IN THE CORONERS COURT
OF VICTORIA ‘
AT MELBOURNE
Court Reference: COR 2009 4088

FINDING INTO DEATH WITHOUT INQUEST

Form 38 Rule 60(2)
Section 67 of the Coroners Act 2008

I, HEATHER SPOONER, Coroner having investigated the death of DANIEL ANDERSON

without holding an inquest:

find that the identity of the deceased was DANIEL MALCOLM JOHN ANDERSON
born on 5 November 1975

and the death occurred on 20 August 2009

at 17 Wilton Close, Wyndham Vale 3024

from:

1 (a) TOXIC EFFECTS OF OXYCODONE

Pursuant to section 67(2) of the Coroners Act 2008, [ make findings with respect to the following
circumstances:

1. Mr Daniel Anderson was aged 33 when he died. He was a security guard and lived at 17
Wilton Close, Wyndham Vale. Mr Anderson had a past medical history that included

anxiety, depression, migraine and chronic alcohol abuse.
Brief summary of events leading to death

2. A police investigation was conducted into the circumstances surrounding the death. It was
apparent that Mr Anderson resided alone at Wyndham Vale, though he was in a relationship
with Ms Joanne Philo and they would often spend time at one another's homes. On
Wednesday, 19 August 2009, Mr Anderson attended an appointment in Hoppers Crossing
with psychologist Tim Murphy then ate dinner with Ms Philo at her Hoppers Crossing
home. He left at approximately 9.30 pm and attended his usual treating general practitioner,
Dr Anthony Farnbach, who prescribed 60 capsules of 10mg oxycodone (brand name
OxyNorm) to him. Mr Anderson then went to his Wyndham Vale home; he told Ms Philo

that he needed to organise flights to Bali and installation of new carpet.
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Throughout the course of Thursday, 20 August 2009, Mr Anderson's father Malcolm
Anderson tried to call him several times on his home and mobile telephone numbers without
success. At approximately 5.15 pm that day, Mr Malcolm Anderson went around to his son's
home and found him deceased. Victoria Police Senior Constable Katic Shores, who
subsequently attended the property, noted that in the immediate vicinity of the deceased
were alcohol swabs, a used syringe, empty and full OxyNorm blister packs, and white
powder residue. The circumstances were suggestive of crushing and injecting OxyNorm

tablets.

Post mortem examination

4.

An autopsy was performed by Associate Professor David Ranson at the Victorian Institute

of Forensic Medicine. He formulated the cause of death and commented in part:

The post mortem toxicology reveals an Oxycodone level of approximately 0.5 mg/L,
Venlafaxine and Diazepam with its metabolite was also identified. The level of

Oxycodone was that could explain this individual’s death.

The post mortem CT scan showed nothing of note with respect to the potential cause
of death and the principal factors contributing to determination of the cause of death
was the results of the toxicology as well as the circumstantial information available

regarding the scene of death.

Family Concerns

5. Letters of concern were received from both Mr Anderson’s father and Ms Philo regarding
Dr Farnbach’s management and treatment of Mr Anderson, given the risks associated with
such a strong opioid as oxycodone.

CPU review

6. I directed the coroners prevention unit CPU! to review the appropriateness of the prescribing
of the oxycodone to Mr Anderson. The CPU reviewed the available medical material in an
effort to understand when and why Dr Farnbach prescribed oxycodone.

7. It was apparent that Dr Farnbach treated Mr Anderson for migraines from May 2006 at

Werribee Primary Health Care and before that at Werribee Group Health Centre. The

! The Coroners Prevention Unit is a specialist service for coroners created to strengthen their prevention role and
provide them with professional assistance on issues pertaining to public heath and safety.
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treatments included the opioid analgesics codeine, morphine and pethidine and from July

2008 entailed daily doses of oxycodone.

Oxycodone prescribing

8.

10.

11.

According to Dr Farnbach in his statement dated 28 June 2011 he prescribed oxycodone to

treat Daniel Anderson's migraines:

He had seen neurologists for the migraines and had a full host of investigations and
trials of prophylactic medications, such as Inderal? etc. When I moved to the clinic
in the plaza in 2005, I discontinued pethidine, as it is no longer a recommended
treatment for migraines. His migraines were intermittent. He would go for months
with none, then may have a cluster over 3-4 weeks. He did not display drug seeking
behaviour at any stage. In the end, as far as I knew, he responded well to oral

OxyNorm which he would hold, and use when needed.

Dr Farnbach further explained in this statement that he was not concerned about prescribing
oxycodone because Daniel Anderson never exhibited any of the behaviours that are usually
associated with drug dependence. In particular, Daniel Anderson never presented claiming

lost or stolen scripts, never presented early for scripts, and:

Some of the other clues of drug dependency were also missing, the main one being
the infrequent presentations with acute migraines. He would go for many months
with nothing, then he would present. The usual pattern with drug dependent people
is a more regular predictable presentation, as the clinic need is dictated by

pharmacological factors rather than underlying pathology.
Finally, Dr Farnbach stated that:

He gave me the impression that he was using it [oxycodone] as directed and it was
doing the job quite well. In retrospect, he had misled me (and others) into believing

that he was not misusing his medications.

I directed the CPU to contact Drugs and Poisons Regulation at the Victorian Department of
Health to find out if there was a valid Schedule 8 permit to prescribe oxycodone to Daniel
Anderson. Justin Lam, the Manager of Treatment Approvals and Projects there, confirmed

the following;:

? Inderil is a brand name of the beta blocker propranolol.
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12.

13.

14.

15.

16.

- Dr Farnbach was granted a permit to prescribe Smg daily oxycodone to
Daniel Anderson on 4 July 2008.

- On 24 September 2008 a revised permit was issued, for Dr Farnbach to

prescribe 10mg daily oxycodone to Daniel Anderson.

- On 30 January 2009 a revised permit was issued, for Dr Farnbach to

prescribe 30mg daily oxycodone to Daniel Anderson.

The CPU further contacted Drugs and Poisons Regulation to find out what reason Dr
Farnbach gave as the clinical justification for the oxycodone prescribing. Justin Lam replied

via email that:

The clinical diagnosis stated on Dr Farnbach's first two applications was

'intermittent migraines'. The third application was 'migraines'.

I directed the CPU to request a PBS Patient Summary to establish the dates Dr Farnbach
prescribed oxycodone, and in what quantities, in the lead-up to Daniel Anderson's death.
The PBS Patient Summary contained only two instances (from April and May 2008) of

oxycodone prescribing.

The CPU then reviewed the medical records provided by Werribee Primary Health Care,
which listed additional oxycodone prescriptions to Daniel Anderson. It was apparent that
Daniel Anderson must have been prescribed and dispensed these prescriptions on a private
script. It was not clear why private scripts would have been provided, as the PBS Patient
Summary showed that Daniel Anderson was eligible for the concessional rate on prescribed

medications.

Table Al in Attachment A shows each recorded oxycodone prescription from Dr Farnbach
to Daniel Anderson at Werribee Primary Health Care between 3 May 2006 and his death in
August 2009. The first recorded prescription was on 5 May 2006, and appeared to be to treat
back pain. Subsequent entries are consistent with Dr Farnbach's 28 June 2011 statement to
the Court; they indicate that the reason for prescribing was to treat pain associated with
migraine.,

Dr Farnbach prescribed oxycodone to Daniel Anderson only intermittently in 2006 and 2007
(a total of four occasions). In April 2008 he commenced prescribing more regularly;

between April 2008 and Daniel Anderson's death in August 2009, Dr Farnbach prescribed

him oxycodone in total 22 times. Additionally the quantity of prescribed oxycodone
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increased, from 20 tablets per prescription in mid-2008 to between 60 and (on one occasion)
120 tablets in mid 2009. This increase appears to mirror the increase in oxycodone permitted

to be supplied under the Drugs and Poisons Regulation permits.

Other opioid prescribing

17.

Treatment provided by other doctors

18.

Dr Farnbach prescribed Daniel Anderson several opioids in addition to oxycodone during
the period between 3 May 2006 and 20 August 2009. Table Bl in Attachment B shows each
relevant recorded opioid prescription or administration mentioned in the electronic patient
medical history. The prescribed opioids included pethidine, morphine, dextropropoxyphene,
codeine and tramadol; the usual reason Dr Farnbach recorded for providing these

prescriptions was to treat Daniel Anderson's migraines.

3

There were also a number of other clinicians, including importantly Dr Abdalla, and
practices other than Werribee Primary Health Care who were involved in Mr Anderson’s

care in the period leading up to his death. A significant feature of the treatment provided by

‘other practitioners, is that with the exception of Dr Matkovic and psychologist Tim Murphy,

they all provided opioid analgesics to Mr Anderson at one stage or another. If these
analgesics are considered together with the opiods provided by Dr Farnbach, it becomes
even more apparent that Mr Anderson had probably developed opioid dependence long
before his death.

Comments and conclusions

19.

20.

Dr Anthony Farnbach’s clinical notes show that from at least early 2006 he regularly
prescribed strong opioids - including at various times detropropoxyphene, codeine,
oxycodone, injectable morphine, injectable pethidine and tramadol - to treat Daniel

Anderson’s migraines.

In mid-2006 Dr Farnbach applied to Drugs and Poisons Regulation, Victorian Department
of Health® for a permit to treat Daniel Anderson’s migraines with injections of the Schedule
8 opioid pethidine. The permit was rejected for the following reason set out in a letter to Dr

Farnbach dated 7 July 2006:

? Which at the time was known as the Drugs and Poisons Regulation Unit, and was located within the Department of
Human Services; the shift into the Department of Health occurred after the Department of Health was created in 2009.
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21.

22.

23.

24.

As you will see from the accompanying information sheet about pethidine,
professional organisations and guidelines about pain management indicate
that this drug, particularly in the injectable form, is not suitable for the

treatment of migraine.

I note that the clinical issues regarding injectable pethidine for migraine treatment include
the risk of developing opioid tolerance and addiction, and the risk of exacerbating migraine

symptoms.4

Subsequently Dr Farnbach applied to Drugs and Poisons Regulation for a permit to treat
Daniel Anderson’s migraines with the Schedule 8 opioid oxycodone. The Manager of
Treatment Approvals at Drugs and Poisons Regulation, confirmed the following permits

were granted:

- Dr Farnbach was granted a permit to prescribe Smg daily oxycodone to Daniel
Anderson on 4 July 2008. The clinical diagnosis nominated on the permit application

was “intermittent migraines”.

- On 24 September 2008 a new permit was granted for Dr Farnbach to prescribe 10mg
daily oxycodone to Daniel Anderson. Again, the clinical diagnosis was “intermittent

migraines”.

. On 30 January 2009 a new permit was granted for Dr Farnbach to prescribe 30mg
daily oxycodone to Daniel Anderson. The clinical diagnosis nominated on the permit

application was “migraines”.

Clinical notes indicate that Dr Farnbach prescribed oxycodone to Daniel Anderson in
quantities consistent with these permits; Pharmaceutical Benefits Scheme (PBS) data shows
that Daniel Anderson presented the scripts and was dispensed the oxycodone. In addition,
Dr Farnbach continued to supply other opioids (particularly codeine, and to a lesser extent
pethidine injections) to Daniel Anderson while treating him with an escalating daily dose of

oxycodone.

From the outset of my investigation, I held concerns regarding Dr Farnbach’s practice of
prescribing oxycodone to treat Daniel Anderson’s migraines. If pethidine was regarded as a
clinically inappropriate treatment for migraine, I could not identify any reason why

oxycodone - another powerful opioid analgesic with significant potential for dependence
{,\

4 Somogyi AA, "Pethidine is inappropriate for migraine", Australian Prescriber, vol 20, 1997, p.71.
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25.

26.

and abuse - should be deemed appropriate. [ was further concerned because the oxycodone
was prescribed on a daily basis, whereas the clinical diagnosis nominated in the first two
permits was “intermittent migraine”. A logical conclusion to draw from this was that the
oxycodone must have been prescribed not only to treat episodes of acute migraine, but for

ongoing migraine prophylaxis (prevention of migraine onset).

To assist this aspect of my investigation, the CPU reviewed a range of clinical guidelines for
using drugs to treat migraine. The CPU identified two Australian guidelines’ and four
international guidelines® published since 2000 that address the use of drugs (1) to treat acute

migraine symptoms, and (2) for migraine prophylaxis/prevention. In summary:

- Two guidelines recommended that opioids should never be used to treat acute

migraine symptoms.

- Two guidelines recommended that opioids must be avoided to treat acute migraine

symptoms.

- Two guidelines recommended that opioids should only be used to treat acute
migraine symptoms where other treatments have failed and/or where appropriate
controls are in place to manage the significant risk of dependence, abuse and over-

sedation.
- No guidelines recommended opioids for migraine prophylaxis.

The apparent lack of a clinical rationale for prescribing daily oxycodone to treat intermittent
migraine, in turn led me to question why Drugs and Poisons Regulation would grant the
permits that enabled the prescribing. I directed the Coroners Court of Victoria Principal
Registrar to make inquiries of Drugs and Poisons Regulation in a letter dated 2 March 2013.
The Court received a response from the Chief Officer, Drugs and Poisons Regulation by
letter dated 8 May 2013.

* Best J, et al, "Headache and Migraine", National Prescribing Service Newsletter, vol 38, January 2005; Therapeutic
Guidelines, "Migraine", eTG Complete, revised June 2011.

8 Silberstein SD, "Practice parameter: Evidence-based guidelines for migraine headache (an evidence-based review)",
Neurology, vol 55, no 6, September 2000; Evers S, et al, "European Federation of Neurological Societies guideline on
the drug treatment of migraine — revised report of an EFNS task force", European Journal of Neurology, vol 16, 2009,
pp.968-981; MacGregor EA, et al, " Guidelines for All Healthcare Professionals in the Diagnosis and Management of
Migraine, Tension-Type, Cluster and Medication-Overuse Headache", British Association for the Study of Headache,
third edition (first revision), 2010; National Institute for Health and Clinical Excellence, "Headaches: Diagnosis and
management of headaches in young people and adults," NICE Clinical Guideline 150, September 2012,
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27.

28.

29.

30.

31

I have attached to this finding the Court letter and the Chief Officer’s response, so I do not
intend to recount their contents here in detail. Rather, I draw particular attention to certain
significant exchanges. In response to a question about why the oxycodone permit was granted

in circumstances where pethidine was not considered suitable, the Chief Officer indicated:

A permit for oxycodone was granted because it is a Schedule 8 drug approved
for us in Australia and is indicated for the clinical diagnosis provided by Dr
Farnbach. Unlike pethidine, the department has not been provided with
recommendations from professional organisations advising that the risks with

using oxycodone for migraine pain significantly outweigh its therapeutic
benefit.

I hold some reservations regarding this response. Specifically, the claim that oxycodone was
“indicated for the clinical diagnosis provided by Dr Farnbach” does not appear to be
supported by extant clinical guidelines. There are differences between guidelines on the
question of whether opioids are appropriate to treat acute migraine sirmptoms, but to my
knowledge no guideline supports long-term daily opioid administration for intermittent

migraine.

I am surprised by the Chief Officer’s response to a question regarding the Department’s

current position on prescribing daily oxycodone to treat migraine for an extended period:

Such considerations are matters of clinical judgment for the practitioner to

assess in each particular case.

This suggests that Drugs and Poisons may be continuing to issue permits for doctors to treat
migraine with Schedule 8 opioids on a daily basis, thus supporting and propagating a
practice that (even if properly managed) may not be clinically efficacious and which may

result in opioid dependence while potentially exacerbating migraine symptoms.

I acknowledge the Drugs and Poisons Regulation indication that it “has not been provided
with recommendations from professional organisations” regarding long-term daily
prescribing of oxycodone to treat migraine, though I note that there are several addiction
medicine specialists within the Victorian Department of Health who might provide this
clinical guidance. I also acknowledge that the migraine treatment guideline analysis was
undertaken by CPU staff who are not clinical experts in either migraine management or
addiction medicine. For these reasons, [ am not in a position to make any recommendation

directly addressing the clinical appropriateness of issuing Schedule 8 permits to treat
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migraine. Rather, my recommendations address the pressing need for Drugs and Poisons
Regulation to inform itself regarding use of opioids to treat migraine, and thus to prevent

harms and deaths associated with clinically inappropriate opioid prescribing,.
Finding

I find that Mr Daniel Anderson unfortunately died from oxycodone toxicity in the circumstances set

out herein.

RECOMMENDATIONS

Pursuant to section 72(2) of the Coroners Act 2008, I make the following recommendation(s)
connected with the death:

1. That the Victorian Department of Health consult with relevant peak medical bodies such
as the Australian and New Zealand College of Anaesthetists’ Faculty of Pain Medicine
and the Royal Australasian College of Physicians’ Australasian Chapter of Addiction
Medicine to obtain expert advice on the clinical appropriateness of (1) short-term opioid
prescribing to treat migraine, and (2) long-term (greater than eight weeks) continuous

opioid prescribing to treat migraine.

2. That, having obtained expert advice on use of opioids to treat migraine, Drugs and
Poisons Regulation review its procedures to ensure any application nominating migraine
(intermittent as otherwise) as the clinical diagnosis for prescribing a Schedule 8 opioid,

1s evaluated consistently with the expert advice.

3. That, having obtained expert advice on use of opioids to treat migraine, Drugs and
Poisons Regulation review all current valid permits nominating migraine (intermittent as
otherwise) as the clinical diagnosis for prescribing a Schedule 8 opioid, and assess
whether each permit was issued consistently with the expert advice. Drugs and Poisons
Regulation should take appropriate steps to notify prescribers and if necessary cancel

permits that were not issued for appropriate clinical diagnoses.

Pursuant to rule 64(3) of the Coroners Court Rules 2009, T order that the following be published on
the internet:

The circumstances, finding and recommendations.
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I direct that a copy of this finding be provided to the following:
The Family of Mr Daniel Anderson
Mr Malcolm Anderson
Ms Joanne Philo

Interested parties

Signature:

C’\—\*V\/\%{\f“w/\/

HEATHER SPOONER
CORONER

Date: 1% . 2 . 2O \4-

10 of 15




STIOTI

(o8ed 1940 ponunUO2)

'sajou uj buiyioN Nd / aio 191qes | 0z bwg auopuz 800z das ||
Jsauresbiw oy Joy s1duds, N¥d /aio 191qe1 | 0z Bug suopuz 8007 bnv 67
,1odJie a1 Joy d1ou e spasu / s3duds SpasN 9am e ul jjeg 01 buioo, Nad / alo 121qes | 0z bwg suopuz 8007 bny £
Jluswiieda yiesaH 2yl Woy panlle sey Julad, pauinads 10N 0z bwg sauopug 800Z INT Sl
: Jsuosiod pue sbnug
0] JJO JU3S JLID "21I04 [OPUASISIN S3SOP AlIBp UOU Ui} Ypjam 2 2Al 1noge bupiey = auopu3
"PI1JB]S 3y IDUIS 10YS & PRy 10U SBH "SUopuUT o] 03 asuodsal JUS[[90X2 ue pey seH, N¥d / dio 1=1qer | 0c buwg sauopu3g 8002 INre
1eaA B saX0q INoJ 10 33443 $3sn AjUo rauopul jouod aulelbiw Ajies Joj 1duos, Ndd / aio9igel | 0z mEm auopug 8007 Ae 67
JAmou
MO "IN0q IXaU 343 Joj 1d1ds dnyoeq e spasu - saydepeay siy yim uni poob e pey seH, N¥d / aio 1919€e1 | 0z Buwg suopuz 8007 Aely £1
IO PMIOM 3 pue 310434 SIY1 pey sey ay ~ suopud jo feu] []
"passNISIp - 3jqejieAe J1abuoj ou sI JiUiD JaUY10 U1 18 paqusald ‘auipiylad —r aAneuale
1240 ue o) Bup|oo] sI 9 "auIRIBIL JUSIWISIUL DIUCILD SIY JOJ JUSLLAEI} SWOS JO4 U], pauinads 10N 07 buwg auopuzg 8007 Jdv 51
,’SI0100D JUJaLIP
oMy - AepUalsak autelbiw e seH "uoissasdap /ssans / aujelbiw buinuiuod pey seH, Nd 0z buwig| wioNAXO 1007 12N O€
JULIONAXO Jo
jel] passnosip - Bujuiow syl Ul Z 18 auledbiw e sey ay se aaey 01 buiylawios 1oy bupjooT, paupads Jo0N 0z buwig| wioNAXO £/00Z 924 91
Jauopejold Al siseq Ajiep Ajjenuia e uo no siy ysip isnl,.ued 1eqa
DISIAPY "JISWA]S YUA Uoioaful Jejnasnuwienul buigs auiydiow [] -uied yoeq buiobug, pauynads 10N NN auopejold 900z A2\ 6
C{oz) Buig| wioNAXO “AdesayloisAyd ueb patoatold "uoibal jeioes eied uj SSaUIapuU]
QISNIA "X3peJed 341 YIM Ja1[91 ON LS sBaj ay1 umop uonelipel ON oeq 3.0s e sey [iis, payiads 10N 0z B wWIoNAXO 9007 AelN &
buiqinsald 1oy uoseay asod £o puetg a1eg

6007 15SNBNy 07 01 9007 BN € ‘2180 yliesH Alewlld Saquis/ 18 ysequie{ Auoyiuy Jq AQ uosiapuy [aiueg o1 buiquisald auopodAxO 11V aiqel

v JUSUIYOBN Y




sryocl

- 1M BunjIom aurelbill j043uod 01 Aep / WIONAXO oml abesane ue buisn, Aall amnsded | 09 buwp| WIoNAXO | 600Z bnv 61
'sajou ul buiyioN paiyoads 10N 09 buwig| wioNAXO 600Z I ¥1
"sajou ul bulyioN arLsinsdes | | 0Z1 bwQ| WwiONAXO | 600Z 1AV 1Z
JAep /2244y Joy st jwiaad Aep / omy buisn TULIONAXQO 10J 1dLIDs 18aday, paynads 10N 09 buwp] WIONAXO | 6007 J1BIN ST
"saj0u Ul bulyloN alL 3insded | 09 Buw | wioNAXO 600Z 1B\ €
~yine ~1duds WIONAXQ [ind. pay1dads I0N 09 buwp| wioNAXO 600Z Q24 S
Aduds aurelbin, payPadsIoN | 0Z Buwig| wioNAXO 600Z 924 ¥
4o 1u9s uonedydde
HWId  uanLm 1dLIDS MaN iUiId 3yl UO 3SOP 3YI 3Seaoul O] PI2U T U0 JOJ
AJUO st WIS “sajnsded WIONAXQO £-7 abesane uo buisn “ssuielbiw buney |ins, paynads 10N 09 buwg| WwioNAXO 6007 uerzz
.’2]qe1s uaaqg aaey saulelbi, N¥d 9insded | 09 buwg] WIioNAXO | 8007223 1€
"sajou ul BUIYION paypadsioN | 09 BbwQ] WIONAXO | 800Z AON 6Z
'saj0U Ul BUlyIoN payinads 10N ot bwg| wioNAXO 8007 120 87
. pauueds
1odau ao110d 1 aoejdad ian | uay ‘sadLns BUISNJSAC Jo buisoj Jo piodal e
SABY 10U $20p 3y Sy 231j0d ay1 01 1Jodal e apepy “24au] 10U Aepo] 1 JOJ 00] O3
awed 1ybiu 1se] JooJ 12D 2U1 Uo Wyonq pue WIONAXQO a4yl 4aj 2y 1Lyl aW s|ja]., pauidads 10N 0+ buig] WIONAXQ | 8007 120 91
"saj0u u) buiyioN Nad sinsded | 0z Bbwp] wioNAXO | 800Z 3P0 S1
JSH9aM 23441 AISAD XOQ 2UO T JO 1USS JULIDd
‘(aseajas 1sef) Bwig] 01 2UOPOIAXO BYI IsEADU [] "SHHIIM OM] USU] ‘SIIM
22.U1 UaY] “99M Inoj Ul 07 4o 13ped e ybnouyl buloo -awi e s13]qel omg buisn :
*-2UOpUT YoNL 007 JO 3SN 31 INOQE PALUIIDUOD S I "sulelbiw a3nde Joj Uy, paupads 10N 0z bwo| wioNAXO 800z das £7
buiqusaud 1oy uosesy asod Ao pueug aeq

"panunuod TV JqeL




Srjoel

(obed Jano panunuod)

~uojoxepy yum buoo|
aulpIy1ad -uied snoiago uj [] “eiqoydoroyd oN “auleibiw 91nde ue ylim weg 1e
Bujuiow siy1 dn 2500 ‘MO e Ul SAep oAl Bupjiom uaaq seH "Aepol aulesbiw a1ndY, | DIV« (uonoafur) QuIpIylad | 9007 bnv zz

Jl1om Burop uaaq se -1duos 1eadal e Joj Ul aLoD SeH, ot 91I0 JOPUASISIN ETUIE olo)p) 900z bny €

Jsauresbiw ay3 JoJ saaneussle aulpiyisd-uou passnosiq [ “a104 [opuAsIoN
“§0Bg payDOW 229G sey aulpiylad 1oy 1wiad sayodepeay / sauieibiu buaey [iias

"0S JO }99M 31 JoA0 Alaixue / saurebiw siy ui juswasoidw ue bundadxa og pjnoys, ot 91404 [OpUASIN auIp0oD 900Z Nl 11

. yonu 001 9q pINOM MO B Ul SAEp 92441 SE MOIIOWO] 210W ON "UCIOXBl / aulpiyldd
‘Buidon JoN "BulAp Jayiow SIY Ylim SS21S JO 10] & Jopun uaaq seH “Aepol aulelbi, 0z 2104 jopuAsiop ~ BuPpod 9007 INr /
"sajou Ul buiyioN S (uonoafui) UIPIYIDd 900Z INf' &

JoJoy wiay daay [iim
ay  aulesbiw agnoe ue yum stuasasd sy awig 1xau auipiylad Joy 1duds e wiy anib 01

aney i -auop auresbiw Joj uejd aue) [] sauresbiw siy Joy ued a4ed e bunsanbay S (uonsafuy) [uipitiad
*aUope|oid 01 asucdsal poor) "'easnieu 01 anp auiydiow 3124307 01 3jqeuf 10) 7 91404 jopUAsION 2UISp0)
-Aexo uonduny o1 ajqe ybnouya ‘uied yoeq swos sey {1as [] 1anaq Apuedyiubis siegq, OIVx (uonafur) auydiow | 900z Aew 11
L IUDLLIIBRI] JoyIng IO}
[eudsoy o1 Wiy Jajas 01 aA_y Aew " jalfal uied D30DIBU 210W SPISU 3Y J] "2UOPE|OI
Auj -siseq Ajiep Ajjeniia e uo 1no siya ysip 1snl1,ued 1eya pasiApy “|ASW=1s Yim
W1 Buigg auiydiopy -neb papsiosd swiadpx@ ue yum bupjlem [] -uied speq buiobuQ, | Divs (uonoafu) auiydiony 9007 Aen 6
CBuwig| uojoxew yum [N Buigg auydiopy TuswaAoLL jo abues padnpal :
/ wiseds "uieb paidajoud swaaxs ue yim bupjex "WIONAXQO 2yl 01 asuodsal [eiied, | DIV« (uonoafur) auydiony 9007 AN /
Jvoas bnup
e j0u ‘quaned aunuab - eisabjeue d11odeU | aJinbal Ajjeuoised0 Jiix “Saulelbiw
J1uoJyd Jo Alolsiy e seH “auo4 jopuAssapy pue ppopul buisn swoldwAs Ayredodsip (074 31104 [opuAsIapy auBpoD
SWOS YL MDEQ JIMO] 9105 € SBH "DIUID JOUI0 WO SLU O] UMOLDY] [JaM SI JUD11ed, 09 . Xapeled auaydAxodoidoxag 900Z Aey €
buiquosald 10} uoseay . Ao pue.igq pioido Jeq

['paqusaid ueyl Jayied d1UlD Ul paalsiuiupe sem proido auy sueaw Divx) 6002
1sNBNY 07 ©1 9007 ABIN € ‘287 YlBIH AlBWiLd 932G/ 18 Yoequue Auoyiuy Jq AQ uosiapuy [aiued o1 pagridsald auopodAxo ueyl 12410 spioidQ (19 21qeL

g Jusuroeny




SrIovi

(abed 1on0 panunuod)

JPmusaqseH, | 0zl 91104 jopuAsiay auiPpoD | 8007 48N 11
JSaydepeay oyl J0J [OPUASIQ|A SWOS SPIIN, 09 91104 JOpUASIaIN SUPRPOD | 8007 924 +Z
LN Bwo | uojoxe yim bug
2UIYdIOW USAID "DIUlD 3Y1 Ul 243y 2)Iym aulesbiwi agnoe ue padojaaap " 10U JO. | DIV (uonoalui) aulydiow | £00z22Aa st
PassnosIp - aulelBbiu siy Jog dn yoeq e Se JOpUASIaN WS IAID), 0zZ1 21104 [OPUASIN 2UIBPOD | /00Z AON +1
LSLWIOISND Joy Jam19] e pue s1diids SWOoS SPIaN Maam e Ul jjeg o1 bujoon), 071 91104 [OPUASISIN QUIBPoD | /00Z bnv o€
‘sa10u ui buiyioN 09 91104 JOPUASIDIN auPRpod | /00Z bnv +1
"sa10u ui buiyioN 09 91104 JopUASISNN auPpod | £00Z Ae 62
JJoop e ,
01 196 01 3jqeun s1 ay 3sed U] sWoy 1 el ued ay eyl buiygawos bunues “wajqotd
e [11s a.Je uoissaudap pue Aaixue ay1 Ing ‘Aepol peq oS 10U UIRIBI “SI01D0D JUDIIUID
oM]  AepJalsak sutelbiw e seH "uoissaidap / ssa4is / autesbiw buinuiuod pey seH, 09 9140 JOPUASISIN auRpo) | /007 48 0€
JURUOD) SIA ™ 4O U0 B SY 'SN|d UJOINN YUM 10342
SWOS "aYdepeay ay] Uo 12242 OU Ylim 219 auopod/ixo bupje] “dn 1ds 01 bupuem oc Ju0 jopuAsiapy SURpoD
SIOUM ‘24IM SIY YUM SJOSSIIIS SLUOS O Py Moam 1se] ayl Joy aurelbjul e pey seH, 0z unuod S auydiop /00Z lBNZ
sbuuiow ayg ul z 18 auieibiw
e sey ay se aAey 01 buiyrawios 1oy Buisoo] OS]y 91104 [OPUASID|N SWOS STUE/M, 09 91104 JOPUASIDIN QUIBPOD | Z00Z 2491
JUlesy poob ur uaaq seH 1duds 1eadal e uoj uj, 09 91404 {OPUASIaN 2UIRPOD | /00Z ueros
JAj91e] ung poob e pey seH ‘saydepeay JUa.LIniay, 09 91104 [OPUASIN QUIRPOD | 00Z uer il
"sajou ui buiyioN 09 U0 JopUASISN aulepo) 900Z 120 9
91104 [opuAsialn Joj 1dLos 1eaday
[1 -uied juaiedde ou ur /19je / 19/ "191SIUIS BUuiylou st 21241 1243 24nS djew 0] .
I PINOAA "SaYDEPESY 341 INOge Pauladuo)) 1iSIA 1Se] SIY ueyl Jo11aq yonw buijea4, 09 91104 JOPUASIDIN auPRpo) | 9007 bny +7
JAjuo 19y9 jensed
Yum Al uaaib Buis | suydiopw "ured ui Janc pajqno "obe sinoy any Ajrewxoldde
aneb [10ys suipiy1ad] ay1 yum ob Lupiq -auielbiw Siy Yim pauinial seH, | DIV« (uondafui) auiydio | 900z bnvy zz
buiqrnsaid Joj uoseay Ao puelg pioido aed

PNUNUOO 1 J1qE.L




S13o¢gt

TN UDAID B uojoxe ysim buioot

SUIpIY1Dd U Buljjosiuod 30U 21e [OpUASISN pue 3uopodAxO “Aepol auieibiw & seH, | DIV« (uonoaluj) auIpIY1Dd 600Z INF 91
"sajou Ul buiyioN 09 3110 |OPUASIOIN QUPPOD | 600Z INf 1
0Z jewels] |opewel|
"s930U Ul bUIYION 09 9104 [OpUASISN auRpod | 600Z 44V 1Z
Jlem bujop usaq seH sidLos Joj uj, 09 91104 JOPUASIOIN auPRpoD 600Z I8N €
Juojoxeny
/ Bwpol auipiylad ‘patou eiqgoydouos pue eiqoydoloyd cuied up Aesp) -ang
sJeai MaN Burag  azooq 01 palegjal jou) ybiu 1se) wid| | 2duUls auelbiw 21NdY, OV~ (uonoalui) auIpIYIDd 600Z uer |
RFETA
SUO pey 10U Sey) RIN Ue J0J JIAONIBN J(J O1 jeliayay [] "a]jqels uaaqg aaey saulelbi, 09 91104 JOPUASIDN ouPpod | 800Z 230 IE
,"9sNoY SiY 9pIsINo uononisuod / buipjing swos buiaey si ‘BluwIosUl aWOS, 09 2110 [OPUASIOIN auPRpPo) | 800Z AON 62
"s910U Ul buiyloN 09 91104 |OpUAsISN aulPpPOD | 800Z PO S
Jaurelbiw anoe JoJ Uy, 09 91404 JOPUASISN aupo) | goozdas £z
,SNUIS [21UOJ 9U] JOAO SSUISPUD], 0Z 21104 auRpeuUBd =1 EToleD) 800z das 7
Jsoureabiw ayy 1oy s3duos ] 194 1jeg 01 Uu9aq 10U SBH, 09 91104 [OpUASISN auRPoD | 8007 bnv 67
Juodaie sy Jof 910U 2 spaau / s1duds spasN Moam e Ui Jjeg 01 buion), 09 21104 [OPUASIN auPpod | 800z bny £
91104 [OPUASION, 09 91104 JOPUASIIIN auPpo) 800Z INf Z
L fouow aaes 0] (palsanbai se) 11ARISY pue 91104 auppeued Uaab
=+ 1d1IDS e SJuBM " D104 [OPUASISIN Nild Bunie] [] ‘Buiuiow siyl suteibiw e peH, 09 2140 2uRpLeUR auPpoD | 8007 Ae £Z
,1n0Q XU oy Jog 1duos dnypeq e spasu - saydepeay Siy yim un poob e pey seH, 09 91104 JOPUASIIIN 2UPPOD | 8007 ABN £1
Buiquosald 10 uoseay Ao puelg pioidO a1ed

PSNUHTOS T AqeL




Level 11, 222 Exhibition Street Melbourhe 3000
T 1300309519

F 1300 546 989

W www.coronerscourt.vic.gov.au

2 March 2013

Matthew McCrone

Chief Officer

Drugs and Poisons Reguilation
Mental Health, Drugs and Regions
Department of Health

50 Lonsdale Street

Melbourne VIC 3000

Dear Mr McCrone

Coroner Heather Spooner is investigating the death of Daniel Anderson
(reference number 4088 of 2009), who was found deceased on 20 August
2009 from the toxic effects of prescribed oxycodone. Coroner Spooner
directed me to seek your advice on certain issues relating to the Schedule 8
permits that the Department of Health issued for Dr Anthony Farnbach to
prescribe oxycodone to Daniel Anderson. '

Attachment A to this letter sets out the specific questions that Coroner
Spooner would like you to address regarding the permits. A response by .29
March 2013 would be most appreciated. .

If you require any further information or clarification, or you are unable to
meet the requested timeline, please do not hesitate to contact Jeremy Dwyer
(the Coroners Prevention Unit case investigator who is directly assisting the
coroner} on (03) 8688 0746 or via email: <Jeremy.Dwyer@coronerscourt.
vic.gov.au>. ' ‘

Yours sincerely

Margaret Craddock
Principal Registrar
Coroners Court of Victoria




Attachment A

Background: Permits issued to prescribe oxycodone to Danijel Anderson

On 3 January 2012 the Court contacted Drugs of Dependenté to request the
history of permits issued to prescribe Schedule 8 poisons to Daniel Anderson.
Justin Lam, the Manager of Treatment Approvals and Projects, replied on 10
January 2012 to confirm that three permits had been granted:

- On 4 July 2008 Dr Anthohy Farnbach was granted a permit to prescribe
5mg daily oxycodone to Daniel Anderson.

. On 24 September 2008 a revised permit was granted for Dr Farnbach to
prescribe 10mg daily oxycodone to Daniel Anderson.

.- -On 30 January 2009 a revised permit was granted for Dr Farnbach to
prescribe 30mg daily oxycodone to Daniel Anderson. ‘

The Court further contacted Justin Lam on 13 December 2012 to find out
what Dr Farnbach listed as the clinical diagnosis to support the oxycodone
prescribing. Justin Lam responded on 18 December 2012 that:

‘The clinical diagnosis stated on Dr Farnbach's first two applications
was 'intermittent migraines'. The third application was ‘'migraines’.

The Court obtained . the Pharmaceutical Benefits Scheme (PBS) Patient
Summary for Daniel Anderson as well as Dr Farnbach’s clinical notes, and
confirmed that oxycodone had been prescribed and dispensed to Daniel
Anderson consistently with permit quantities across the period from July 2008
to his death in August 2009. ‘

The Court notes that in addition to the three permits listed above, Dr
Farnbach applied to Drugs and Poisons Regulation in 2006 for a permit to
treat Daniel Anderson's migraines with pethidine.. This application was
rejected by Drugs and Poisons Regulation on 7 July 2006 for the following
reason:

As you will see from the accompanying information sheet about
pethidine, professional organisations and guidelines about pain
management indicate that this drug, particularly in the injectable
form, is not suitable for the treatment of migraine.

Questions regarding Dermif policy between July 2008 and January 2009

According to the August 2009 Drugs and Poisons Regulation Group "Policy
for the issue of permits to prescribe Schedule 8 poisons’, the following was the
normal practice at the time of Daniel Anderson's death for assessing the
clinical merits of an application:

Normally the clinical judgement of the practitioner will be accepted
when assessing applications. Where an application is received and:-

i, the drug is indicated for the specified diagnosis for that
patient, and
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ii.  Is within the normal therapeutic dose range, and
ii. ~ there is no history of. previoUs permits or notifications

the permit will generally be lssued with no further contact with the
applicant.

However the Court does not have the earlier policy that-would have been in
force between July 2008 and January 2009 when the Drugs and Poisons
Regulation Group originally granted the permits to Dr Farnbach.

1.

Between July 2008 and January 2009, when Drugs and Poisons
Regulation Group staff considered whether or not to grant an
application to treat a patient with a Schedule 8 drug, what consideration
was given to the clinical diagnosis listed in the application? '

Between July 2008 and January 2009, did the Drugs and Poisons
Regulation Group have a position on the suitability of prescribing

. Schedule 8 opioids on a daily basis for an extended period (greater than

eight weeks) to treat acute migraine and/or for migraine prophylaxis?

Between July 2008 and January 2009, did the Drugs and Poisons

Regulation Group believe that daily oxycodone was indicated for
migraine treatment, and that 30mg daily would be within the normal
therapeutic dose range for treating migraine?

The Drugs and Poisons Regulation Group rejected Dr Farnbach's

‘application for a permit to treat Daniel Anderson's migraines with

pethidine, but granted Dr Farnbach's subsequent applications for
permits to treat Daniel Anderson's migraines with daily oxycodone. Why
was the oxycodone permit granted in circumstances where pethidine
was not considered suitable?

The daily dose of oxycodone approved for prescribing and dispensing to
Daniel Anderson, rose from 5mg daily to’ 10mg daily then 30mg daily in
the space of six months. Between July 2008 and January 2009 would
this have been regarded as repeated dose escalation? If so, would Drugs
and Poisons Regulation have expected Dr Farnbach to seek spec;ahst
advice to support the prescribing?

Questions regarding current policy and practice

The May 2011 Drugs and Poisons Regulation "Policy for the issue of pefmits to
prescribe Schedule 8 poisons’, contains identical text to the August 2009
Policy as regards consideration given to assessing clinical appropriateness:

Normally the clinicaljudgemeht of the practitioner will be accepted

" when assessing applications. Where an application is received and:-

i. the drug is indicated for the specified diagnosis for that
patient, and

ii. iswithin the normal therapeutic dose range, and

iii.  there is no history of previous permits or notifications

Attachment A
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the permit will generally be issued with no further contact with the
applicant. :

This May 2011 Policy appears to be the most recent such policy issued by Drugs and
Poisons Regulation, and is therefore regarded as current.

6.

Presently, when Drugs and Poisons Regulation considers whether or not
to grant an application to treat a patient with a Schedule 8 drug, what
consideration is given to the clinical diagnosis listed in the application? In
particular; are there any considerations beyond those set out in the May
2011 Policy? =

Does Drugs and Poisons Regulation currently have a position on the
suitability of prescribing oxycodone on a daily basis for an extended
period (greater than eight weeks) to treat acute migraine and/or for
migraine prophylaxis? If so, what is the position? .

Does Drugs and Poisons Regulation currently believe that daily °

oxycodone is indicated for migraine treatment, and that 30mg daily
would be within the normal therapeutic dose range- for treating
migraine, in line with the May 2011 policy?

If Drugs and Poisons Regulation received today an application for a
permit to prescribe 30mg daily oxycodone for an extended period
(greater than eight weeks), and the clinical diagnosis on the application
was "migraines” or 'intermittent migraines", under what circumstances
would the permit be granted?

Other issues

10. If there is any further information or comment you wish the coroner to -

consider in her investigation, this would be welcomed.

[
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Department bf Health

Incorporating: Health, Mental Health and Ageing 50 Lonsdale St
C Melbourne

Victoria 3000
GPO Box 4541
Melbourne
Victoria 3001
Telephone; 1300 253 942
Facsimile: 1300 253 964
www_ health.vic.gov.au
DX 210311

Our Ref: €3067103
Your Ref: 40882009

8 May 2013

Margaret Craddock

Principal Registrar

Coroners Court of Victoria
Level 11, 222 Exhibition Street
MELBOURNE 3000

Dear Ms Craddock
Coroners Court reference: 4088/2009 Daniel Anderson

Thank you for your letter dated 2 March 2013 requesting a response in relation to questions
raised by Coroner Spooner, as part of the Coroner’s investigation into the death of Daniel
Anderson. : : ‘

¢

I provide the following information in response to Coroner Spooner’s queties:

1. Between July 2008 and January 2009, when Drugs and Poisons Regulation Group staff
considered whether or not to grant an application to treat a patient with a Schedule 8
drug, what consideration was given to the clinical diagnosis listed in the application?

Although there was no published policy at that time, the standard procedures for departmental
officers in assessing an application included considering whether the Schedule 8 drug was
approved for use in Australia and/or indicated for the clinical diagnosis provided.

2. Between July 2008 and January 2009, did the Drugs and Poisons Regulation Group
have a position on the suitability of prescribing Schedule 8 opioids on a daily basis for
an extended period (greater than eight weeks) to treat acute migraine and/or for
migraine prophylaxis?

None of the applications from Dr Anthony Farnbach mentioned the use of opioids for migraine
prophylaxis. The department does not have a position on the suitability of prescribing
Schedule 8 opioids on a daily basis for-an extended period to treat acute migraine and/or for
migraine prophylaxis. Such prescribing considerations are matters of clinical judgment for the
practitioner to assess in each particular case.




3. Between July 2008 and January 2009, did the Drugs and Poisons Regulation Group
believe that daily oxycodone was indicated for migraine treatment, and that 30mg daily
would be within the normal therapeutic dose range for treating migraine?

Medical practitioners are required to take all reasonable steps to ensure a therapeutic need
exists when prescribing any prescription drug. An oxycodone dose of 30mg daily is within the
normal therapeutic’ dose range for use as an analgesic. The department relies on the clinical
judgment of the practitioner to assess the appropriateness of prescribing a Schedule 8 drug
and the severity of the condition to require the use of a Schedule 8 drug in each particular
case.

4. The Drugs and Poisons Regulation Group rejected Dr Farnbach’s application for a permit
to treat Daniel Anderson’s migraines with pethidine, but granted Dr Farnbach’,
subsequent applications for permits to treat Daniel Ariderson’s migraines with daily
oxycodone. Why was the oxycodone permit granted in circumstances where pethidine
was not considered suitable? .

; .

The department’s procedures at the time were to not issue permits for pethidine for migraine,
unless specialist support had been obtained for its use. The refusal to issue a permit for
pethidine was consistent with recommendatiofis from professional organisations.with regard to
the established risks of pethidine use. In refusing to issue a permit, the department had
provided an information leaflet prepared by a departmental medical advisor in April 2003
outlining the risks of use of pethidine for migraine to Dr Farnbach. A copy of the pethidine
information leaflet is enclosed for your reference (Attachment A). &

A permit for oxycodone was granted because it is a Schedule 8 drug approved for use in.
Australia and is indicated for the clinical diagnosis provided by Dr Farnbach. Unlike pethidine,’
the department has not been provided with recommendations from professional organisations
advising that the risks with using oxycodone for migraine pain significantly outweigh its.
therapeutic benefit. :

i 5. The daily dose of oxycodone approved for prescribing and dispensing to Daniel
Anderson, rose from 5mg daily to 10mg daily then 30mg daily in the space of six
months. ~ Between July 2008 and January 2009 would this have been regarded as
repeated dose escalation? If so, would Drugs and Poisons Regulation have expected Dr
Farnbach to seek spécialist advice to support the prescribing?

In circumstances where repeated dose escalations occur unsanctioned by the medical
practitioner, the department would expect medical practitioners to seek specjalist advice to
support the prescribing, as this may be ‘an indicator of drug dependency or aberrant drug-
related behaviours being exhibited by the patient. The department was not informed that dose
increases of oxycodone being prescribed by Dr Farnbach were as a result of unsanctioned dose
escalation. That is to say, the increased doses are a matter for Dr Farnbach’s clinical
judgment. \

6. Presently, when Drugs and Poisons Regulation considers whether or not to grant an - ‘

application to treat a patient with a Schedule 8 drug, what consideration is given to the
clinical diagnosis listed in the application? In particular, are there any considerations
beyond those set out in the May 2011 Policy? :

The matters that are considered are outlined in the Policy for the issue of permits to prescribe

Schedule 8 poisons (the Policy), and include whether the Schedule 8 drug was indicated for the
clinical diagnosis provided. :

Page 2



7. Does Drugs and Poisons Regulation currently have a position on the suitability of
prescribing oxycodone on a daily basis for an extended period (greater than eight
weeks) to treat acute migraine and/or for migraine prophylaxis? If so, what is the
position?

Such considerations are matters of clinical judgment for the practitioner to assess in each
particular case. .

8. Does Drugs and Poisons Regulation currently believe that daily oxycodone is indicated
for migraine treatment, and that 30mg daily would be within the normal therapeutic
dose range for treating migraine, in line with the May 2011 policy?

Medical practitioners are required to take all reasonable steps to ensure a therapeutic need .
exists when prescribing any prescription drug. The Policy refers to guidelines which advise
practitioners that the maximum dose of oxycodone should not exceed 80mg daily without
specialist advice.
y ,
9. If Drugs and Poisons Regulation received today an application for a permit to prescribe
‘ 30mg daily oxycodone for an extended period (greater than eight weeks), and the
clinical diagnosis on the application was “migraines” or “intermittent migraines”, under
what circumstances would the permit be granted? :

The department relies on the~ clinical judgment of the practitioner to assess the
appropriateness of prescribing a Schedule 8 drug and the severity of the condition to require
the use of a Schedule 8 drug in each particular case. The department also expects
practitioners to have formulated a pain management plan when deciding to prescribe opioids.
In the absence of a reported history of drug dependency or aberrant drug-related behaviour, a:
permit to treat a patient with oxycodone 30mg daily that the practitioner has deemed.
appropriate to prescribe would likely be issued.

I trust this information addresses your questions sufficiently. Should you need further
information please contact me on (03) 9096 5066.

Yours sincerely : .

e '

Matthew McCrone

Chief Officer

Drugs and Poisons Regulation
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In the past decade there has been a dramatic improvement in the management of migraine, including the
introduction of a new class of drugs (triptans) to treat acute migraine.

At the same time there is increased recognition that pethidine causes more adverse outcomes than other
opioids. Since pethidine has no clinical advantage, it is a poor choice if multiple doses are required.

Professional organisations now recommend that pethidine be avoided, partlcularly for the treatment of
migraine (see box below).

As aresult, pethidine use in Victoria has decreased by 44% since 1994. Despite this, Victoria has the
second highest per caplta use of pethidine in Australia.

PROFESSIONAL RECOMMENDATIONS ABOUT MIGRAINE AND PETHIDINE

Australian Assoclation of Neurologists’ ad hoc committee on the use of opioids in the management of migraine.
“Pethidine should not be used for migraine treatment unless the patient is unresponsive to alf other measures or during pregnancy
when the use of ergotamine tartrate preparations, triptans and dihydroergotamine is contraindicated.,”

“Frequency of use should be monitored as administration of short-acting opiocids may reinforce drug-seeking behaviours and
physiologlcal dependence. Recognition of an apparent increase in dose or frequency of pethidine in this context should prompt
specialist referral.”  (cited in NH&MRC Acute Pain Management: Scientific Evidence document below).

Australian Medicines Handbook, 2002,
“Inappropriate for treatment of migraine, has a short duration of effect, and is associated with drug-seeking behaviour.” (p39).

Molloy A. Does pethidine still have a place in therapy? Aust Prescriber 2002;25:12-13,

"Pethidine is not recommended for conditions such as migraine.”

Comments for Consumers: “"Sometimes pethidine has been used to treat the severe headaches of migraine. This is no longer the
correct treatment.”

Murtagh J. Drugs for the doctor’s bag. Aust Prescriber 1996;19:89-91.
“Dependence is an issue, so pethidine should be avoided for frequently recurring conditions such as migraine.”

National Prescribing Service. Prescribing pointers: pethidine has no place in primary care, 2002,
“Pethidine is widely considered to be associated with drug-seeking behaviour, especially for recurring conditions such as
migraine.” "Pethidine has no role in the management of migraine, low back pain, or chronic pain."

NH&MRC Acute pain management: Information for general practitioners, CP59, Canberra, 1999.
“The use of short-acting opioids in young migraine patients may contribute to long-term pain management problems.
Management of severe recurrent migraine requires detailed evaluation, especially if long-term use of opioids has arisen.”

NH&MRC Acute pain management: scientific evidence, CP57, Canberra, 1999,

“Randornlsed controlled trials have shown that pethidine is no more effective than dlhyd'oergotamine chlorpromazine or
NSAIDS...” in the treatment of migraine.

There are very few situations in which pethidine is useful in acute migraine........

Somogyi AA. Pethidine is inappfopriate for migraine. Aust Prescriber 1997,;20:71.

“In the treatment of migraine, pethidine is less efficacious than dihydroergotamine plus metoclopramide: it can aggravate nausea,
there is a risk of dependence and it has a short duration of effect necessitating additional medication. Its use cannot therefore be
substantiated.”

Therapeutic Guidelines Limited: Analgesic Guidelines 2002,

“Opioid analgesics should be used with great reluctance in the treatment of headache and only after all other measures have
been tried and failed.” .

“If an opioid is required for the refief of a migraine attack, pethidine should not be used, as it is the opioid with the greatest
potential for dependency and abuse.”

Prepared by Drugs and Poisons Regulation Group, Department of Human Services, April 2003,
For references or more information, telephone: 1300 364 545




RISKS OF PETHIDINE INJECTION FOR MIGRAINE.

Drug dependence and drug-seeking for pethidine
Any use of opioids is associated with a risk of dependence. The rapid onset of a euphorigenic effect from pethidine injections
is particularly reinforcing of drug dependence. Pethidine is the drug most frequently abused by health professionals, and is
commonly sought by patients seeking opioids. One in five PBS prescriptions for pethidine injections is obtained by individuals
identified as ‘doctor shoppers' attending 15 or more different general practitioners a year.

Analgesic-induced (rebound) headache.’

Analgesics can promote headache. Analgesic-induced headache may result from chronic use of analgesics more frequently
than on 2-3 days per week. The headache may be indistinguishable from the original headache, and lead to escalating drug
use.

Norpethidine toxicity.

The pethidine metabolite norpethidine has a long half-fife, and it accumulates with high or repeated dosing. Norpethidine is
neurotoxic, causing CNS excitation, and rigk is higher in the elderly and those with renal or hepatic impairment. Symptoms
include tremnor, agitation, confusion, muscle twitching and seizure. Pethidine lowers the seizure threshold in epileptics, and
should be av0|ded

Serotonin syndrome.

This syndrome results from an excessivé dose of a drug or a combination of drugs that enhance CNS serotonin activity.
Symptoms include: shivering, fever, sweating, tremor, incoordination, mental state changes, hyperreflexia, myoclonus,
agitation, and diarrho=a. Drugs involved include pethidine, tramadol, and antidepressants.

Fibrous myopathy.
This is a deformlng, fibrous infiltration of muscle tissue used for frequent and repeated injection. Muscle in the thighs and
buttocks is replaced with dense, acellular fibrous tissue, clinically evident as woody induration. Affected tissue is prone to
chronic abscess formation.

Pethidine is unsuitable for the treatment of migraine.

e It has a shorter duration than morphine, with no additional analgesic benefit

e |t has just as many side-effects as morphine, including bronchospasm and increased biliary
pressure

e |t is metabolised to norpethidine, a neurotoxic metabolite with a long half-life, that accumulates
with chronic use, especially in the elderly and patients with renal dysfunction

e It is associated with potentially serious interactions with other drugs, causing the serotonin
syndrome

¢ - Chronic injection creates a risk of serious fibrous myopathy and chronic abscess formation at the
sites of injection

e ltis the drug-most commonly requested by patients seeking opioids for misuse

e |t is the drug most commonly abused by health professionals.

MIGRAINE PRESCRIBING GUIDELINES

The New South Wales Therapeutic Assessment Group migraine treatment guidelines are accessible on the Internet at;
hitp://www.clininfo.health. nsw.gov.au/nswtag/publications/index. htm|

Therapeutic Guidelines: Analgesic provides advice about migraine management. Copies can be obtained from:
Therapeutic Guidelines Limited
Level 2, 55 Flemington Road, North Melbourrie, Vic 3051

Te!ephone (03),9329 1566, email: sales@tg.com.au website: www.ta.com.au

The Australian Medicines Handbook 2002 includes information about pethidine, and recommendations about the
management of migraine. It can be obtained from:

Australian Medicines Handbook

PO Box 240, Rundle Mall, Adelaide SA 5000

Telephone (08) 8222 5861 email: amh@ambh.adelaide.edu.au website: www.amh.net.au

PATIENT INFORMATION

The New South Wales Therapeutic Assessment Group patient leaflet about migraine describes the reasons that
pethidine should not be used to treat it.
Website: hitp:/www.clininfo.health.nsw.gov.au/nswtag/publications/quidelines/migraine _patient.pdf

The Australian Prescriber also provides a brief patient information leaflet accompanying an article “Does pethidine
still have a place in therapy?” It states: "Sometimes pethidine has been used to treat the severe headaches of migraine.
This is no longer the correct treatment.”

Website: http://www.australianprescriber.com/index. php'?content—/maqazmes/vol25noZ/pethldme htm

pethidine/2003/migraine leaflet 2




