical cannabis product …     

o … prescribed in any specified formulation 
administered by a particular route, within a 
defined dose range & dosing interval for a 
particular medical condition & therapeutic 
purpose, including when taken in conjunction 
with other medicines or substances that 
may interact pharmacokinetically* & 
influence systemic availability 

• Quite simply, there isn’t adequate data & 
evidence of clinical benefit & safety to 
support prescribing of cannabinoids in the 
manner that we see emerging in Australia & 
internationally, from a scientifically & 
medically supportable & responsible 
perspective

Presenter
Presentation Notes
*Of course, pharmacodynamic drug-drug interactions where one drug alters the effects of another drug without affecting its pharmacokinetics will also be important, especially in relation to side effects such as sedation.Both Pharmacokinetic and pharmacodynamic interactions may increase the risk of the development of a substance use disorder since an individual cannot and does not discriminate the reasons they experience increased drug effects that may establish and reinforce the key elements of drug dependence: a ‘drug related brain reward’, neuro adaptation and tolerance, impairment or loss of control over use of their substance, craving, strong drive to continue using even in the face of risk and harm and the rising salience of use over other basic biological needs and social responsibilities by way of example.Australia’s first federally funded research centre regarding medical cannabinoids“Funded by the National Health and Medical Research Council, the Australian Centre for Cannabinoid Clinical and Research Excellence (ACRE) was established late 2017 to develop a national research and policy framework for medical cannabinoids and to make better use of existing cannabinoid clinical and research data and infrastructure. In doing so, ACRE aims to bridge the gap between research, health services, industry and consumers to provide safe guidance on the therapeutic use of cannabinoids and translate evidence into policy and practice.”The evidence across international and Australian contexts around the prescribing of Medicinal Cannabis in general practice indicates GPs are either supportive or neutral regarding the use of medicinal cannabinoids. This lack of consensus around Medicinal Cannabis in primary care reflects a general knowledge gap, an absence of Standards and a paucity of data to guide clinical practice.As a result, The Australian Centre for Cannabinoid Clinical & Research Excellence (ACRE) is undertaking research and has put together interim guidance for doctors based on limited available information, noting the substantial knowledge gaps that place limitations on this endeavour, if doctors wish to prescribe in the absence of adequate data and evidence to support this. Curiously, early versions did not list and discuss cannabis use disorder and dependence when listing side effects and serious adverse events. e.g.  ”Draft Prescribing Guidance Prescribing Cannabis Medicines For Non-cancer Pain”… & …Medicinal Cannabis: Identifying factors that will assist clinicians in the safe and appropriate prescribing of cannabis-based medication. Key Informant INFORMATION STATEMENT AND CONSENT



• Prescribing any medicine is difficult to justify 
where there are unclear clinical benefits, 
particularly in the face of obvious, common & 
serious adverse outcomes

• In its report Addressing unwarranted variation: 
literature review on methods for influencing 
practice, the Health Quality & Safety Commission 
New Zealand (2014) stated that: effective care is 
defined as interventions for which the 
benefits far outweigh the risks (p.4) 

• Compare & contrast this with current common policy & 
practice!
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During the RACP(2019) Congress in Auckland, New Zealand, I chaired and presented during a session on “The Opioid Epidemic – Iatrogenesis on a Global Scale”This session provided an important forum for the Physicians of Australia and New Zealand to discuss the quality of care and related quality use of medicines challenges that now confront the medical professionThat discussion which has safe evidence-based practice relevance to the medicinal cannabis question andincluded the following:It is not entirely clear whether opioid mortality trends in Australasia will necessarily follow the same pattern as in America. According to coronial data, there were 4,102 opioid-related deaths in Australia between 2007 and 2011, about 500 to 600 per annum with a peak of 685 in 2009. In this series, heroin was most frequently reported, with methadone and oxycodone second and third. Tse at the Department of Forensic Medicine, Newcastle, NSW, reported on 81 fentanyl-related deaths between 2010 and 2014. During this period, he observed a steady annual increase from one case in 2010 to 38 cases in 2014, mirroring an increase in volume of fentanyl prescriptions in Australia over the same period. A significant majority (79%) of the Newcastle cases injected fentanyl extracted from a patch, suggesting that illicit use was following national prescribing patterns (Morrow, 2018).The initial phases of the American rise in opioid deaths appeared to be associated with increased use of prescription opioids and methadone, over a longstanding baseline of illicit drug mortality. Therefore, it was generally held that a significant contributory factor was physician opioid prescribing practice, especially for chronic noncancer pain. It was considered that this led both to the creation of opioid dependence and addiction, as well as to increasing the availability of prescription medications that might be diverted to the illicit market (Morrow, 2018)Thus, the significance of physician prescribing patterns and appropriate management of pain has been recognised.Another aspect of the drug death epidemic in the US that may be of relevance to New Zealand is the resurgence of heroin and other illicit opioids in response to changing physician describing practices.Acceleration in the US mortality rate since 2013 has been particularly associated with the appearance of the illicit synthetic opioids fentanyl and its analogues, which significantly increase the lethality of illicit drug preparations. (Morrow, 2018)US trends – NZ is protected to some extent by distance and the water around it, but that hasn’t protected the US from illicit supplies coming from distant countries such as ChinaEarly warning systems – rapid reportingIt would behove the New Zealand medical profession to take a leadership role in surveillance of this potentially significant public health problem.ReferencesMoore D & Davies P. The Problem of Chronic Pain and Scope for Improvements in Patient Outcomes. Report to the Faculty of Pain Medicine, October 2018, Sapere Research Group.Shipton, EA. The opioid epidemic—a fast developing public health crisis in the first world. The New Zealand Medical Journal, 19th January 2018, Volume 131 Number 1468 



• The AHPRA Code of Conduct for Medical Practitioners 
requires them to consider ‘the balance of benefit & 
harm in all clinical management decisions’…

• … & only to recommend a treatment ‘when there is… 
a reasonable expectation of clinical efficacy… for the 
patient’

• Clinical Guidelines have a role in ‘establishing 
competent professional practice’ & medico-legally 
provide ‘persuasive evidence that the doctors were 
practising in accordance with widely held peer 
professional opinion…’ 

• Compare & contrast this with current common policy & 
practice!
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- Sarma, 2021

https://www1.racgp.org.au/getattachment/88ed33c6-6476-4385-99fe-64be6aef182a/The-role-of-clinical-guidelines.aspx


• “It could be said that the Government has placed the medical profession in a difficult 
situation by its actions, but the medical profession is not ‘helpless’…

• … As a profession, not only are we ethically bound to promote quality safe & effective 
patient care, we are also duty bound to do so in law – which is clearly stated in the 
AHPRA (Medical Board) Code of Conduct. As Governments fall over themselves to remove 
themselves from the advocates’ firing line, it will be up to the medical profession to 
advocate passionately for its patients, providing non-judgmental, supportive advice based 
on a dispassionate, considered & balanced review of the facts. And then to hold the line. We 
do it every day in our practices. The public health practice is no different”

- Sarma, 2017
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Dr Max Sarma, Pain Physician, Tasmania, personal communication, Also….We Must not Retreat from Good Science“If appropriate medical and regulatory processes are not undertaken: “…… states are essentially legalizing recreational marijuana but forcing physicians to act as gatekeepers for those who wish to obtain it”I observe this gatekeeper ‘role’ does not appear to be going so well in the USAThis is not the role of the medical profession, & it seriously risks forcing or persuading doctors to breach the Hippocratic OathWe are certainly not demonstrating in any case that we are very good at this gatekeeping role in relation to opioid & psychotropic medications & nor are pharmacists when it comes to compound analgesics and a wide range of other products that have not been shown to be safe or effective through usual pathways and standards of medicines development in researchReference:Wilkinson ST, D'Souza DC. Problems with the medicalization of marijuana. JAMA. 2014 Jun 18;311(23):2377-8. doi: 10.1001/jama.2014.6175. PMID: 24845238; PMCID: PMC6248328.



• What we are witnessing unfolding here is, based on current scientific knowledge, serious 
commercial fraud of an unprecedented nature & scale 

• The lessons of medical history have again been forgotten or wittingly discarded

• I present it is unethical for Australian governments & clinicians alike to be engaging in 
dualities of interest and conflicts of interest in tacitly supporting, let alone opening the flood 
gates to commercial industry peddling low value-high risk products & prescribing in ways that 
can, based on current evidence, can only mislead & harm the community & provide false 
hopes for cannabinoids in treating a wide range of often serious medical conditions while at 
the same time, placing the broader community at increased health risk now & into the future

• That is, assuming we really care as  a nation about continuously striving to meet the highest of 
possible standards in every aspect of medicine & in public policy, legislation & regulation for health 
& healthcare. If not, let us please be honest & transparent about that in our communications with 
the people of Australia
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Presentation Notes
Dualities & Conflicts of Interest (RACP, 2018)Definitions Industry refers to the full range of institutions and enterprises with a bearing on health care, distinguished from the actual work carried out by health professionals in their clinical & research practiceAn interest is a commitment, goal, obligation or value associated with a social relationship or practiceWhere two or more distinct interests coexist in a particular decision-making setting, a duality of interest is said to existWhen a relationship or practice gives rise to two conflicting interests, a conflict of interest existsThe precise condition that defines the presence of a conflict of interest is that in relation to a specific decision or action, two opposing & contradictory interests, as defined above, coexistPecuniary & Non-Pecuniary InterestsA pecuniary interest refers to the possibility of financial or other material gain arising in connection with professional decision makingA non-pecuniary interest is a goal or benefit not linked directly with material gainAlso see notes on next slideA number of key points inform the RACP position The most fundamental is that the primary concern of health professionals is for the safety and welfare of their patients & the community(s) in which they live This central tenet of health care can, however, be compromised by pecuniary and non-pecuniary interests that lead to conflicts of interest, bias professional judgment, & adversely affect clinical decision making, patient care & population health activities How COI Arise & ConsequencesImportantly, conflicts of interest arise not as a consequence of malign motivations but from the facts & settings in which they occur Furthermore, neither dualities nor conflicts of interest, in themselves, inevitably cause harm; rather, it is ambiguity about goals & values & the possibility for harm that arouses concernPhysicians Still Believe They Are Personally Immune From COIThere are many ways in which conflicting interests may arise, including, but not limited to, relationships with industryManagement of such conflicts of interest can be enormously challengingWhile physicians generally accept that there are negative effects from certain interactions with industry, many physicians still believe they are personally immune to the influence of industryAccordingly, the first step is to build awareness that health professionals often face dualities of interest, that some of these interests may bias or unduly influence professional decisions & that this influence can occur subconsciously, without the practitioner being aware of what has taken place Disclosure Of Interests Is Necessary In Order To Assess Any Relevant ConflictsDisclosure of interests is necessary in order to assess any relevant conflictsAR: I disagree disclosure does nothing to exonerate or address an ongoing COI & consequential adverse impactsHealth care organisations & institutions have a role in recording disclosures of interests & advising on responses which may include removing conflicted individuals from particular decisions, maintaining public registers of relevant interests, & assessing the impact of perceived conflicts of interestThese RACP (2018) Guidelines advocate leadership on the part of health institutions by actions which create a ‘firewall’ between industry & physicians such as providing sponsorship-free grand rounds & providing adequate resources for independent professional educationSome Relations With Industry are Inescapable or DesirableWhile some relations with industry are inescapable or desirable, the Guidelines provide clear advice on avoiding interactions that do not further patient care or population health activities and which have the potential to bias professional judgmentIn particular, the Guidelines advise against accepting gifts and hospitality and advise caution in considering industry support for conferences and other meetingsThey also promote the provision of independent education for practitioners, trainees and students, and high standards of integrity in research References:The Royal Australasian College of Physicians Guidelines for ethical relationships between health professionals and industry, Sydney 2018 



• Clear separation from false & misleading industry 
advocacy & promotion is critical for medical practitioners 
& researchers alike, noting it is no longer sufficient to 
provide (repeated) declarations of a duality or conflict of 
interest as if this exonerates the practitioner or 
researcher from ethical & medico-legal responsibility 
after having engaged in industry sponsored research; & 
as if that disclosure deals appropriately & adequately 
with the duality or conflict of interest when it clearly 
does not

• Medical practitioners & researchers must ensure they have 
no dualities or conflicts of interest into the future, noting 
the now burgeoning & unfortunate problems of common 
research methodological design & implementation flaws, 
publication bias & market manipulation by the 
pharmaceutical industry**(see notes)

• They must ensure they do not engage in such research or
medical fraud into the future

• Article 5.3 of the WHO FCTC has a similar purpose of 
preventing all government officials from being party to 
industry influence on tobacco control policies, though few 
demonstrate they understand, accept & are willing to 
abide by the legal obligations of our nation as signatory to 
the Convention
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** While appreciating the critical role that the pharmaceutical industry has played and will continue to play in providing tools for the treatment of disease and suffering into the futureWhat I say is industry must rethink its approach or we must rethink it for industry of it will not change, noting that arguments that medical and medicines break throughs rely on free markets that ensure ongoing industry profits does not cut it when we can clearly see from Cochrane Review after Cochrane Review that 90% of world research and especially industry funded research is of such poor scientific quality that it is essentially throw it in the bin!Moore et al (2020) express serious concerns about the literature observing: “A 1996 survey indicated that 90% of meta-analyses had methodological flaws that could limit their validity, & that meta-analyses of low quality produced significantly more positive conclusions…“There has subsequently been an epidemic of systematic reviews, with huge growth rates in their numbers without any necessary improvement in their quality, leading to the conclusion that…“The large majority of systematic reviews & meta-analyses are unnecessary, misleading, &/or conflicted…”“Industry-supported meta-analyses have been found to be less transparent, with few reservations about methodological limitations of the included trials, & with more favourable conclusions than corresponding Cochrane reviews…“No review examined the effects of a particular cannabinoid, at a particular dose or dose range & dosing intervals, given by a particular route of administration, for a particular pain condition, & reported a particular analgesic outcome…“It begs the question not of challenge to these reviews, but to whether the implications are such as to consider calls for retraction” (Moore et al, Cannabinoids, cannabis, and cannabis-based medicines for pain management, PAIN: May 28, 2020). I note with concern that it is common to witness 90% or more papers being discarded for their methodological shortcomings in any Cochrane Review. What is more, a growing number of successful class actions and criminal cases being brought against executives of the opioid pharmaceutical industry for fraudulent marketing, leading already to a number of large settlements and imprisonment of Industry CEOs and Executives. I present researchers and medical practitioners can no longer accept money or favour, whether taken personally or received at arms length (for one’s research for one's research or clinical service, and expect to retain respect for their integrity, trust and scientific and professional credibilityDualities & Conflicts of InterestA potential duality of interest exists, for example, when a physician is engaged in a commercial relationship involving a pharmaceutical company such as acting as a medical advisor. A duality of interest in this case may occur when there is a “conflict” between what the physician may prescribe to a patient during a consultation and whether this knowledge was gained from the peer reviewed literature or from information provided by the pharmaceutical company for which the physician is acting in their capacity as a medical advisor. It is reported that while dualities of interest are common, conflicts of interest occur only occasionally (Kerridge et al., 2009). The difference between the two is sometimes clear-cut, at other times it may be subtle or unspoken and depend on the nature of the relationship in question and the values of the community within which it occurs. Dualities of interest constitute “conflicts” only when they are associated with competing obligations or interests that are likely to lead directly to a compromise of primary responsibilities. Accepting money by direct or indirect means of deal making for favour represents clear COI and is especially ethically indefensible when the best interests and safety of the community is jeopardised or compromised in any wayThe primary responsibility for physicians in such cases is to establish whether a conflict of interest exists. This may arise where a competing interest directly influences patient outcomes, and it is necessary for details to be declared to the patient. As the literature demonstrates, we are witnessing the public exposure of widespread misleading & fraudulent pharmaceutical industry marketing, publication bias & astroturfing - as exemplified by the opioid industry which is now, because of medical & community awakening, experiencing significant adverse legal & commercial consequences, not to mention the deep shame, loss of health professional trust & reputational damage, all its own doingThe medical profession has a professional duty of care obligation to distance itself & speak out about such commercially driven behavioursGiven the opioid pharmaceutical industry is under a  serious health professional, legal & moral microscope, the medical profession must now rethink the way it engages with the industry & how it assesses the evidence presented from industry sponsored researchI have presented that it has reached the point where the medical profession must now rethink how it avoids & more proactively & responsibly addresses conflicts & dualities of interest while supporting high quality, rigorous research, if we wish to maintain truly scientific, professional & ethical independence, integrity & credibility & if we are genuinely committed to a science driven quality use of medicines framework & healthcareI observe it is no longer sufficient, or acceptable for health practitioners, researchers or others to simply offer disclosures of a duality or conflict of interest when presenting or advocating for a pharmaceutical or other medical device or intervention, based on industry sponsored research they have engaged in, as if that disclosure deals appropriately & adequately with the conflictIn a plenary presentation to the ANZCA Annual Scientific Meeting in Hobart in February 2020, I observed as follows:It is instructive to note how we rarely if ever hear colleagues expressing their concerns about industry sponsored research they have engaged in, pull out of that research & advise they do not approve their names be added to publicationsThe question arises, how do we defend continuing to participate in industry funded or otherwise arranged or supported research, given what we know about its manipulations of research to suit its own commercial interests?What about pharmaceutical industry sponsorship of conferences, which equally demands our collective rethink?*Once again, we need to be actively discussing these matters & adjustingI have urged the FPM to review PS40 (2012), assuming this still represents its position on relationships with the ‘Healthcare Industry’ , as I urge all medical colleges to review their own stance on this matterReferences:Moira (Mary) Osborn, Ethical aspects of physicians’ interactions with the pharmaceutical industry. A thesis in fulfilment of the requirements for the degree of Doctor of Philosophy, Faculty of Medicine, Discipline of Public Health and Community Medicine, August 2012.Moore, R. Andrew; Fisher, Emma; Finn, David P; Finnerup, Nanna B; Gilron, Ian; Haroutounian, Simon; Krane, Elliot; Rice, Andrew S.C.; Rowbotham, Michael; Wallace, Mark; Eccleston, Christopher.  Cannabinoids, cannabis, and cannabis-based medicines for pain management, PAIN: May 28, 2020 - Volume Articles in Press - Issue - doi: 10.1097/j.pain.0000000000001941.The Royal Australasian College of Physicians Guidelines for ethical relationships between health professionals and industry, Sydney 2018 



• If the behaviour of the opioid pharmaceutical industry & its recent & 
numerous criminal & class action legal challenges & associated adverse 
legal outcomes are anything to go by, equally, if not larger class actions & 
serious medicolegal & criminal consequences are likely to follow the 
cannabinoid industry & those engaged in inappropriate & misleading 
research, clinical practices & public policy decisions into the future

• I am advising my colleagues to be very careful to avoid being swept up by 
advocates & vested commercial interests & engaging in such professionally & 
personally compromising practices



• The position statement of the Faculty of Pain Medicine is strongly supported
• The medical profession & medical bodies will quickly lose control if they fail to act soon & with 

decisiveness & conviction

• Based on current evidence & the repeated lessons of medical history & regardless of the
recent policy decisions of the Australian government & TGA…

• The medical profession of Australia is advised in the strongest possible way that it
must not prescribe any cannabis product for pain or for any other medical condition
regardless of these decisions, unless part of a registered clinical trial

• Just as we are advising the medical profession not to prescribe e-Cigarettes & nicotine 
containing liquids at this time…

• … for similar reasons of absence of evidence of benefit & significant reason for concern about 
potentially serious clinical & population level harms

Presenter
Presentation Notes
In alignment with the Faculty of Pain Medicine but beyond the boundaries of pain management, I & others are strongly advising medical bodies & medical colleagues to ignore the Australian government/ TGA advice & decline to prescribe for any medical condition in the context of current knowledge



• While we all appreciated, admired & shall never forget Ivan Dean’s thoughtful, 
caring & heroic efforts to win the support of his parliamentary colleagues, the 
recent TFG & T21 parliamentary debates highlighted for us all how members of 
parliament can ‘box at shadows’* & appear to struggle in placing appropriate 
value on or in reading & making sense of the scientific literature & expert 
advice made available to them, giving more weight it often seems to 
unscientific personal opinions & populist beliefs & wants, influenced we are 
inevitably led to assume by commercial industry lobbying & other influential 
behind the scenes activity

Presenter
Presentation Notes
What could possibly be worse than the tremendous though largely avoidable health and human harms arising from unrestricted smoking in Tasmania as nationally, at present, when considering (and debating) the TFG and T21 proposals in the parliament? The LegCo debates were something quite extraordinary for a medical practitioner to behold, experiences I shall never forgetBoxing at shadows and simply ignoring or vociferously rejecting expert and formal medical and legal advice in the absence of offering any alternative evidence or formal advice, for example, the Tasmanian Commissioner for Children’s advice that the TFG Bill did not infringe on the rights of the child (noting my lamentable observations on slide 5) – and as Ivan Dean has pointed out, what proportion of legislation doesn’t present new uncertainties, risks and possible unintended consequences? But what are the calculated benefits and what does society stand to gain over the ‘do nothing’ or ‘do nothing much’ options?



• It is one thing for our parliaments to continue as 
they have over many decades to ignore evidence & 
expert advice to address the tragic though 
substantially avoidable unhealthy commodity 
industry impacts on health, social well being & our 
future global economic best interests

• But allowing new unhealthy commodity (e.g., e-
Cigarette & ‘medicinal cannabis’) industries to 
unleash their commercial trickery on the people 
can only further damage public & population 
health while the people remain blissfully unaware, 
they are being played by industry

• This is exactly what we are witnessing now with 
those two industries

• As a doctor, I am alarmed & deeply distressed by 
this; & I present all health professionals of 
Australia should be equally concerned



Free Markets Trumping Evidence of Quality, 
Safety & Effectiveness? Corporate Capture of 

Harm Minimisation?

Vaping 
Devices

e-Cig Liquids 
15,500 flavors

‘Medicinal 
Cannabis’

OxyContin 
Fentanyl 
Morphine

Amphetamines 
LSD, MDMA, 

Ecstasy

Needles & 
Syringes* Cigarettes Alcohol Anti-depressants    

& Ketamine
Kava,

Psilocybin

“With the support of government free market policy:  if you believe it will help & if you 
want it – you can have it. Now available at your convenience from your local street market 

or vending machines. Or go online to request our free home delivery service”

Is this really where we wish to 
head as a nation?

Benzodiazepines 
Gabapentinoids
Anti-psychotics 

Nitrous 
Oxide

Just see your Authorised  
Prescriber GP or ask for a 

prescription through the SAS

Simply insert your 
prescription  token into 
the vending machine(s) 
containing the drug(s) 

you want, or…

“Complementary 
Medicines” [Access important 

for Public Health]

Is This Where We Are Headed? 

Presenter
Presentation Notes
TGA website <https://www.tga.gov.au/accessing-e-cigarettes-containing-liquid-nicotine>: E-cigarettes containing nicotine and nicotine for use in e-cigarettes to help a person to quit smoking can be prescribed by an Australian registered doctor and supplied with approval from the TGA. If you think these products may help you to quit smoking, you should speak to your doctor. If they believe it is the most appropriate treatment for your situation, they will be able to apply to the TGA for the necessary approval and help to arrange supply.The same is true for medicinal cannabis On what basis will patients and willing doctors they attend come to this conclusion? Based on careful reading and assessment of the methodological rigour and applicability of the evidence presented in the medical literature or based on unfounded ‘belief’ or ‘hope’ But there is more….if you have any of the 140 and more medical conditions for which claims of therapeutic application and benefit are made, as demonstrated by the most reliable source of scientific evidence, social media and personal opinion, just ask you doctor to apply through the TGA SAS-B pathway and the TGA will readily accommodate you, no questions asked. And you might like to send a card of thanks to the Federal Minister for Health for his kind and thoughtful assistance in making this possible. https://www.tga.gov.au/access-medicinal-cannabis-products-using-access-schemesThe above spoofs are coming true, noting the continuous barrage of social media and (fraudulent) commercial industry ambit claims, requests and demands for all manner of substances to suit lay beliefs and wants and to make moneyAssuming policy consistency with what we observe in relation to latest e-cigarette and medicinal cannabis policy, imagine how Australian surgeons will react when advised by the Australian government that they are to offer surgery to all patients who believe that a particular surgery will help them and they want it! Imagine what that will do for surgical wait lists, public health and our health budget! I make the point that millions of people across the globe have requested or demanded opioids, benzodiazepines and other analgesic and psychotropic medicines in the belief they will help ease (or solve) their physical, mental and social distress and suffering, with so many tragic outcomes.An even larger number of people have believed and continue to believe that drinking alcohol, often to deep intoxication, is an effective way of managing adverse life outcomes when all it does if pour fuel on those problems. It never helps, not really. When will we finally come to grips with these realities and when will we heed the lessons of medical history and respond more appropriately?Human belief and wants in the absence of good evidence and expert analysis are not a sound basis for government alcohol and other and drugs policy or healthcare more generally, quite the contrary!Note: ready access to clean needles and syringes is an important public health matter and the above graphic should not be taken to mean I do not support their ready access through vending machines in areas where this is assessed to be good local policy in promoting the reliable use of clean injecting equipment, when and where people elect to self-administer drugs by injection. Quite the contrary. 



Ivan Dean, we salute & thank 
you for everything you did for 
‘health’ & for the people
• It was my great honour & pleasure to present 

your TFG Bill & to talk about it & show your 
picture along side the picture of Jon Berrick, 
the architect of this brilliant idea, at the 16th  
World Conference on Tobacco or Health, Abu 
Dhabi, UAE in 2015 

• It was also an honour for Jon & I to meet 
with the Director General of the WHO, Dr 
Margaret Chan & in response to a prior 
plenary question from leading Singapore 
surgeon Dr HN Koong, to hear her say to 
the large international audience of 2,300 
delegates representing 103 countries, “a 
tobacco free world & a Tobacco Free 
Generation proposal should be supported 
very strongly, very strongly”

• Dr Margaret Chan answering Dr HN Koong
plenary question on TFG, WHO WCTOH Abu 
Dhabi 20 Mar 2015.mp4

Dr Margaret Chan, DG WHO; Prof Jon Berrick & Dr 
Adrian Reynolds, WHO WCTOH, 20 Mar 2015 

Presenter
Presentation Notes
The TFG 2000 proposal was conceived byProf. Jon Berrick, with the very impressive thinking, work and support of his health policy leading health professional and research colleagues in Singapore…including Deborah Khoo, Heng-nung Koong, Yvonne Chiam, Priscilla NG, Yvette van der Eijk…In this WHO WCTOH Conference session, Innovative ways for achieving Tobacco Free generation: crosscutting and beyond FCTC on 19 March 2021, I and other presenters covered the following topics:Understanding the rationale for TFG2000 proposalStrategies for public acceptanceHuman rights, ethical and legal considerationsReactions and responses from various parts of the world: contribution from others who have heard about TFG 2000The public manifestation of supportConference organisers described the session in the following manner:Since the publication of the Tobacco Free generation 2000 (TFG2000) proposal in 2010 and its presentations at the 2013 World conference as an End Game proposal, there have been growing international interests.A host of interests and new conversations have been bubbling up in several parts of the world because the approach has two main benefits:	1. It paints a new vision using a date-based proposal to prevent tobacco use in a new generation and 	2. It does not disenfranchise current smokersImportantly, senior officials from the World Health Organization working in the tobacco control section of the WHO in Geneva who are responsible for over sighting and administering the Framework Convention on Tobacco Control were clearly impressed by the presentation of the Tasmanian TFG bill, its design features, the absence of a stigmatisation and blaming of current tobacco smokers and its workability. This interest was further reinforced in a telephone discussion involving Ivan Dean, myself and other health professionals and researchers involved in tobacco controlin Tasmania with the WHO in Geneva, on my return to Australia. I also had further communication with the Director-General Dr Margaret Chan.References:Khoo D, Chiam Y, Ng P, Berrick AJ, and Koong HN.  Phasing-out tobacco: proposal to deny access to tobacco for those born from 2000. Tob Control 2010;19:355–60.van der Eijk Y & Porter G. Human rights and ethical considerations for a tobacco-free generation. Tob Control published online October 10, 2013. doi: 10.1136/tobaccocontrol-2013-051125Berrick AJ. The tobacco-free generation proposal. Tob Control 2013;22:i22–i26.



• I wish to acknowledge & thank you Ivan for your health policy leadership in the Tasmanian 
parliament 

• You stood up & you spoke in support of an important public health principle & legislative reform 
when only two other members in the parliament would do so

• You understood the tragedy that is nicotine dependence & smoking, when others did not & you 
fought for important tobacco policy reform in the face of the ordinariness that is our Westminster 
& political party system of governance 

• You did something most others would not – you drew upon the power of scientific knowledge, 
power that strikes fear in the hearts of tobacco industry & its advocates, reaching out to the vast 
array of experts in health & in tobacco control in Tasmania & beyond, some of whom are here in 
this room today, listening carefully & then delivering in spades

• In this, you were extraordinary while sadly as you have described so clearly, your parliamentary 
colleagues chose to be ordinary & in this, failed the people they are trusted to protect, not to 
forget the health & human service workers who are confronted by the human tragedy of smoking 
every day in their work

Presenter
Presentation Notes
While your colleagues showed they had not read the Bill and explanatory notes or did not comprehend its eloquent and simple design, just as they responded in relation to your previous and even more impressive TFG Bill, you pushed onWhile your colleagues were more interested in the views of the tobacco industry, possibly in breach of Article 5.3 of the WHO FCTC, you remained forever ethical in your approachWhile others argued unwisely and incorrectly about matters of discrimination, cost, unintended harms and cost, simply ignoring expert and formal advice to the contrary, you pushed onWhile your colleagues played ill-considered mind games (e.g., ‘we will support it if others do’) inside and outside the parliament, we watched with great pride and enormous respect as you did your homework, thought deeply about the problems you saw and then acted. In doing so, we also watched you conduct yourself with dignity when others did not …. as we all discussed and lamented during and after the fact.We note that the Westminster system is repeatedly demonstrating it is no longer ‘fit for purpose’, if ever it really was., as we witness it failing the people of the UK, India and Canada in relation to health and health policyIn a stunning display of sheer ignorance, absence of care for others and ministerial irresponsibility, British Prime Minister Boris Johnson has stated that Britain must change the way it deals with the COVID pandemic and move from universal government diktat to relying on people's personal responsibility (Reicher, 2021).  Reicher observes that his focus on personal responsibility has been a defining element of the UK government's message about the pandemic, frequently accompanied by the suggestion that rises in infection rates are the result of the irresponsible behaviour of individuals, for example, flouting rules, holding house parties and choosing not to get vaccinated. By emphasising only personal responsibility adds Reicher, the UK government is effectively abdicating its own responsibility for future outbreaks and deaths, noting that Johnson has acknowledged that this policy shift will lead to even more infections, hospitalisations and even deaths. All of this comes at a time when the rate of infection is reported to be doubling every nine days or so (Stephen Reicher, Whatever Johnson says, we cannot defeat covert with 'personal responsibility alone’, The Guardian, Australian edition, 6 July 2021).I note that members sitting in our parliaments do not have the time, inclination or in some cases ability to read, gain a deep understanding of and make well considered decisions about the complexity, detail and volume of salient information coming we trust across their desks each day and we note that like all of us, elected representatives will possess salient training, qualifications, contemporaneous knowledge and academic credentials to do so in only a small minority of issues requiring salient specialist skillsImagine if those working in any specialty area of society – health, engineering, education, the law - were to conduct themselves in this way … Our society would quickly start to fall apart and quite rightly, the population would be in uproar.Consider the following by way of further illustration of the concerns I raise:At a time when journalists and many others are misquoting national COVID-19 data and calling Britain’s recent decision to allow freedom of movement and crowds in the street a welcome celebration, a review of official British and WHO  COVID-16 statistics reveals this is anything but a time for accolades for the British government. According to the official UK coronavirus (COVID-19) dashboard, on 13 July 2021, 36,660 new people were confirmed positive on testing (not 3000 as claimed in a Gold Coast bulletin article ('Gold Coast and Australia being left behind as other parts of western world drop COVID shackles’)564 Brits with coronavirus went into hospital on 7 July 2021During the week of 1-7 July 2021, 3,236 Brits went to hospital with coronavirus, an increase of 53.7% compared to the previous seven days.There were 2,731 patients in hospital with coronavirus on 8 July 2021There were 417 coronavirus patients in hospital beds with mechanical ventilator on 8 July 2021There were 50 deaths in the 28 days of positive test for coronavirus reported on 7-13 July 2021 In the week 7–13 July 2021, there were 213 deaths within 28 days of positive coronavirus test showing an increase of 50% compared to the previous seven days45,978,000 people had received their first vaccine dose, while 34,997,000 people had been given a second dose, by end of 12 July 2021The last statistic is the only this statistic that is more favourable than the Australian situation, important, no doubt, but nowhere near what we might refer to as herd immunity and the other data provided above demonstrates this realityThe UK population was estimated at 67 million in 2019 compared to the Australian population of 25.7 million as of 31 December 2020.So, the UK population is approximately 2.6 times the Australian populationOn this basis, if Australia was faring as poorly as the United Kingdom, we would right now have over a thousand patients in hospital with coronavirus, 160 people on a mechanical ventilator, and 19 Australians would be dying each week.To boot, there are the medical profession’s concerns about the long-term effects of COVID-19 infection that have emerged, including serious adverse impacts on the heart and cardiovascular system more generally, the lungs and the brain.These long-term effects could in themselves constitute a new and serious threat to public health across the globe about which we can only make guesses as to the future incidence and prevalence of such harms.We read that there have already been more than a thousand mutations to the coronavirus recorded internationally, most of which appear to have been inconsequential clinically. However, some mutations such as the COVID Delta variant that is the source of so much alarm now because of its increased transmissibility, could suddenly see the chronic effects of COVID-19 infection escalate dramatically across the globe into the near future, even in the presence of high rates of vaccination (as we are witnessing in some States of the USA right now). We may struggle to modify vaccines to keep up with the pace and size of Coronavirus mutation and in worst case scenario, it is possible we could consequentially see the emergence of failed nation states for reasons of failing governance leading to a collapse in public health and consequential economic capability, rather than the usual source which is corruption.We trust and hope this is an unhelpful and unrealistic catastrophisation of the situation, but we might like to consider Indonesia as an example where officially recorded coronavirus cases and deaths are likely to be a vast underestimate with recent serological studies suggesting that more than 40%, (and possibly more than 50% when the limitations of the methodology are considered) of the Indonesian population has already been exposed to the virusOf course, the number of people dying from a wide range of other preventable health conditions in Australia is presently much larger than this, but the reality is, unless we can quickly and substantially increase our vaccination uptake while continuing all the health protection policy measures currently implemented in Australia to good effect, we could see a quick worsening of the situation and the morbidity and mortality could rise quickly.Many business interests do not seem to understand that the bang on effects could be far greater than what they are now if government were to open the floodgates for business to do as businesses are inevitably highly motivated to do in the absence of good understanding of the importance of evidence guided public policy in the protection of public and population health.We can also see poorly informed and poorly thought through health policy decisions being made in India and Canada.



We thank you 
Ivan & we will 
never forget…



Appendix
- Adding more detail to the retail…



• Based on available & credible published data, Stockings et al (2018) calculate that  24 persons with CNCP 
need to be treated for one person to get a 30 % (pain relief) benefit (NNTB30 = 24) (CI:15-61)

• Across RCTs, pooled event rates (PERs) for 30% reduction in pain were 29.0% (cannabinoids) vs 25.9% (placebo)
• Pooled change in pain intensity (standardised mean difference: 20.14, 95% CI 20.20 to 20.08) was equivalent 

to a 3 mm reduction on a 100 mm visual analogue scale greater than placebo groups, well below the 
minimum 30 mm reduction regarded to represent a clinically important difference in pain intensity

• For 50% reduction in pain, PERs were 18.2% vs 14.4%; no significant difference was observed
• It is significant that no evidence for a 50% reduction in pain can be demonstrated while noting debates about 

whether 50% reduction in pain intensity is a standard for meaningful chronic pain relief or lesser reductions are 
meaningful (e.g., Holliday et al, 2018; Olsen et al, 2017)

• In comparison, 6 persons need to be treated for 1 person to suffer harm (NNTH = 6)

NNTB = 1/ ARR (Absolute risk reduction) OR;
 = 1/ (E-P)  (experimental – placebo intervention)

NNTBs for effective treatment usually in range of 2–4
The NNTB50 for paracetamol 500mg + ibuprofen 200mg = 1.5 

NNT < 2.3 are considered large effects, NNT of 2.4 - 3.6 are considered 
to be moderate or typical effects & NNT >8.9 are considered small 
effects (Kramer et al, 2003)

Presenter
Presentation Notes
Stockings et al (2018)“To the best of our knowledge, this is the first systematic review of the evidence for the effectiveness and safety of cannabinoids for chronic noncancer pain (CNCP) that included all cannabinoids, all study designs, and considered all outcomes recommended by the IMMPACT group. We also assessed the clinical relevance of these findings using event rates, NNTB, and NNTH.”The NNTB can also be calculated from the absolute risk reduction.  The NNTB for a particular treatment is given by the equation: 1/(proportion benefiting from experimental intervention minus the proportion benefiting from control intervention). Stated alternatively, NNTB = 1/ (E-P) where E is the proportion improved in the experimental condition and P is the proportion improved on placebo. Because few treatments are 100% effective and because few controls - even placebo or no treatment - are without some effect, NNTs for effective treatments are usually in the range of 2 - 4. Exceptions might be antibiotics.    The absolute risk reduction (ARR) is the difference between the event rate in the experimental group and the event rate in the control group. It is the denominator in the NNT calculation. Many reviews and trials provide this information, so if you have it and convert it into a proportion, then you can get the NNTB by dividing 1 by the ARR: NNTB = 1/ARR (Bandolier, 2003).NNTs for treatment should be small. We expect large effects in small numbers of people. Because few treatments are 100% effective and because few controls - even placebo or no treatment - are without some effect, NNTs for effective treatments are usually in the range of 2 - 4. Exceptions might be antibiotics. The NNT for Helicobacter pylori eradication with triple or dual therapy, for instance, is 1.2 (Bandolier 12). The NNTB for combination paracetamol/ ibuprofen in treating acute pain is 1.5. NNTBs for prophylaxis will be larger, few patients affected in large populations. So the difference between treatment and control will be small, giving large NNTBs. For instance, use of aspirin to prevent one death at five weeks after myocardial infarction had an NNT of 40 (Bandolier 17).Stockings et al (2018; p. 1950)“Although caution needs to be used in comparing NNTs across studies involving different groups and timeframes, these NNTBs are much higher than those for other analgesics: previous studies in neuropathic pain suggested NNTs for strong opioids of 4.3 (95% CI 3.4-5.8), pregabalin (7.7, 95% CI 6.5-9.4), and tricyclic antidepressants (3.6, 95% CI 3.0-4.4).The NNTH in our review was similar to that for opioids for CNCP, with a recent Cochrane review indicating that the NNTH for 1 person using opioids to experience any AE (compared with placebo) was 5 (95% CI 4-9).When re-expressed as a mean change on the commonly used 100 mm VAS, the pooled SMD for the continuous outcome of change in pain intensity was equivalent to a 3mm greater reduction on this scale compared with placebo, which is well below the 30 mm reduction regarded to represent a clinically important difference in pain intensity.  In contrast to more optimistic conclusions from earlier reviews, our findings are largely consistent with a recent Cochrane review examining cannabinoids for neuropathic pain, indicating that these medicines are unlikely to be effective in the treatment of pain. In their review, Mucke et al. report an NNTB of 20 for 50% or greater reduction in pain, and NNTHs of 3 and 6 for AEs relating to nervous system and psychiatric disorders, respectively, suggesting a similar efficacy and safety profile of cannabinoids for pain as reported in our review.”NDARC Analysis 2017NDARC Research Team:Louisa Degenhardt, Michael Farrell, Wayne Hall, Emily Stockings, Gabrielle Campbell, Suzanne Nielsen, Nicholas Buckley, Megan Weir Clinical ExpertsJames Scott, Bridin MurnionClinical summary – Pain Outcomes 30% reduction in painNNT = 22, range 40 – 49 peopleOut of 100 people, 5 may respond (range 2-7) 50% reduction in painNNT = 26, range: 15 – 388 peopleOut of 100 people, 4 may respond (2-7)18.6% in cannabinoid vs 14.2% in placebo group  RCT evidence of physical functioningNo difference in overall physical functioning (e.g. SF-36, EQ-5D, GHQ)Low confidenceSleepSignificant reduction in sleep problems for cannabinoid vs placebo (but how long followed?)Low confidence QOLNo difference in overall QOLVery low confidenceRCT Evidence for Patient Global Impression of Change (PGIC)7-Point global impression of change scaleSignificant improvement cannabinoid vs placebo Proportion Reporting ImprovementSignificantly increased odds of reporting improvement for cannabinoid vs placeboOR 1.65 (1.36-2.00)Low confidence Any Adverse EventNNH = 6, range: 5-9Out of 100 people, 16 persons may experience any adverse events (range: 12-21 people)80% in cannabinoid vs 65% in placebo control Serious Adverse eventNNH=71, range: 37-infinityOut of 100 people, 1 person may experience a serious adverse event (Range: 0-3)10% in cannabinoid vs 4% in placeboPain relief that matters to patients: Olsen et al (2017)Meta-analyses found considerable heterogeneity between studies and, consequently, no single value of minimum clinical important difference (MCID) could be meaningfully determined. Study results ranged widely both when they were reported as absolute change (from 8 to 40 mm) and as relative change from baseline (from 13 to 85%). The median of study results based on the mean change approach was 17 (IQR 14 to 23) mm and 23 (IQR 18 to 36) % for absolute and relative values, respectively.ConclusionThe MCID in acute pain varied greatly between studies. Absolute MCID ranged from 8 to 40 mm in 29 studies, and relative values ranged from 13% to 85% in 14 studies. Baseline pain was strongly associated with absolute, but not relative, values and variation in definitions of minimum relief and study designs influenced study results. Due to the heterogeneity between study results, no meaningful overall value of minimum clinically important change can be concluded.Rowbottom (2001): What is a "clinically meaningful" reduction in pain?.. A difference of 30% or 13-20 mm on a 100-mm pain VAS has previously been considered clinically meaningful References: Holiday, S, Hayes C, Jones L, Gordon J, Harris N, Nicholas M. Prescribing wellness: comprehensive pain management outside specialist services. Aust Prescr 2018;41:86–91. https://doi.org/10.18773/ austprescr.2018.023.Olsen, M.F., Bjerre, E., Hansen, M.D. et al. Pain relief that matters to patients: systematic review of empirical studies assessing the minimum clinically important difference in acute pain. BMC Med 15, 35 (2017). https://doi.org/10.1186/s12916-016-0775-3.Rowbotham, Michael. (2001). What is a "clinically meaningful" reduction in pain?. Pain. 94. 131-2. 10.1016/S0304-3959(01)00371-2. Hirschfeld G, Clinically meaningful changes in pain ratings: why we need special cut points in children and adolescents. Pain Management 2014 4:2, 81-83.



• So, for every patient who experiences a small but perhaps meaningful benefit (30% 
reduction in pain), based on these calculations, 4X as many will experience an adverse 
event

• Stated alternatively, for every 100 people treated with cannabinoid, ~5 may benefit 
by a small margin while ~16 will experience an adverse event (from minor to 
serious)

• This seems a marginal benefit among a very small proportion of treated patients that 
carries a substantial risk of being harmed in some way

• Noting also that placebo may also provide a 20-30% benefit
• So, on basis of current evidence, the cannabinoids look like “low value/ high risk 

medicines” in the clinical management of CNCP
- Whiting et al, 2015; Stockings et al , 2018

Presenter
Presentation Notes
The people are entitled to evidence-based health care, not personal opinion-based care* While these NNTH estimates derive from pain studies, there is no reason to expect the same estimates of NNTH will not apply to cannabis used for other  ‘medical’ or non-medical purposes Indeed, the risks are likely to lie at the more serious end of estimates due to other synergistic bio-psycho-social contexts and associated health & human problems …noting that various authors speculate that many of these symptoms may be tolerable, presumably if the treatment is helping…but other studies including the Devinsky et al (2016) study show these AEs are often far from minorThe recent randomised controlled trial of cannabidiol (CBD) for drug-resistant seizures in Dravet syndrome, Devinsky et al (2016) showed significant adverse events including sedation, convulsions and gastrointestinal disturbance in some patients. However, these findings were confounded by the co-prescribing of clobazam, meaning the study provides no valid, reliable and useful clinical guidance.For the very same reasons that opioids are now assessed to be high risk/ low value when prescribed long term for PNCP, there is a real prospect that we will witness the same problems with the cannabinoids. Cannabinoids may actually exacerbate cannabis may even exacerbate symptoms such as anxiety or psychosis in some patients.The analgesic effects of cannabinoids in treating neuropathic pain is described in the literature as modest and this is generous given the low to moderate quality of evidence showing that 29% of patients given a cannabinoid report a 30% reduction in pain, as do 26% of those receiving a placebo; and most pointedly, 24 patients need to be treated for one to beneﬁt.  The numbers needed to harm are four times the numbers needed to benefit from treatment. “The latest published meta-analysis for pain similarly shows that comparative advantage of these products is likely to be small [Stockings et al, 2018], with event rates for a 30% reduction in pain intensity of 29.0% (cannabinoids) vs. 25.9% (placebo), and a number needed to treat to beneﬁt of 24 (95% CI 15-61); for 50% reduction in pain, event rates differences were not signiﬁcant. In this meta-analysis, the number needed to treat to harm was 6 (95% CI 5-8), with no signiﬁcant impact upon physical or emotional functioning, and low-quality evidence of improved sleep and patient global impression of change. There are few if any other symptomatic therapies supported for routine use in clinical practice in this setting with such a therapeutic ratio.”References:Whiting PF, Wolff RF, Deshpande S, Di Nisio M, Duffy S, Hernandez AV, Keurentjes JC, Lang S,Misso K, Ryder S, Schmidlkofer S, Westwood M, Kleijnen J. Cannabinoids for medical use: a systematic review and metaanalysis. JAMA 2015;313:2456–73.Stockings E, Campbell G, Hall WD, Nielsen S, Zagica D, Rahmana R, Murnion B Farrella M, Weiera M, Degenhardt. Cannabis and cannabinoids for the treatment of people with chronic noncancer pain conditions: a systematic review and meta-analysis of controlled and observational studies. Pain 159 (2018) 1932–1954.Martin JH and Cranswick N. Care and concern with cannabinoids used Therapeutically. Br J Clin Pharmacol (2018) 84 2455–2457



• On the basis of the above referenced systematic review & meta-analysis, deriving a NNTB 
= 24 & a NNTH = 6 but without taking into account the risk of cannabis dependence*, the 
likelihood of being harmed in a policy environment of regulated legalisation could well be 
even higher than 1 in 6, perhaps 1 in 3 or 1 in 2 in daily users (when addiction is included 
in the calculus of harm)**(see notes)

• Does any country really want that for its people where alcohol & the drugs are already 
associated with substantial though avoidable acute & chronic health & social harm? 

• Is any government really willing to trade this frequency & level of potential harm 
for commercial profit & tax receipts that won’t likely come close to fully funding 
the economic externalities?

• While ‘harm reduction’ remains a pivotal  principle of our National Drug Strategy, 
as it must

• We must be careful to remember what works in public policy for public health 
(public regulation & market intervention) & take care to avoid the traps of 
‘corporate capture’ & ‘clinician capture’ of the principle
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The people are entitled to evidence-based health care, not personal opinion-based care* Estimated at between 9% & 21%; Swift, Hall & Teesson, 2001, NASEM, 2017** While these NNTH estimates derive from pain studies, there is no reason to expect the same estimates of NNTH will not apply to cannabis used for other  ‘medical’ or non-medical purposes Indeed, the risks are likely to lie at the more serious end of estimates due to other synergistic bio-psycho-social contexts and associated health & human problems 





• What does all of this mean? While back of envelope 
calculations should not be taken too literally for obvious health 
economic complexity reasons, consider the following: 

• Cannabinoid treatment currently costs up to $2,000 to $2,500 
per month (2018)

• Across all CNCP conditions, for one patient to experience a 
30% reduction in CNCP, 23 will experience no measurable relief 
& this currently costs up to $2000 x 12 x 24 = $576,000 per 
year

• Who will be brave (& foolish) enough to try to explain & justify 
this expenditure to the people of Australia, yet alone to 
clinicians & health managers in great need of more resources 
to deliver evidence based care to a numerally (far) greater 
number of people suffering from medical illness??

“Our national health resource is limited so it must be used 
wisely. We can ill-afford ill-informed advocates & public 

policy decision-makers who do not grasp this reality & who do 
not demonstrate a commitment to learn & act on this principle 

& available knowledge”
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Presentation Notes
This is ‘serious money’ for not much benefitCompare this to what we know about the impacts and costs of paracetamol 500mg + ibuprofen 200mg treatment of 24 persons over one year Another really sobering finding from the analysis of the NDARC group is that cannabinoids treatment will cost $2,000 to $2,500 per month (suggesting opportunistic price gouging by start-up cannabis production companies, given how inexpensive cannabis production is and given the reality that the pharmaceutical industry has not done the hard yards in adducing the detail around the therapeutics, toxicology, quality, safety and evidence and a Good Manufacturing Practice for each and every cannabinoid use to treat every condition for which there are claims of therapeutic benefit). In some states, governments are going to pick up the tab for these high costs but in the end, it is the Australian taxpayer who bears the costs so cost effectiveness considerations are important regardless of how we structure the payments system. From an opportunity cost perspective, which is why the PBAC was set up, providing taxpayer funded cannabis would be without evidence of benefit and safety.It won't go there, unless government instructs it to do so counter to all of its fundamental operating principles and raison d’etre.The Tasmanian government recently commented publicly that 30% of its budget is going to health and the proportion of health spending by State and Territory Governments will continue to burgeon if we do not establish more well informed and rational governance mechanisms to invest only in high value public policies sand medical interventions while disinvesting in high risk/ low value policies and interventions and certainly not investing in those that we already know are low value.  Former Federal Treasurer Wayne Swann’s report, Intergenerational Report, Australia to 2050, Future Challenges (2010), points to the reality that without a change in policy course, healthcare will ultimately consume a lion’s share of State and Territory government budgets.  Legitimate concerns are being expressed by economists and others that there will be too little or ‘no money left’ for all other essential functions and responsibilities including education, police, conservation and environment, roads, railways and public transport, public works, agriculture and fishing, community services, sport and recreation, prisons, emergency services and so on.  “Our national health resource is limited so it must be used wisely. We can ill-afford decision-makers who do not possess this knowledge and who do not demonstrate a commitment to act on this knowledge”



• Government is expected to pick up the tab for this 
expensive Rx but in the end, the Australian 
taxpayer bears much of the cost of funding 
cannabis in the absence of usual required 
standards of evidence of benefit, good investment 
& safety

• Cost effectiveness considerations are important wrt
best spending of finite public resources, regardless 
of how we structure the payments system, which is 
the purpose of the PBAC…there is no way the PBAC 
could include cannabinoids on the PBS based on 
current evidence, unless government were to direct 
it to abandon its core decision making principles

• Sadly, that is more than a remote possibility based 
on the governance we are witnessing right now!
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This appears commercially enterprising, given that start up cannabis industry has not done the hard investment yards in adducing the detail around the therapeutics, toxicology, quality, safety & evidence & establishing Good Manufacturing Practice for each & every cannabinoid preparation used to treat every condition for which there are claims of therapeutic application & benefitThe primary role of the PBAC is to recommend new medicines for listing on the PBS based on assessment of the clinical effectiveness, safety and cost-effectiveness (‘value for money’) compared with other treatments. A key feature of clinical research into new medicines is that we assess benefit, risk of harm and more particularly, is that we examine the proportion of people who benefit vs those who do not benefit, and we also measure those who are harmed vs those who are not and whether that harm is serious enough to warrant providing or withholding the treatment at a population level. The numbers needed to treat with benefit (NNTB) is derived from the reciprocal of the absolute risk reduction in a population exposed to an intervention or stated alternatively, the reciprocal of the difference in outcome between the experimental group versus the placebo-controlled group. The numbers needed to treat with harm (NNTH) is derived similarly, extracting outcome data from systematic reviews and meta-analyses of scientific studies that meet minimum scientific quality benchmarks.  The NNTB for cannabis in treating pain is estimated to be 24, which indicates low effectiveness.  A numbers needed to treat with benefit (NNTB) of 24 for a 30% reduction in pain from cannabis means that one patient will indeed benefit while 23 will not. If the patient is one of those who do benefit, then of course they will speak positively about the treatment and will not necessarily see or know about those who do not benefit or those who experience side effects or more serious adverse events and who are thus harmed in one or more ways.  



• Term ‘legalisation’ is being used in a new way to refer to access to cannabinoids for medicinal 
purposes

• “If a drug is proven to be safe abroad & is needed here, it should be made available”, said the PM 
Tony Abbott

- The Age, 17 September 2014

• In this, our former PM displayed a distinct lack of understanding & disregard for a fundamental 
bedrock of medicine in Australia & our fierce attention to detail (medical evidence) in our 
independent scientific analysis & pursuit of highest standards in medicines regulation

• Noting many other countries are failing to adopt highest possible standards in medicines research, legislation 
& regulation, it would in my assessment be a fatal error of judgment if our nation were to dissolve our own 
research & evidence driven policy & regulatory capability & commitment



o Decriminalisation as commonly described does not mean that people can use drugs with 
impunity
o Instead, it may mean that possessing small [or in some cases, any amount(s)] no longer leads 

to a criminal penalty including severe monetary penalties or a jail sentence
o By contrast, legalisation, means that ‘users’ & those who supply the market for personal 

gain face no disincentive or penalty at all 
o In a legalised environment, a cannabis industry can markedly & quickly increase access, 

advertise, promote, encourage & enculturate (‘normalise’ & ‘commercialise’) use & 
derive profits by maximising sales, while governments can earn revenue from taxation 
arising from the sale of cannabis products in the same way they do from alcohol & 
tobacco

o That is in substantial part why legal drugs (alcohol, tobacco, prescription drugs) contribute 
to or cause most of the drug related health, mortality, social & economic harm in Australia
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The policy optionsThere are many different legal frameworks governing the use and supply of drugs:Full prohibition: drug use, possession and supply are criminal offences and result in a criminal record and sometimes prison sentenceDepenalisation: drug use and possession are still criminal offences but with lighter penalties (referral for assessment, education and/or treatment); drug supply remains a criminal offenceDecriminalisation: the removal of criminal penalties for drug use or possession. Illicit drugs remain illegal but criminal penalties are replaced with civil penalties (such as fines). People who use or possess drugs can still be charged, especially if they do not comply with paying the fine or attending the assessment. Drug supply remains a criminal offence. Decriminalisation won't solve all legal problems and wont suddenly make model pro-social citizens out of those who have long engaged in crime as a learned way of living their lives.Legalisation: use of a drug is legal as is drug production and supply. Unlike decriminalisation, legalisation creates competition with the black market. Contrary to common parlance, depending on the policy and commercial framework adopted and how the market, industry and governments respond, it does not likely eliminate the black market. Legalisation sets the scene for new commercial manoeuvring to maximise sales and profit, for example, incentivising use of stronger potency strains which in turn presumably increases the risks of cannabis dependence, mental health problems and other medical harms. Governments might in turn maladaptively play with taxation policy options in order to maximise their ‘returns on policy investment’ in this new industry, with weight and potency-based taxation, minimum unit price, ad valorem taxation, etc.. Issues with product control and manufacturing according to GMP, controlling marketing, product content and image design to maximise attractiveness and acceptance e.g. names, flavours, branding imagery, advertising and promotion, political lobbying and political donations, legal frameworks for driving and risky recreational and occupational settings…a whole wide range of new legal conundrums inevitably emerge, creating new and widened legal challenges and harms… who among advocates for legalisation have carefully considered and provided workable solutions to these issues?What legal frameworks apply in Australia?In Australia, legislation is state-based. Different penalties apply to different drugs in different states.South Australia, the ACT and Northern Territory have decriminalised cannabis by applying civil penalties, if a person meets certain eligibility criteria. All other states have no decriminalisation options for any illicit drugs.All Australian states have depenalisation systems in place for cannabis, through diversion to education, assessment or treatment for those who meet eligibility criteria. Non-attendance at education, assessment or treatment can still lead to criminal charges.All states, except NSW and Queensland, have depenalisation options for drugs other than cannabis.- Ritter et al, 2007….insert update …



• Legalisation opens the gates to industry to take full advantage of the unwitting & 
unknowledgeable community in promoting & enabling consumption on a wide scale, for 
profit & governments may believe they are achieving a win-win through legalisation 
given the consequential new taxation revenue stream & free market support for 
unfettered industry activity to maximise sales, consumption & profit

• This stands to replicate the errors of history where governments have allowed industry to 
promote & maximise the sale of unhealthy commodities in order to achieve increased 
taxation receipts, unaware (or ignoring expert advice regarding a net loss to revenue over 
time (as is the case for alcohol & tobacco products) arising from consequential increased 
health & social burdens
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In some countries, indirect extrinsic harms commonly arise in the form of severe legal penalties for drug possession or drug trafficking, including capital punishment.  In these countries, indirect extrinsic harms exceed direct intrinsic harm & cannot be justified on any basis, including effective prevention or appropriate & proportionate legal sanctions for behaviours that are not tolerated for various reasons.  It can be argued these sanctions breach international instruments such as the United Nations Universal Declaration of Human Rights.  In Australia, where the indirect extrinsic harm arising from legal sanctions are less severe, particularly for cannabis, it is likely that legalisation would lead to a situation where increased use arising from clever industry marketing & increased & ready access, would lead to a situation where the direct intrinsic harms exceed those of the indirect extrinsic harms.In essence, we would achieve this through decriminalisation, while avoiding a repeat of the legalisation approach governments have allowed in relation to the unhealthy commodity industries.It must be recognised that the Australian justice system is not disproportionately punitive like those systems in many other countries of the world (including many in which I have worked) and that possession that results in harsh and lengthy terms of imprisonment in those countries may attract only a fine in our countryOnly a small proportion of those who are arrested are imprisonedWe also have diversionary programs like the Illicit Drug Diversionary InitiativeIt is also important to note that legalisation of cannabis will not in itself eliminate and may not have much if any measurable impact on illicit drug markets including cannabis markets, or related corruption (as proponents for legalisation often like to state). There is invariably more to be considered than the drug involved in such maladaptive and anti-social behaviours.To the extent that legalisation lowers prices, increases availability and increases acceptability, it will likely increase use like any other commodity and hence, cannabis related health harm.
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• A legalised, commercialised & normalised taxation model will likely increase 
use, potentially substantially so, with the potential benefit of reducing some 
but not all induced extrinsic (legal) harm while unfortunately at the same 
time, increasing direct & indirect intrinsic health & social harms to users & 
others (e.g., through MVAs & adverse impacts on families)
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In considering policy options, policy choices can cause direct &/or indirect harm to users to others



• So, the question arising is this…
• How can governments alternatively, though carefully crafted policy, legislative & 

regulatory reform, address the avoidable induced, indirect (legal) harms without 
increasing use & without increasing direct, intrinsic health harms?

• Noting that while a range of improvements in policy & legislative design & implementation 
are required, Australia has less unkind & unjust drug laws than many countries of the world
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Presentation Notes
E.g. ’Prohibition with civil penalties’ (Cannabis expiation notices) – acknowledging the risk of net widening that might be mitigatable through legislative design



Fuelling the 
Flames of Harm
• Political responses to expressed public  

concerns about conflicts of interest are as 
we can see in this new item & associated 
undesirable official behaviour, commonly 
defended on the basis of ‘legality of 
product’

• This is as lamentable as it is quite candidly, 
ill-informed, simple minded & without 
apparent moral compass, noting it is the 
legal drugs (alcohol, tobacco & prescription 
drugs) that are far & away responsible for 
most drug-induced & drug-related harm in 
Australian society
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Barnaby Joyce 'a retail politician, not a detail politician Tony WindsorLeigh Sales, ABC News 24, 2 Feb 2016- One of Barnaby Joyce's political nemeses, Tony Windsor, wishes Barnaby Joyce well as leader of the Nationals but thinks 'it'll be a bit of a challenge for him.’   “He's what's called a retail politician, not a detail politician, said Tony Windsor“Well, there's issues that concern me and I've just been through some of them. There's others as well... “There are very real issues that I think the nation needs to address, not just regional issues, not just issues in New England, but national issues“And I think we're going to need people that are actually interested in the long-term rather than the short-term agendas of day-to-day politics…“I think we saw that with Tony Abbott, the way in which all of that nonsense that went on there, the slogan bogan stuff that went on…“It was appalling…“So, we've got this - we're stalled at the moment, and I think Malcolm Turnbull wants to do some of the - wants to get the - come to grips with some of these issues, but he's stalled as well by the so-called Abbott crazies…“Well, Barnaby Joyce has got to make up his mind whether he's part of them, which he has been in the past…  “He demolished Turnbull previously on climate change…“I think he's got to, and the National Party have got to make up their mind whether they want to trade themselves back into last century or join this one and there’s a number of ways in which they can demonstrate that.”



• Based on evidence arising from recent research & its analysis, legalisation for 
recreational, non-medical use will expand the list of unhealthy commodity industry 
commercial successes & market failures

• It will most certainly add to the significant, likely & avoidable morbidity & mortality arising 
from a prominent new (legal) unhealthy commodity 

• I will most certainly add to the impacts on our bursting health system, in an environment 
where health professionals are exhausted & where they are exasperated by the failure of our 
parliaments  to do their job in adopting upstream preventative policy reforms that protect & 
promote the health & well being of the Australian people

• But legalisation is the real prize for a cannabis industry, noting that many citizens are 
claiming need on a medical basis when it is the psychotropic drug effects they seek & 
noting that if allowed through the gate, recreational use will vastly overwhelm use for 
medical purposes & hence demand, sales & profit into the very near future



• As Coughlin et al (2021) have accordingly pointed out, legalised medicinal cannabis will 
follow the laws of commerce

• Any new revenue stream through taxation receipts will create a strong incentive in 
government to allow commercial industry to heavily market their products & compete 
with others by lowering prices & increasing availability & accessibility, in order to 
maximise sales & profit

• Increased supply inevitably drives increased demand & use
• Based on current knowledge, increased use in turn predicts an increase in health 

harm, albeit in the absence of objective & clinically meaningful ‘therapeutic benefit’
• Will elected representatives of the future continue to trot out the same lines as they 

do in defending  political donations from alcohol, tobacco & gambling interests – “it 
is legal”, when before they may have called for severe punishments?
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That is what Coughlin et al (2021) report among adults but not yet among adolescents, in the USAReference:Coughlin LN, Ilgen MA, Jannausch M, Walton MA, Bohnert KM. Progression of cannabis withdrawal symptoms in people using medical cannabis for chronic pain. Addiction. 2021 Jan 5. doi: 10.1111/add.15370. Epub ahead of print. PMID: 33400332.



• If a commercially & personally driven imperative to have access to cannabis is about 
using the medical profession as a Trojan Horse for the legalisation of cannabis, that is a 
dishonorable tactic & cannot be respected

• The legal status (legalisation or decriminalisation) is a separate matter that must be 
considered & prosecuted on its own scientific & societal value merits…

• … though the medical profession would naturally have a professional responsibility to 
ensure that any well-intended efforts to remove or diminish societally unhelpful or 
unjust induced legal harms are assessed & managed in a way that avoids a 
substantial commercially driven increase in cannabis use leading to inevitable 
increased health risks & harms, as described earlier

Presenter
Presentation Notes
Decriminalisation of cannabis makes great sense in so far as criminal sanctions serve no useful function in deterring uptake or deterring increased use of cannabis and instead, are often associated with induced human (legal, social, financial) harms. On a positive note, Australia is more advanced than many other countries I have worked in and has diversionary programs to minimise unproductively shifting people, often young people who are caught by police with small quantities of cannabis, into the legal system. However, police appear to have fatigued in using these systems, at least in some parts of Australia and it needs rethinking. Our courts also apply less severe legal sanctions for cannabis possession offences than many other countries of the world where legal sanctions are disproportionate, unkind, ineffective in achieving their stated policy objectives and harmful from health, economic and social perspectivesThose things observed, there is much more we can do to review our legal frameworks for managing cannabis-related offences that do not constitute drug trafficking or attempts to introduce people to commence using this drug. Legalisation is an entirely different matter because it opens the gates to industry to take full advantage of the unwitting and unknowledgeable community in promoting and enabling consumption on a wide scale, for profit (and governments for taxation) motives. There is no moral compass and no erudite health literacy analysis evidence in this public policy and commercial decision making. Unlearned Governments (that would not have the beginnings of a handle on the things I have discussed in his presentation today) may believe they are achieving a win-win through legalisation with the consequential taxation revenue and free market support for unfettered industry activity to maximise sales, consumption and profit.  Such unsophisticated public policy analysis and public policy shifts are evident already in Canada and in the United States and based on present knowledge, would likely replicate the errors of history where governments have allowed industry to promote and maximise the sale of unhealthy commodities in order to achieve increased taxation receipts, unaware (or ignoring expert advice regarding a likely) net loss to revenue over time (as is the case for alcohol and tobacco products) arising from consequential increased health and social burdens. 



• Accordingly, & as alluded to already, I have been involved in discussions with 
medical leadership in Tasmania & we have agreed to now embark upon 
educational communications with colleagues across the state & also nationally, 
strongly advising medical colleagues against the prescribing of any medicinal 
cannabis products in the absence of compelling, high-quality evidence to support 
this & in the presence of evidence to significant risk of significant harm

• The same will occur in relation to the prescribing of e-cigarettes



• Given the inability of the Australian government to consistently demonstrate it 
understands & respects medical evidence & is willing to listen to experts in the 
field & respond accordingly, the medical profession is left with no option other 
than to demonstrate policy & clinical leadership in now taking charge of the 
clinical & public health situation

• While recognising there will always be a few mavericks like those doctors who 
operated the OxyContin ‘pill mills’ in Florida & the ‘medical marijuana burger shops’ 
in Venice Beach CA, who will choose to go outside the framework of evidence-based, 
ethical & professional medical practice & prescribe
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