Clin. Assoc. Prof Adrian Reynolds (Chair)
Dr Mat Brick
Dr Chris Rumball
Dr Chris Hayes

ASB Theatre, Aotea Centre
Auckland, New Zealand

1.45pm-3.15pm
7 May, 2019

. RACP Impacting the Health of

Spec1ahsts Together - O
A —— People with Addiction

6 — 8 May 2019
Aotea Centre, Auckland, New Zealand

Impacting

@
health along ——

thelife == RACP2()19]

course CONGRESS

Gy




* Welcome everyone - we trust this session will be of great interest to the broad
membership of our College, given the prominence of the clinical issues to be discussed

* In this session, | will begin by discussing the nature & scale of the opioid problem; what is
going wrong & some of the clinical & system level changes that require our attention

—Dr Chris Rumball will discuss the opioid crisis from the perspective of a pain specialist in
NZ, evolving understanding of the neuroscience of pain & its implications for clinical
management

—Dr Mat Brick will share his personal experience & will put a human face to the
‘frightening, lonely & dangerous disease of addiction’

—Dr Chris Hayes will discuss the evidence & why the future for pain management might
- AcP look quite different to the past & present

SO * Following these presentations we will open the floor for questions & discussion
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* Chronic noncancer pain is commonplace with an estimated prevalence of 15-20%
(definitional differences) in both Australia & New Zealand
—Delloite, 2019; sapere, 2019;

—New Zealand National Health
Survey (2016-2017)

* Opioid medicines are effective in managing acute pain, cancer pain, pain in palliative care &
opioid dependence

—However, as we will discuss today, their clinical utility in the management of CNCP is an
entirely different matter
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*The importance of the psychosocial dimensions of chronic pain have long been
recognised but in the cut & thrust of busy clinical practice, the treatment of pain has
focused on prescribing medications & in particular, opioid medicines, rather than on
addressing these broader dimensions that can alternatively modulate or exacerbate the
perception, physical, emotional & functional responses to pain

* Understandably, CNCP may be associated with significant distress
—We all recognise this can lead to maladaptive responses in the patient

—Most worrisomely, this can also lead the patient’s treating doctor to respond in an
equally maladaptive, non-evidence informed manner
RACP
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* The world has witnessed a dramatic escalation in opioid prescribing since the turn of the
Century, particularly in the USA, Canada, Northern Europe & Australia B

Billionaire founder of opioid firm guilty of bribing

doctors to prescribe drug

*In 2016, overdoses provisionally accounted for 64,070 deaths in the USA | | i

Prosecutors s yf tanyldrungsyfulld opioid epidemic
Chris McGreal in Kansas City

—A 21% increase over the preceding year & ...

—With an est. 83% of these deaths involving an opioid

* The pharmaceutical industry has played a key role in this through marketing, strategically
working to persuade the medical profession that strong opioids are effective & safe when
prescribed long term for CNCP

—This has been associated with parallel increases in serious adverse events including rising
overdose death rates, while clinical outcomes (analgesia, function & QOL) have not generally
rRacP  improved, contrary to patient expectations & industry claims
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Where do we Stand on a Global Scale?

* On the basis of data provided by member states (daily divided doses or DDD), a UN
report (2016) suggests that Australia is 8" on a league table of opioid consumption per

million persons while New Zealand is 15
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Countries

Top 30 opioid-consuming nations, 2012—14 using DDD/million inhabitants/day. Source: United Nations International Narcotics Control Board, 2016 as
cited in Humphreys (2017). This calculation includes buprenorphine, codeine, fentanyl, hydrocodone, hydromorphone, methadone, morphine,
oxycodone, pethidine, and other opioids.

@

INTERNATIONAL NARCOTICS CONTROL BOARD

Estimated World Requirements for 2016
Evaluations des besoins du monde pour 2016

Previsiones de las necesidades mundiales para 2016
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Size & Seriousness of the Problem

*Of all the commonly used drugs, opioids have by far the highest mortality risk

—Darke (2014) estimated that by the age of 50yrs, about half of any cohort of
illicit opioid users will have died, with overdose being the most common cause

*The size & seriousness of this clinical & public health problem is highly visible in
northern America as it is now in Australia & is quite understandably forcing a
serious rethink within the medical profession

*While Australia is already treading in the footsteps of Northern America, NZ is not
yvet experiencing these problems to the same extent

*The pharmaceutical industry is now targeting many other countries of the world
in its opioid marketing activity (‘colonisation’), further fuelling the global opioid
epidemic

*New Zealand has the opportunity to avoid an opioid epidemic of similar
proportions while at the same time, ensuring better quality pain management



Opioid Induced Deaths in Australia & New Zealand

* Analysis of the Australian National Mortality Database found that, in 2016, of 1,808
drug-induced deaths, more than 1,100 of these mentioned opioid poisoning (one or
more times), up 89% from 591 deaths in 2007

— Of opioid deaths in 2016 (AIHW, 2018):

» 550 mentioned other opioids (includes prescription opioids such as oxycodone,
morphine & codeine)

» 361 mentioned heroin
» 208 mentioned methadone
» 234 mentioned other synthetic opioids (e.g. fentanyl & tramadol)

oln NZ, between 35 - 47 deaths/yr were reported between 2009-2013

o Between 2009 & 2013, there were 200 deaths in New Zealand attributed to ‘narcotic or
psychedelic drug poisoning’ (NZ Ministry of Health (2017)

Deaths are considered "drug

- With the peak in 2012 & nadir in 2010 induced" if directly
attributable to drug use (e.g.
RACP o Most of these are presumed opioid related OD), & “drug related" where
CONGRESS drugs played a contributory

2019" factor (e.g. MVA).



Unable to Demonstrate Effectiveness

*The US CDC & the Faculty of Pain Medicine (ANZCA) are among leading health bodies
concluding on the basis of large systematic reviews & meta-analyses that there is
‘insufficient evidence to determine the effectiveness of long-term opioid therapy for
improving chronic pain & function’

—This is an astonishing finding given the colossal number of prescriptions written for
these medicines globally, over the past several decades!

* At the same time, those reviews have revealed worrisomely high rates of wide ranging &
serious adverse events & unwanted side effects:

o Respiratory o Immune

o CNS o Hyperalgesia

o GIT o Fractures

o CVS o Depression
L o Endocrine o Sleep quality
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Defining Effective (Quality) Care

* Prescribing any medicine is difficult to justify where there

. rr HEALTH QUALITY & SAFETY are ynclear clinical beneﬁts, particularly in the face of
.; DAURIERNS SR SR 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)
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Outweigh

Serious Risks *In modern day medicine, the community is entitled to expect that the
medical profession would only consider prescribing a class of medicine
with these kinds of serious adverse events if the treatment is highly
effective, if there are no safer & better alternative medicines or
treatments & if the risks & harms are justified by the good clinical

outcomes

—Once again, the evidence does not provide that reassurance, rather, it
suggests that when prescribed long-term for CNCP, these are high risk/ low
value medicines that can no longer be considered a centerpiece of chronic

non-cancer pain management (FPM, 2015)
* Our college established the evolve initiative (led by specialists at the
RACP) to drive high-value, high-quality care in Australia & New Zealand,
while disinvesting in low value care
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Closing the Evidence-Practice Gaps

*The question arises, why are so many among the medical profession continuing to
prescribe opioids for CNCP in the face of poor clinical outcomes?

— Are we routinely & ongoingly assessing benefit, risk & harm using a structured
approach, for example, on the basis of universal precautions & the 5As + 2As
framework & responding meaningfully & in a timely manner in our clinical actions?

— Are we reliably diaghosing & responding appropriately to that assessment,
including opioid dependence?

* As medical specialists, are we providing medical leadership in our clinical interactions
with patients referred to us & in our advice to them & to the referring doctor?

* Are we advising or actively deprescribing in a timely manner where poor clinical
outcomes (‘treatment failure’), ongoing unacceptable risk & avoidable harms are
evident, while also recommending more appropriate Rx?

/1. Analgesia 1. Adherence )
2. Activity 2. Accurate medical records
3. Adverse events
RACP .
E)(NJ(T;S? 4. Aberrant behaviors 5As + 2As Framework
[ .
5. Affect modulation
A e 2o, \ /
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*We are also witnessing rising problems associated with other classes of medicines & there
are common themes

— Benzodiazepines, antipsychotics, anti-depressants, Gabapentinoids, psychostimulants...

* These medicines have psychotropic properties, may trigger reinforcing ‘brain reward’
pathways & alter the way people perceive, think (cognition), feel (affect) & behave

* Their prescribing is too often in irrational & unsafe combinations, doses & clinical contexts,
signaling an apparent expectation or hope that a medicine will solve or enduringly relieve
often complex health & human problems

* While many medicines do save lives, extend lives & improve QOL, the pharmaceutical
industry has been only too pleased to promote ‘the magic of pharma’ in ways that are often
RACP unjustified by the evidence
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Medicinal

Cannabis Low
Value/ High Risk
Care (Pain)

“Effects suggest that number needed to treat to benefit
is high, & number needed to treat to harm is low, with
limited impact on other domains. It seems unlikely that
cannabinoids are highly effective medicines for CNCP”
(Stockings et al, 2018)

*| observe this is now playing out in relation to medicinal

cannabis where quite extraordinary claims of therapeutic
application & benefit are being promoted in the absence
of sufficient if any high quality evidence of clinically
meaningful effectiveness & safety & a new industry is

gearing up to reap immense commercial rewards,
regardless

—The community does not know or understand the
current evidence that the NNT = 24 for a 30% reduction
in pain (a small effect), while the NNH = 6; & what this
means (Whiting et al, 2015)

—|t does not appreciate that in Australia, it presently
costs the healthcare system $576,000 for one person (in
24 treated) to achieve a modest benefit of 30%
reduction in pain

—In evolve terms & on the basis of current knowledge
this this looks like another very low value-high risk
‘medicine’, particularly in relation to pain management
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Medical Duty of Care Obligation

* The medical profession has a duty of care obligation
to advocate for, provide or facilitate safe, good
clinical care for patents experiencing CNCP

—|t also has a responsibility to avoid unwitting harm,
including inappropriate supply of pharmaceuticals
to the illicit market & potentially contributing to the
spread of opioid dependence in the community

* In Tasmania, up to 30% of all prescribed
morphine (by weight) is diverted to IDU (NDARC,
2012)

*n reference to iatrogenic harm, in his inquest
findings in 2016, Tasmanian Coroner Stephen Carey
sent a clear & strong message to the medical
profession when he referred to an opioid overdose
death as ‘likely & avoidable’ rather than an
‘accident’

*Clinical care is hardly compassionate care if it is low
value & if it commonly causes serious harm



Drug Dependence No Small Matter

*In my clinical & clinical-regulatory roles | observe that many GPs & pain specialists in
Australia continue to miss obvious ‘red’ & ‘yellow’ flags, miss the diagnosis of opioid
(& other drug) dependence & thereby provide sub-optimum & unsafe treatment
(though | also evidence of improvement)

—As Mat Brick will share, ‘Addiction’ is no small matter

* Drug dependence to any substance characteristically diminishes an affected person’s
life opportunities, life chances & life course

—|t axiomatically diminishes their ability to freely make & to act on good choices, live
a full life & flourish to the maximum of their potential.

—|t diminishes their autonomy & human agency
* Though thankfully people can & do come through this with good support & care

New framework for assessment of dependence - ICD-11 (WHO, 2019):
1. Impaired control over substance use
RACP 2. Substance use is a priority in life

CONGRESS
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Health Financing

Supportive of EBP? S

PBS subsidy/ PHARMAC {NZ)
- |s EB care is affordable & accessible?

profit focussed c.f. best health
outcomes?

MBS itern Numbers
- |Is MD, multimodal care funded,
available & affordable?

lll-informed adwvocacy for opioids by

non-medical persons

Commuaodification of Healthcare/
Pharmaceuticals

L 4

Availability & Access to:
Psychoeducation/ Physical Rx
{Physiotherapy)
Mind-Body IVs (hiofeedback etc)
Mind-based {CBT, Mindfulness, ACT -
Psychologist)

Aids/ Orthotics/ Home & work
modification {OTs)

Saocial/ envirenmental modification

GP 'Prescribing Wellness’
Active self-management/ Pacing/
Healthy Lifestyle/ Exercise/ Sunshine/
Socialisation/

Policy & Patient Factors Including:
Rxneed/ Rx access/ health equity
& equality/ Functional & Health
Literacy/
Socio-economic status/
Physical & Mental Co-morbidity/
Multi-modal Rx Engagement or
Cultural & Patient Medicines
Centrality & Expectations, Lost
Opportunities for more effective
R/

Patient suffering leading to
emotionally laden pleas for high
risk medicines, doses &
combinations in face of poor
clinical outcomes & hanmms

NSP, OD Mx Inc. Naloxone
But Caution re. Creating/ Increasing
Clinical & Puklic Risk through

injudicious prescribing & supply
h Comorate Capture of Harm Reduction

for opioid ‘addiction’/ under-

Paln MM MDT
h Addiction Medidne
Harm Reduction Approaches Rx MATOD

recognition of dependence

~

Clinical Governance

Abhsent in Private Sector?

*— Medical Tralning

UG/ PG/ CPD - NPS Medicine\Wise

¥

Knowledge/ understanding of
contemporary evidence (benefit/ risk/
ham) &...

¥

Motivation/ Confidence/ Commitment/
Time'/ Resources to apply EB Rx

¥

Clinical assessment {Hx, Exam, Ix)
Inductive reasoning, diagnosis
Rx goals, Rx Plan:

Correcting errors of
“clinical autonomy’

Macro-envirenmental & Structural
{‘Soclal’} Determinants of Health
e.g. Non-evidence infarmed alcohol
policy leading to otherwise avoidable
_ accidents & injury leading to CNCP '

Prevention
Thinking & Acting Upstream to Control
Causal & Contributory factors {(Public
Policy, Legislation, Regulatory controls,
Health Social Marketing)

+/- prescribing {non-opioids/ opioids)
Ongoing eval {SA+2As)

4

r'4

Rx failure {No improved Function/ Pain
W/ QOL)
Deprescribing {immediately)
Refocus on Non-opicid/ Non-Pharm Vs

Research

*

Clinical
Expertise

Q@w
Evidence
Based
Practice

Patient
. Preferences

Independent Research

Resources

s

Best Use of Resources
Effectiveness/ Harm is favourable/
Resource Opportunity Costs

|—>

Analgesia

Activity

Adverse effects
Aberrant Behaviours

T~

Factors Influencing Translation of Evidence into Medical Practice

Healthcare Funding & Management

Structures & Systems for Medicines
Safe Supply

Clinical-Regulatory Interface
Poisons Regulations/ PSB
Medical: Pain/ Add Med/ GP/ Phamm

PDMPs/ERRCD supporting sound
clinical inductive reasoning & decision
making {linking to Clinical-Reg)

Prafessional/ Ethical Standards
AHPRA/ Medical Board Code of
Conduct - Knowledgeable &
Committed to contemporary EBP

Medical indemnity Insurance
Supportive of safe, GCP

Affect
Adherence

Accurate Medical records q
|

- Prescribing opioids »
7days doubles risk of use

NoWn R WwN e

Treatment goals being met
Continue trial/ adjust opicid
prescribing < 90days/ < 40mg
oMEDD

at 1 yr (6-139%) & doubles
again (29.9%) if = 30 days

Clinical Over Worrying/ lust in

Higher doses associated with increased risk:
Relative to 1-19 MME/day, adjusted hazard
ratio (HR) for any overdose event {consisting
of mostly nonfatal overdese) is 1.44 for 20 to
49 MME/day, 3.73 for 50-99 MME/day, &
8.87 for 2100 MME/day (CDC, 2016)

* case prescribing

Hospital Initiation & Supply
ED/ Surgery/ Discharge

o

L 2

Pharmaceutical Industry
Research/ Evidence/

ARTG {TGA Registration)/
Rigorous Gov Meonitoring & Regulation?
Medical Detailing & Inducements/
Publication Bias/
Marketing/ political lobbying &

Deonations/ *

&+

Conflicts of Interest
{Proff Commercial)

E 3
Maedicines Australia Code of

Conduct

Safety
Clinical/ Public




Against the Odds, Physicians can make a Difference %&

Notwithstanding all the perverse
incentives & structural impediments
that may weigh against good clinical

care, even if we fail to look & act
upstream in the chain of causation of
clinical outcomes, the prescription pad

& the pen that inks the letter back to
the referring GP rests in our hands

)

While noting the complex array of factors
influencing life chances (e.g. first 1,000
days of life’), Fellows of the RACP can bring
the evolve initiative alive by leading change
across this broad array of factors impacting
the application of evidence & in their own

clinical practice
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