
Benzodiazepines 

PROBLEMS WITH BENZODIAZEPINES AND ALPRAZOLAM 

Contribution to combined drug toxicity deaths. 

There is a high prevalence of detection of benzodiazepines in heroin-related deaths. In 
Victoria, benzodiazepines were found in 55% of all deaths involving heroin reported to the 
Victorian Coroner in 2004-2008". . 

A recent examination of detection of different benzodiazepines in heroin-related deaths in 
Victoria found an increasing trend of detection of alprazolam in these deaths 12. Alprazolam 
detection increased from 5.2% of deaths in 2005 to 35.3% of deaths in 2009. The authors 
concluded that this increase may be a consequence of increasing misuse of this 
benzodiazepine, and increased prescribing of the high dose 2mg form. 

Figure: Number of alprazolam prescriptions and detection of alprazolam in heroin-
related deaths: Victoria, 1990·2010. . 
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There is also a high prevalence of detection of benzodiazepines in deaths involving 
oxycodone and other prescription opioids. Benzodiazepines were detected in 68.6% of 
oxycodone toxicity deaths in New South Wales in the years 1999-200813

. 

A US review of poisoning deaths involving oxycodone describes that benzodiazepines were 
the most frequently detected CNS depressant drugs (56.3%) other than oxycodone in all 
deaths involving multiple drugs 14. . 

Contribution to non-fatal drug toxicity overdose and emergElncies. 

Benzodiazepines, and alprazolam are common drugs in overdose incidents leading to 
hospital and emergency department admissions. 

A study of of poisoning admissions examined by a regional toxicology service in New-South 
Wales (1997-2002) 15 concluded that: . . 

11 Woods J, Gerostamoulos D, Drummer OH. Heroin deaths in Victoria 2007/2008. Victorian Institute of Forensic 

Medicine, Department of Forensic Medicine, Monash University. 2009. 

12 Rintoul A et al. Recent increase in detection of alprazolam in Victorian heroin-related deaths. Mad J Aust 2013 (in 

r:f~:~ke S et al. Toxicology and Cha~acteriStiCS of fatal oxycodone toxicity cases in New sout~ Wales, Australia, 
1999-2008. J Forensic Sci 2011 ;56:690-3. . 

14 Cone EJ et al. Oxycodone involvement in drug abuse deaths: A DAWN-based classification scheme applied to an 
oxycodone post-mortem database containing over 1000 cases. J Analytic ToxicoI2003;27:57-
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"Alprazolam was significantly more toxic than other benzodiazepines, The increased 
prescription of alprazolam to groups with an increased risk of deliberate self 
poisoning is concerning and needs review," 

United States. In 2009, slightly over 120 million visits were made to Emergency Departments 
(EDs) in general-purpose hospitals in the United States, and the Drug Abuse Warnin~ 
Network (DAWN) estimates that at least 4,5 million of these visits were drug related' , Drug­
related ED visits have increased by over 80 percent since 2004, This increase primarily 
reflects greater numbers of medical emergencies associated with adverse reactions, 
accidental drug ingestions, and misuse or abuse of prescription drugs and over-the-counter 
medications; 

About 2,1 million ED visits resulted from medical emergencies involving drug misuseor abuse, 
the equivalent of 674.4 ED visits per year per 100,000 population, Drugs for insomnia and 
anxiety were involved in 24.7 percent of visits where drugs and alcohol were taken together, 
with the largestp?rt of that being benzodiazepines (anti-anxiety drugs; 21,0%), 

Pain relievers were the most common type of drugs reported in the nonmedical use 
category of ED visits (47,8%), Drugs used to treat anxiety and insomnia were also seen 
frequently (33,6%) in visits related to nonmedical use of pharmaceuticals, Benzodiazepines 
were involved in 29,0 percent of such ED visits, with alprazolam (e,g" Xanax®), indicated in 
10.4 percent of such visits, 

At 38,1 percent pain relievers were the most commonly involved type of drug in 
drug-related suicide attempts, Benzodiazepines followed pain relievers at 28,7 
percent, with alprazolam and clonazepam (e,g" Klonopin®) accounting for 11,7 
percent and 8,1 percent of the,se visits, respectively, 

The number of drug-related suicide attempts has remained stable from 2004 to 
2009, However, a significant rise was observed in the involvement of two pain 
relievers-hydrocodone and oxycodone-and three anti-anxiety drugs-alprazolam, 
clonazepam, and zolpidem (e,g" Ambien®), 

Among individuals attending EDs seeking detoxification services, the types of drugs involved, 
cocaine was observed in 29,2 percent of visits, heroin in 28.4 percent, marijuana in 18,3 
percent, and stimUlants in 5.4 percent. Among pharmaceuticals, narcotic pain relievers were 
observed in 38.2 percent of visits, including oxycodone at 22,2 percent. Benzodiazepines 
were observed in 23,7 percent of visits, with alprazolam at 13,5 percent. 

Victoria, Australia, A 2004 study of ali medication overdose presentations to an inner-city 
Melbourne hospital found that two benzodiazepines, diazepam and alprazolam, appear to be 
over-represented in the overdose data ~elevant to their popUlation levels of prescription ", 

When the number of overdose events treated involving the different benzodiazepines is 
related to a more accurate description of the number of prescriptions provided to Victoria in 
2004, it can be seen that alprazolam is the most over-represented in terms of the number of 
presentation per million prescriptions (Victorian data calculated from Australian information 
supplied by the PBAC Drug Utilisation Subcommittee), See table, 

15 Isbister GK at al. Alprazolam Is -relatively more toxic than other benzodiazepines in overdose. Brit J Cl1n Pharmacal 
2004;58:88-95, , 
16 Substance Abuse and Mental Health Services Administration, Drug Abuse Warning Network, 2009: National 
Estimates of Drug-Related Emergency Department Visits. HHS Publication No. (SMA) 11-4659, DAWN Series 0-35. 
Rockville, MD: Substance Abuse and Mental Health Services Administration, 2011. Available from: 
http://www.samhsa.gov/data/2k11/DAWN/2k9DAWNED/HTML/DAWN2k9ED.htm 

[7 Buykx P 'at al. Medications used In overdose and how they are acquired - an investigation of cases attending an 
inner'Melbourne ernergency department. Aust NZ J Public Health 2010;34:401-4, 
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benzodiazepine No. cases scripts 2004 cases per m scripts 

diazepam 46 568.787 80.9 

alprazolam 26 174,880 148.7 

temazepam 20 767,036 26.1 

Another Victorian study examining the antecedent circumstances of non-fatal heroin 
overdoses found that there was a 28-fold greater risk of overdose if benzodiazepines had 
been used in the preceding 12 hours 18. . . 

Ambulance data from Melbourne. 
Best et al reported an analysis of ambulance attendance records in Melbourne to determine 
trends in involvement of benzodlazepines, and particularly alprazolam in ambulance 
attendances between 2001 and 2010'9. They reported a small decline in general number of 
benzodiazepine attendances, but that alprazolam-related attendances had increased by 
132%, and that furthermore taking prescription numbers into account, noted a two-fold 
increase in rates, and rates for alprazolam arising to double that of diazepam in 2010. 

Benzodiazepine-related ambulance attendances: 
Metropolitan Melbourne 2001 & 2010 
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Misuse by people who inject drugs (PWID). 

2010 

The National Drug and Alcohol Research Centre auspices the Illicit Drug Reporting System, a 
continuing study of drug use and harm by people who inject drugs (PWID). The study 
interviews approximately 100 subjects from each Australian jurisdiction. 

In Victoria 71 % of the sample reported recent use of benzodiazepines, although a much 
smaller proportion reported recent Injection (2%)20. Sixty-nine percent of the sample reported 
recent use of illicit alprazolam, the highest single reporlin the Victorian IDRS of illicit use of a 
prescribed medication. 

18 Dietze P at al. Transient change in behaviour lead to heroin overdose: results from a case-crossover study of non­
fatal overdose. Addiction 2005;100:636-42 

19 Best 0 et al. Alprazolarn and wider benzodiazepine misuse in Australia - sources of supply and evidence of harms. 
Aust NZ J Psychiatry 2012; 
20 Kirwan A et al. Drug Trends 2011. Findings from the Illicit Drugs Reporting System, Macfarlane Burnet Institute for 
Medical Research and Public Health and Turning Point Alcohol and Drug Centre Australian drug Trends Series No 
76, Melbourne 2012 
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The 2011 survey focused on the drug or drugs KE perceived to be 'most problematic' at the 
time of interview. A total of 17 responses were elicited in this area of questionirig. The drugs 
named as most problema!ic by KE were most commonly prescription opiates (n=8), 
alprazolam (Xanax, a short-acting benzodiazepine) (n=3) and antipsychotics (n=3). 

It can be seen from the table below that for Victorian I DRS subjects: 
• only 20% of subjects using alprazolam in the last 6 months obtained it on prescription, 

compared to 46% of other benzodiazepine users 
• a higher proportion of subjects using alprazolam in the last 6 months obtained them 

illicitly without a prescription (63%) than subjects using other benzodiazepines (47%) 
• alprazolam injection in the last 6 months was more common (7%) than injection of 

other benzodiazepines (2%) and alprazolam injected was exclusively obtained illicitly 
(without prescription). 

Ever Ever injected % Used last 6 Injected last 6 
. used % months % months % 

AIDrazolam 
Alpraz prescribed 31 3 20 0 
Alpraz not 81 11 63 7 
prescribed 
Any form 88 14 69 7 

. Other 
benzodiaz~ines 

Prescribed 75 7 46 1 
Not prescribed 73 9 47 1 
Any form 92 12 71 2 

Alprazolam was considerably less likely to be prescribed directly to those using it, and more 
likely to obtained through illicit sources (not prescribed to the individual) than other 
benzodiazepines. 

Source of benzodiazepines recently used: Victorian [DRS, 2011 

% 

alprazolam . other benzodiazepine 

A study of use of alprazolam among Victorian Illicit Drug Reporting System over the 3 years 
2008-10 comparing IDRS subjects using alprazolam with those using other benzodiazepines, 
found that the significant differences were that they were more likely to be currently. 
prescribed opioid substitution treatment (OST) (66.7% vs 49.8%), mainly using illicit 
benzodiazepines (59.5% vs 29.6%), more likely to have recently injected a benzodiazepine 
(14.8% vs 4.9%), and more likely to have sold drugs for cash (42.0% vs 26.9%)21. The 
authors also reported that Needle and Syringe Program staff accessed through the IDRS in 
Melbourne had reported increasing antisocial behaviour, particularly opportunistic criminal 
activity, believed to be associated with alprazolam use. . 

21 Horyniak D et al. The use of alprazolam by people who inject drugs in Melbourne, Australia. Drug and Alcohol Rev 
2011: . 
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Reports by Australian IDRS subjects of trends in their recent use of alprazolam and of the 
most common benzodiazepine injected show increasing trends of use and injection of 
alprazolam in the period 2003 to 2011. 

ear % recent use alprazolam Most common injected 

2003 3 diazepam 
, 

, 

2004 4 
.,' ,,1: 

diazepam 

2005 5 : ", diazepam. " 
, 

2006 '6 , diazepam 
, 

2007 11 , alprazolam 

2008 14 alprazolam 

2009 17 alprazolam 

2010 21 alprazolam 

2011 46 alprazolam 

Benzodiazepine use causes particular problems for opioid dependent people. 
A number of papers describe that benzodiazepine use by inje.cting drugs users is associated 
with poorer social functioning, gre>;lter levels of polydrug use, and increased risk of HIV risk­
taking behaviour such as needle sharing, borrowing or sharing Injection equipment, increased 
frequenc,x of injection, increased injection of heroin and methamphetimes than other , 
PWID22 . Benzodiazepine users in methadone treatment also exhibited higher levels of 
psychopathology and social dysfunction than other methadone maintenance clients. 

Another study examined the health service utilisation and benzodiazepine use among heroin 
users recruited through the Australian Treatment Outcome Study (ATOS)24 Benzodiazepine 
users had more GP and psychiatrist visits, were more likely to have had an ambulance 
attendance and had significantly more dispensed prescriptions. ' 

Benzodiazepine co-dependence with opioid dependence exacerbates the opiate withdrawal 
syndrome. In one stud¥, Co-dependent patients had significantly more severe opiate 
withdrawal symptoms2 

Benzodiazepine use by patients in methadone treatment causes significant problems for 
many patients. Those who used benzodiazepines experienced more polydrug use, and higher 
self-rated psychopathology and psychological distress scores2 •. 

22 Darke S 6t al. Benzodiazepine use and HIV risk-taking behaviour among inj~cting drug users. Drug Alcohol 
Depend 1992;31:31-6. 

23 Darke S et a1. Drug use, HIV risk-taking and psychosocial correlates of benzodlazepine use among methadone 
maintenance clients. Drug Alcohol Depend 1993;34:67-70, 

24 Darke 8, Ross J et al. Health service utilization anbenzodlazepine use among heroin users: findings from the 
Australian Treatment Outcome Study (ATOS). Addiction 2003;98:1129-35. 
25 De Wit C et al. Benzodiazeplne co-dependence exacerbates the opiate withdrawal syndrome. Drug Alcohol 
Depend 2004;756:31-5. 

26 Bleich A et al. 8enzodiazeplne abuse In a methadone maintenance treatment clinic in Israel: characteristics and a 
pharmacotherapeutic approach. Isr J Psychiatry Relat Sci 2002;39: 104-12. . 
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Co-ingestion of benzodiazeRines with methadone augments the physiological and subjective 
opioid effects of methadone2'. Use by methadone patients increased some subjective opioid 
effects, and this may be related to the relatively greater use and abuse of benzodiazepines in 
this population. 

Misuse of benzodiazepines amongst drug treatment clients. 

Australia. Nielsen et al examined the pharmaceutical drug misuse of clients admitted to drug 
treatment in four States in Australia (Victoria, Western Australia, Tasmania and 
Queensland)2". 

Pharmaceutical opioids and benzodiazepines were identified as the most commonly misused 
prescription drugs, with a broad range of treatment presentations, such as dependence 
developing from medical use and pharmaceutical drugs being used as a substitute for illicit 
drugs. Key Experts alsoreported a group a/pharmaceutical misusers who did not present for 
treatment at traditional alcohol and drug treatment services, with these primary 

pharmaceutical misusers being thought to be a "hidden population". 

Diazepam and alprazolam were the most common benzodiazepines reported. A range of 
harms (including dependence, withdrawal, effects on memory and a range of injecting related 
harms) were reported, although only a minority Of these harms resulted in a medical 
intervention. Among the benzodiazepines, alprazolam was. particularly associated with the 
experience of harmful outcomes . 

. Alprazolam appeared to be more problematic than other benzodiazepines with 
disproportionate harms associated with alprazolam use. 

While data indicates that diazepam was the main benzodiazepine used by the sample, a large 
proportion of individuals reporting seizures (55%), traffic accidents (50%), and crime (30%), . 
while under the influence of benzodiazepines, identified that alprazolam was the main 
benzodiazepine involved (ahead of diazepam and other benzodiazepines). As such, there 
was a disproportionally high level of ~arm associated with alprazolam use. 

It appears that rates of harms are broadly comparable with pharmaceutical opioids and 
. benzodiazepines, though effects on memory and being arrested while intoxicated appeared 
more common with benzodiazepines. A disproportionate amount of harm was reported with 
the benzodiazepine alprazolam. 

The findings of this study, in agreement with the recommendation in the DCPC report (Drugs 
and Crime Prevention Committee, 2007) was that alprazolam was more problematic that 
other benzodiazepines. The finding of disproportionate harms associated with alprazolam use 
is significant. Monitoring to establish the extent of alprazolam misuse and related harms is 
warranted to inform consideration of whether a regulatory response is required. 

The authors referred to a number of journal articles describing problems with 
alprazolam29 30 31 32. . 

27 Preston KL, Griffiths RR et al. Diazepam and methadone interactions in methadone maintenance. Clin Pharmacal 
Ther 1984;36:534-41 

28 Nielsen S, Bruno R, Carruthers S, Fischer J, Lintzerls N, Stoove M, INVESTIGATION OF PHARMACEUTICAL 
MISUSE AMONGST DRUG TREATMENT CLIENTS. FINAL REPORT 2008. Turning Point Alcohol and Drug Centre, 
Melbourne 2008. 

2? French Ap (1989) Dangerously aggressive behavior as a side effect of alp~azolam. The American Journal of 

Psychiatry 146:276. . . 

30 Rudorfer MV, qsman aT and PotterWZ (1989) Alprazolam and aggression. The American Journal of Psychiatry 
146:949-950. . 
31 VersterJC and_ Volkerts ER (2004) Clinical Pharmacology, Clinical Efficacy, and Behavioral Toxicity of Alprazolam: 
A Review of the literatUre. CNS Drug Reviews 10:45-76. 
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United States. . 
A recent paper from the United States reported on the number of substance abuse treatment 
admissions reporting both benzodiazepines and narcotic pain reliever abuse in the period 
2000-2010, and noted that there was a 569.7% increase in these admissions over this period, 
while the number of other admissions had decreased by 9.6% 33. The average age of 
benzodiazepine and narcotic pain reliever combination admissions was 31.2 years, and 
66.9% were aged 18-34 years, whereas 43.7% of other admissions were in this age bracket, 
and a higher proportion of other admissions were older. A higher proportion of these 
admissions were female than for other admissions. 

In 2010, 48.2% reported primary narcotic pain reliever abuse and secondary benzodiazepine 
abuse, while 9.9% reported primary benzodiazepine abuse and secondary narcotic pain 
reliever abuse. The remaining 41.7% reported some other primary substance abuse with 
benzodiazepines and narcotic pain reliever as secondary or tertiary drugs of abuse. 

More than one-third of the admissions reported initiating narcotic pain relievers first(34.1 %); 
more than one quarter reported initiating benzodiazepines first (27.1 %), and the remainder 
(38.7%) reported that the two drugs were initiated in the same year. 

In the month prior to treatment admission for combination benzodiazepine and narcotic pain 
reliever abuse, 61.2% reported daily use of any substance compared with 34.6% of other 
admissions. 

Treatment admissions differed in this group, with benzodiazepine and narcotic pain reliever 
·combination admissions were more likely than other admissions to self-refer to treatment 
(35.7% vs 30.5%), and less likely to be referred through the criminal justice system (20.3% vs 
39.8%), suggesting that they were a different cohort. 

Benzodiazepine and narcotic pain reliever combination admissions were more likely to report 
a co-occurring psychiatric disorder than other admissions (45.7% vs 27.8%). 

The high proportion of benzodiazepine and narcotic pain reliever admissions reporting daily 
use suggests behavioural patterns that may be difficult to change, and the individuals 
involved need to be prepared for the severe withdrawal effects from both drugs, particularly 
since benzodiazepines may worsen the withdrawal effects of narcotic pain relievers. 

Misuse, diversion and trafficking. 

A US study examining how drug dealers acquire their inventory of prescription drugs, and 
which types they most commonly sell, found that the type of medication most commonly sold 
by dealers was prescription opioid analgesics, and to a lesser extent benzodiazepines such 
as alprazolam. 

"Xanax pills (2 mg), known as 'zanny bars' or 'footballs', were also a fairly common 
medication that dealers reported selling, but this comprised a much lower proportion 
of their overall sales in comparison to opioids." 

The Drugs and Crime Prevention Committee of the Victorian Parliament recently conducted 
an Inquiry into The Misuse/Abuse Of Benzodiazepines And Other Forms Of Pharmaceutical 
Drugs in Victoria Melbourne 34

• 

32 Verster JC, Volkerts ER and Verbat~n MN (2002) Effects of alprazolam on driving ability, memory functioning and 

psychomotor performance: a randomized, placebo-controlled study. Neuropsychophannacology 27:260-269, 

33 Substance Abuse and Mental Health Services Administration; Center for Behavioral Health Statistics and Quality. 
(December 13, 2012). The rEDS Report: Admissions ReportIng Benzodiazepine and Narcotic Pain Reliever Abuse 
at Treatment Entry. Rockville, MD. 

34 Drugs and Crime Prevention Committee. Inquiry into the misuse/abuse of benzodlazepines and other forms of 
pharmaceutical drugs In Victoria Melbourne: Parliament of Victoria 2007. 
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Because of the evidence they received about the particular concern about alprazolam relative 
to other benzodiazepines, the committee included a special note on alprazolam (See 
Appendix 1). 

Witnesses reported evidence that alprazolam can be particularly dangerous when used for 
recreational purposes or administered the wrong way. Experts reported the highly addictive 
qualities and difficulties associated with withdrawing from the drug. Also that it was becoming 
favoured as a drug for misuse. There was also concern that alprazolam featured more 
prominently in crime-related activity. Others reported that alprazolam tablets were being 
trafficked on the street, used as a 'date rape' drug, or used to facilitate robberies. 

The note included reference to a submission from the Victorian Interhospital Addiction Liaison 
Association (VAlLA) that alprazolam was one of the most widely abused benzodiazepines, 
and that management of withdrawal was particularly difficult. VAlLA recommended that this 
benzodiazepine be rescheduled to Schedule 8. 

The note went on to describe action taken in Tasmania to misuse of alprazolam. 

Another report by the Drugs and Crime Prevention Committee of the Victorian Parliament'5 
Inquiry into the Impact of Drug-related Offending on Female Prisoner Numbers - Interim 
Report. noted a submission from support organisations for women released from prison 
reporting that misuse of prescription medications contributed to offending and imprisonment. 
Women who had been in 'the system' felt that 'pills' presented a greater risk for offending than 
heroin. The Committee was told that the legal and illegal use of Xanax and benzodiazepines 
was an issue. Moreover, anecdotal reports alleged there are certain health professionals 
allegedly well known to prescribe high doses of these and other highly addictive prescription 
drugs to dependent women on request. The Committee was also told that many clients who 
had been in prison or police custody in the past six months reported that their offences had 
not been pre-planned and that they could not recollect their actions as a result of 'Xanax 
misuse blackouts' 

Trafficking: Street price of alprazolam tablets in Melbourne. 
Submissions to the two Drugs and Crime Prevention Committees inquiries described above 
report black market prices of alprazolam: 

A submission to the Inquiry into The Misuse/Abuse Of Benzodiazepines And Other Forms Of 
Pharmaceutical Drugs in Victoria Melbourne from the Pharmacy Board of Victoria reported 
that it was not uncommon for Xanax tablets (100) to be prescribed and dispensed as private 
prescriptions and then on:sold oli the street at $5.00 per tablet. 

A submission to the Inquiry into the Impact of Drug-related Offending on Female Prisoner 
Numbers - Interim Report described that "It was further reported that specific areas of 
Melbourne are well known for the sale and distribution of Illegal benzodiazepines, including 
Richmond and Footscray where it is all.egedly possible to purchase three Xanax off the street 
for.$10." 

The Tasmania IDRS has followed prices paid for alprazolam on the street in that State for 
several years'·. ' 

In the 2011 study, the median last purchase price for a 2mg alprazolam tablet was $12.50 
(range $8-20, n=26). The median purchase price has steadily increased from $5 in 2006 
following the regulatory changes in that State. Similarly, the range of prices paid by 

35 Drugs and Crime Prevention Committee. Inquiry into the Impact of Drug-related Offending on Female Prisoner 
Numbers -Interim Report. Melboume: Parliament of Victoria, 2010 
36 De Graaf B et al. Tasmanian Drug Trends 2011. Findings from the Illicit Drug reporting System. Australian Drug 
Trends Series No 77. School of Psychology, University of Tasmania. 2012. 
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participants has increased: in 2006, $10 was the maximum price paid for a 2mg tablet, in 
2011this increased to $20, 

Figure 65: Median and upper limit of prices paid for 2mg alprazolam, 2006-2011' 
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• This data was not collected In the 2007-2008 surveys 

In 2010 the Chief Health Officer of the Northern Territory informed general practitioners and 
psychiatrists in the Territory about problems of limb ischaemia from the injection of 
alprazolam, and other problems (See Appendix 4). The letter included a reference to street 
price in the Northern Territory and Adelaide: the lucrative street price of a single 2 mg tablet of 
alprazolam in Darwin and Alice Springs was described as around $15, and up to $20, and 
·that it was around $10 in Adelaide. . 

A review of a series of consecutive reports of forged or altered prescriptions to Drugs and 
Poisons Regulation of the Victorian Department of Health in 2012 found that reports of 
prescriptions forged to obtain benzodiazepines was prevalent. When 96 consecutive reports 
of all forged prescriptions were examined to identify those where a benzodiazepine was 
sought and determine the particular benzodiazepine reported to be ~ought by forgery, 
alprazolam and the brand names Xanax® and Kalma® comprised 65.4% of all 
benzodiazepine reports. 
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Forged and altered benzodiazepine prescription 
reports: Victoria, 96 consecutive reports 2012. 

clonazepam, 
9% 

diazepam, 
4% 

Valium, 7, 1 

Kalma, 2, 4% 

temazepam, 2, 
4% 

alprazolam, 13, 
29% 

Other crime associated with alprazolam. 

/;><anlax., 15, 34% 

Best et al report a study of the relationship of benzodiazepine Use and crime among 
substance using offenders recruited through the criminal justice system in Melbourne 37

• 

These offenders reported high rates of diazepam (84% in the month prior to the index 
offence) and alprazolam (75% for the prior month) use. There were multiple diversion points 
involved in acquiring benzodiazepines. There was widespread access to prescriptions for 
'fake' as well as 'real' symptoms, as well as high levels of street purchasing - particularly for 
alprazolam. Additionally, there was considerable trading and sharing of benzodiazepines 
among substance-using networks. They concluded that alprazolam use is associated with 
both drug-related offending and increased utilisation of emergency medical resources in 
Victoria. . 

Margaret Harding, who presided as magistrate of Victoria's Drug Court for nearly a decade, 
described her experience of observing the worst outcomes of the criminal justice system 
because of Xanax38

. The court's purpose is to divert drug offenders from prison and into 
treatment provided they comply with certain conditions including drug treatment orders 
including undergoing regular drug screening. She was reported as believing that without a 
doubt Xanax was responsible for her revoking more drug orders than any other substance, 
including heroin, methamphetamines and alcohol 

She describes: "Time after time I heard the same story. People who had struggled really hard 
to get off heroin and methadone start to get their lives back on track, see their kids again, and 
then one night on Xanax and it was all gone. They'd go out and commit a string of burglaries 

. and not even remember they'd done it. 

"And when they came before me - and these were people whose lives.l came to know a lot 
about - and I asked, 'What went wrong?', they would tell me it was much easier to say no to 
heroin than to Xanax." 

31 Best 0, Wilson A, Reed M, at al. (2012) Understanding the role of benzodiazep!ne use In crime. Melbourne: 
Victorian Department of Health 

38 Julie-Ann Davies. Dally Life. High anxiety. 25 July 2012. htto:/Iwww.dailylife.com.au/health-and-fitness/dl­
wellbeing/high-anxiety-20120716-225gd.html (accessed 17 January 2013. 
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Pharmacy robbery in US. 
The New York Times reported in 2011 that there were 1,800 robberies 6f U.S. pharmacies in 
preceding 3 years, and the most common drugs targeted were hydrocodone, oxycodone and 
Xanax39

. . 

Driving. 
Benzodiazepines are commonly found in blood samples taken from drivers involved in major 
trauma accidents in Australia 40

• Ogden et al reported on benzodiazepines and the risk of 
collision in Victoria, Australia 41

• They studied 184 injured drivers and report that whiie 
diazepam accounted for 51 % of detected benzodiazepines, alprazolam at 11 % had the most 
concerning contribution to collisions with 94% of those detected culpable. The contribution of 
alcohol in combination with benzodiazepines was significant, particularly in excess of the 
therapeutic range. They recommended the rescheduling of alprazolam to Schedule 8 should 
be discussed given that only one of 44 alprazolam drivers had no other drugs in their system. 
or blood levels were within the therapeutic dose range. They also reported that these results 
probably indicated that this group of drivers were using alprazolam outside normal prescribing 
patterns possibly indicative of an abuse pattern. 

Responses of Australian regulatory authorities to problems with alprazolam. 
As a result of evidence and reports of particular problems with alprazolam, a number of State 
and Territory regulatory authorities have communicated concerns to medical practitioners 

. either through leaflets, web pages, or articles in medical registration boards. 
See attachments 2-5. 

Tasmania. (See Appendix 2). Concern about problems with alprazolam in Tasmania 
emerged in the mid-2000s, because of concern as follows 

the per capita prescription rate was double that of national rate 
there were repeated reports of cases of morbidity and mortality involving alprazolam 
A Working party involving the RANZCP, RACGP, and State government 
representatives was formed in 2006 to develop a response. 
Education sessions to regions began in 2007 
Regulatory changes were enacted in 2007: 

Pharmacy were required to report monthly on alprazolam dispensing 
a permit was required when prescribing alprazolam for more than \>4 weeks 
where opioids also prescribed 
approval was required for patients receiving opioid substitution therapy for 

opioid dependence (OST) 

Victoria. (See Appendix 3). Needle and Syringe Program staff in Melbourne had reported 
increasing antisocial behaviour, particularly opportunistic criminal activity, believed to be 
associated with alprazolam use, and problems with violent and aggressive behaviour within 
the program shop fronts, for which they had no memory the next day when they returned. 
This behaviour was linked to the use of alprazolam, which NSPs described as "angry pills". 
These findings prompted the Medical Practitioner's Board of Victoria (MPBV) to issue a 
warning in June 2009 to all registered practitioners in the state that 'alprazolam is more 
subject to non-medical use, and causes a disproportionally high level of serious harm, than 
other benzodiazepines', recommending that 'alprazolam should only be prescribed where 
there is a clear indication for its use,4'. 

Northern Territory. (See Appendix 4). The Chief Health Officer of the Northern Territory 
informed general practitioners and psychiatrists in the Territory that over the past year several 

39 Goodnough A. Pharmacies besieged by addicted thieves. New York Times, 6 February 2011. 
http://www.nytimes.com/2011/02/07/us/07pharmacies.html?pagewanted:::all& r-O (accessed 15 January 2013. 
40 Ch'ng CW et- al. Dru-g use in motor vehicle drIvers presenting to an Australian, adult major trauma centre. Emerg 
Mad Australas2007;19:359-65. . 
41 Ogden EJD at al. Benzodiazepines and risk of collision Presentation to the Australasian Professional Society on 
Alcohol and Drugs 2012"Annual Conference. 2012. . 

42 Medical Practitioners Board of Victoria. Warning: Alprazolam (Xanax, Kalma, Zamhexsal), Bulletin. June 2009, 
page11. 
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people had beerl'admilted to hospital with severe ischaemic limb damage and disability 
associated with injecting of alprazolam. Also that increasing other problems associated with 
inappropriate oral use as well as injecting. In addition, the leiter reported growing concern 
nationally about the escalating harms associated with abuse of benzodiazepine generally, in 
particular alprazolam, and the need to exercise great care in prescribing. 

The leiter described that benzodiazepines, in particular alprazolam, are often sought to 
enhance the 'high' of injected opioids. 

The leiter also described the lucrative street price of a single 2 mg tablet of alprazolam in 
Darwin and Alice Springs at around $15, and up to $20, and that it was around $10 in 
Melaide. 

South Australia. (See Appendix 5). The Drugs of Dependence Unit of South Australian 
Department of Health provide a resource for prescribers in that State. It described that 
alprazolam abuse was being more frequently reported. It warned prescribers about the risk of 
being identifiedas a 'script doctor'. ' 

Will selective rescheduling of alprazolam to Schedule 8 merely shift the choice of 
benzodiazepine for' misuse to another equally harmful benzodiazepine? 

In recent years particular problems with individual high-risk benzodiazepines resulted in 
regulatory responses that resulted in considerable public health benefits, and concerns that 
those misusing them would merely shift to another benzodiazepine for misuse proved 
unfounded. 

Flunitrazepam (Rohypnol). When flunitrazepam was rescheduled to Schedule 8 in 1993 
because of concerns about its abuse liability, preference for it by people who inject drugs, and 
association with drug facilitated sexual assault, there was no shift to misuse of other 
benzodiazepines, but there was a favourable result in a decrease of detection of this drug in 
heroin-related deaths in Victoria (See figure). Roche pharmaceutical company removed their 
2 mg product Rohypnol from the market, and it was replaced with a 1 mg tablet. 
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Temazepam gelcaps. When injection of the liquid contents of temazepam gelcaps became 
prevalent among PWID, and was causing considerable problems with ischaemic limb injury 
and gangrene, and other vascular and associated problems at the time of the heroin shortage 
in 2000, the response was first to limit access to the capsules as a PBS subsidised drug while 
continuing to leave temazepam tablets available as a subsidised drug. The gelcaps were 
subsequently removed from the market in 2002. There was concern then that PWIDs would 
merely shift to misusing and injecting other benzodiazepines. 

History reveals that injection of temazepam by PWIDs, and benzodiazepine injection 
generally, has plummeted and remained at very low levels subsequent to the PBS changes 
and removal of the readily injectable gelcaps from the market. 

This graph (the lower curve) describes trends in injecting of benzodiazepines by IDRS 
subjects in Victoria43

• . 

Figure 7: Percentage of PWID reporting recent benzodiazepine use and injection, 
1997-2011 
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Detection of temaZepam in heroin-related deaths in Victoria, which peaked at the height of the 
heroin shortage, plummeted subsequent to the removal of the gel caps from the market. 

43 Kirwan A et al. Drug Trends 2011. Findings from the Illicit Drugs Reporting System. Macfarlane Burnet Institute for 
Medical Research and Public Health and Turning Point Alcohol and Drug Centre Australian drug Trends Series No 
76, Melbourne 2012 
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APPENDIX 1: Extractfrom Drugs and Crime Prevention Committee of 
the Parliament of Victoria Inquiry into the Mi!;use/Abuse of 
Benzodlazeplnes and Other Forms of Pharmaceutical Drugs In Victoria: 
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The Report found that: , 

Misuse and injecting of benzodlazepines and pharmaceutlcal opioids, especially morphine 

and buprenorphlne, h.as become entrenched among some groups of PWID (persons who 
inject drllgs) In Melbollme, The findings suggest that the drugs ara diverted to the black 
market and can be sold for considerable profit, The drugs maY be diverted from legitimate 
prescriptions and pl~escribed doses} via doctor-shoppi~g, or from forged prescriptions or 
stolen drugs. PrescrIption drugs appear to be relatively easy to obtain on the: street, and 
seem to be available from el diffuse network of users, friends of users, dealers and suppliers, 
some of who also sell all kinds of illicit drugs, The findings also suggest criminal behaviour 
may be related to the depe~dence Oh, and the use of, prescription drugs; for instance 
shoplifting, property crime, drug dealing, violence and Intoxicated driving, In addition, 
dlsinhlblted, aggressive, and bizarre behavlollr, and feelings of invincibility, were attributed 
to the drugs, In particular benzodiazeplnes (NDLE,Rf 2007, p.xxvlll), 

The NDLERF Report is a valuable addition to a hitherto paucity of material on prescription 
dntg abuse, Nonetheless, it is still true as the Victorian Alcohol and Drug Association 
(VAADA) states in a submission to this Inql1ity that 'there is little statistical data available 
examinlng the sodal a~d criminal impact of misuse of pharmaceutical dmgs in Victorial,92 

The NDLERF Report also acl<11owledgesthis (NDLERF 2007, p,xi), Consequently, VAADA 
recommends to the Committee tlmt: 

Statistical data be gathered concerning the social and criminal harms associated with the 
misuse of pharmaceutical drugs; and that this data be used to Inform the development of 
Victorian government akohol anfJ other drug policy. 

VMDA considers that the following factors should be taken Into account when gathering 
statistical data relating to the social and cl'iminal harms associated with misuse of 
pharmaceutical drugs: 

• That misuse of pharmaceutical drugs often occurs in a context of polydrug use and It 
would require careflll analysis to distinguish the harms associated ,with one drug from 
another, 

It may be the case that cultures/patterns of polydrug misllse (Including 
pharmaceuticals) will be best explained by qualitative research; 

• That many of the harms associated with pharmaceutical misuse Impact through family 
and relationship breakdown, Given the difficulty of quantifying some of these harms, 

It may be the case that these sort of harms are best understood through qualitative 
rather than qwmtitative research,93 

A note on alprazohull (Xallax) 

Throughout this chapter benzodiazepines have been discussed in a generic sense wit.hout 
veLY much differentiation between one type of drug within the class and another. This has 
been because as a general rule both' the, positive and negative aspects of the 

benzodiazepines could be viewed as being generally applicable to most drugs within the 
class, One possible exception to this, rule however, is arguably the drug aiprazolam, 
commonly known as Xanax. 

Xanax is a benzodiazepine prescribed to alleviate anxiety and related conditions, It is a drug 
with a particularly high potency, short onset and ionger duration of action, which makes it 
a preferred drug for recreational abuse,94 Whilst it is acknowledged as being a usefl;l drug 

n Submission of the Vjc.torian Alcohol and Drug Association (VMDA) to the Drugs, and Crime Prevention 
Committee Inquiry into the Misuse/Abuse of Benzodlazepines ami other Forms of Pharmaceutical Drugs In 
Victoria, June 2007. 

93 Submission of the Victorian Alcohol and. Drug Association (VMDA) to the D)'ugs and Crime Prevention 
Commlttee, Inquiry into the Misuse/Abuse of 6enzodlazepines and Other Forms of Pharm!1ceutlcal Drugs in 
Victoria{ June 2007. 

94 S('!{! comments of Joseph Rannazzisi made in a presentation to the Drugs and CrIme Prevention Committee, 
Washinfjton, July 2007 (Drug Enforcement Administration (DfA) 2007a). 
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in treating anxiety, COncerns have been expressed by many witnesses who gave evidence to 
this Committee that Xanax, particularly when used for recreational purposes, or 
administered in the wrong Way can be part.lcularJy dangerous,>5 ExperlB in the field have 
also testified to its highly addictive qualities and tl1e difficulties associated wilh 
withdrawing fi'om tl,e drug - even more sO than witl1 aUler forms ofhenzodiazepines. For 
example at a forum on prescription drug abLise in Bendigo, Ms Penny Buyl<x of the Faculty 
of Health Sciences, La Trobe University, stated to tl,e Committee that: 

Xanax dependence Is one of-the most difficult to assist people with because 'of the half~ 

life of the medic.tion and the Immediate drug effect. If a person Is feeling quite jittery, 
X,n,x is fantastic .t fixing the symptoms Immediately but it is quite difficult to deal 
with. It is also difficult if you are transfel'ring someone from that medication to a longer 

acting medication In order to do a gradual withdrawal. It is harder to get an accurate 

equivalent. So I am Interested In alprazolam and why it· has become so popu!ar, 

because' it seems that some of the harms ussociated with it are more than amongst 

some of other benzodiazeplnes.96 

Similar concerns have been expressed about Xanax in other rural ~reas of the 
state97including Swan Hill98 and Echuca,99 

Danger. associated with illappropliate Xanax use are not resu'icted to lural Victoria. Reports 
of its abuse have also surfaced Ii-om urban Melboume. For example, Dr Mark Stoov~ of 
'fuming Point Alcohol and Drug Centre, drawing from 'fuming Point research, told the 
Committee tl,at: 

Key Infonnants are saying that Xanax is increasingly becoming popular both as a licit 

prescription amongst Injecting drug users but also being used iIIicltly,lOO 

Dr Stoov~'s colleague Mr Peter Muh!eisen, senior pharmacist at 'fuming Point, added: 

What has happened is that whilst alprazolam has been promoted primarily for anxiety , 
disorders, which It Is appropriate for, drug-using populations have found that that Is the drug 
that gets the effect that they like. Xanax has now become the hot new drug after they 
cannot get temazepam any mOre [due to a ch~nge in drug formulation].101 

Of equal concel11 to some witnesses appearing before the Committee was that alprazolam 
appears to fealure more prominently in crime related activity such as diversion and theft. 
For example in a submission to this Inquhy by the Pharmacy Board of Vic tad a, it was stated 
that it is not uncommon for Xanax tablets CIOO) to be prescribed and dispended as private 

9S A!prazolam is a benzodlazepine In pili form which Is not soluble in water. Injecting this drug therefore can 
result in malor medica! compUcatlons similar to those tI'lat have occurred when the benl.odiazepine 
temazepam Is Injected (see discussion later In this chapter). 

96 Ms Penny Buykx, Research Officer, Faculty of Health Sciences, la lrobe University, Bendigo, Evidence given 
to the Drugs and Crime Prevention Committee, Inquhy Into the Mlulse/AbLlse of Benzodlaz.eplnes and Other 
Forms of Pharmac.eutical Drugs in Victoria, Prescription Drug Forum, Bendigo, 30 May 2007. 

97 And also particularly in rural areas of the United states such as the Appalad,ian states of Kentucky and West 
VIrginia. S.ee discussion in Chapter 4.1 and see .al~o Leukefeld et a12007; Havens, Leukefeld & Wctlker 2006. 
In {his regctrd Joseph Rl:mnazzisi of the United States DEA has presented statistics to this Committee detailing 
that ctlprazolam was ranked third In the number of prescriptions for controlled substances In the USA from 
2003 to 2006 Illdu~lve and that It was ranked 7th for all sales of generic pharmaceuticals for those years 
(Drug Enforcement Administration 2007a). 

98 See the Submission of Dr Mfke Moynthanr President of the Rural Doctor~ AS.'iociation (V!ctorla) to the Drugs 
and CrIme Prevention Committee, Inquiry Into the Misuse/Abuse of Benzodlazeplnes and Other Forms of 
Pharmaceutical Drugs In Victoria, May 2Q07. 

99 See the Submission of M5 Dol Moonj Alcohol and Other Drugs Wlthdr£lwal Co-ordinator, Echuca Regional 
Health, to the Drugs and Crime Prevention Committee, Inquiry Into the Misuse/Abuse of Benzodlazeplnes 
and Other Forms of Pharmaceutlca,1 Drugs In Victoria, May 2007. . 

100 Dr Mark StoQve, Research Fellow, Turning Point Alcohol and Drug Centre, Evlderice given to the Drugs <lnd 
Crime Prevention Committee, Inquiry Into the Misuse/Abuse of Benzodlazepines and Other Forms of 
Pharmaceutlc<ll Drugs In Victoria, Public Hearings, Melbourne, 9 July 2007. . 

101 Mr Peter Muhleisen, Senior Pharmacist, lurning Point Alcohol and Drug Centre, Evidence given to the Drugs 
and Clime Prevention Committee, InquIry into the Misuse/Abuse of Beru:odiazepines Elnd Other Forms of 
Pharmaceutical Drugs In Victoria, Public Hearingst Melbourne, 9 July 2097. , 
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prescriptions and then on-sold on 'the street at $5,00 per tablet.10' A submission from 
Youth Projects, a Melbourne based provider of dlUg and alcohol services for young people, 
has even reported anecdotal evidence of the stronger formulations of benzodiazepines, 
particularly Xanax, being used as a 'date rape' dlUg and/or to facilitate robberies,lo3 Whilst 
sllch reports are disturbing there is insufficient evidence of this happening to constitute an 
established trend, 

Given these concerns it is not surprising that in some quarters there have been' cails for 
stronger regulation of the prescribing ofXanax, For example, a submission from a group of 
clinicians working in the, Victodan public hospital sector noted that alprazolam (Xanax) is 
only listed at Schedule 4 despite the concems of many clinicians: 

The over,whelmlng consensus among alcohol and drug clinicians is tha~ alprazolam is one of 
the most widely abused of the benzodiazeplnes/ and that management of withdrawal of 
patients using alprazolam Is particularly difficult. 

While recognising that the scheduling of medications is currently administered at 
Commonwealth level, it Is appropriate that the Idea of rescheduling be raised In this 
document, Given the extent of abuse of alprazolam and the risks of withdrawal and overdose 

associated with this benzodiazeplne, a change in scnedule to S8 (alon~stde drugs like 
morphine and DxycDdone) would be a positive public health measure, This change In 
regulation would increase the controls on alprazolam prescrlb!ng, may restrict dtiratlon of 
prescribing 6f this drug and c~uld raise prescriber awareness of the risks of alprazolam,104 

This is In fact a path that one state has gone down, In 2006 a review was conducted in 
relation to alprazolam prescribing in Tasmania. As a result of the review it was 
recommended that: 

• The prescribing of alprazolam will be required ,to be reported monthly by the 
dispensing pharmacist, 

This reporting. will be In a similar manner as the current reporting of dispensed 
schedule 8 medications. 

Any prescribing of aiprazolam" for more than one month to persons receivtng opioid 
analgesics will require an authority to prescribe. 

Prescribers will be notified not to prescribe alprazolam if tbe patient is receiving oplold 
analgesics from another prescriber. (Currently persons declared as drug dependent 
cannot have S4 drugs prescribed by prescribers other than th~lr authorised prescriber. 

However this Is only detected when the prescribing comes to our attention through 

other ad hoc reports, The branch does not have access to PBS [Pharmaceutical Benefits 
Scbemel data In order to detect such prescribing,) 

Patients receiving methadone or who are on the pharmacotherapy program will not 

be allowed to have alprazolam pt'escrlbed concurrently unless this is endorsed by the· 

Director of Alcohol and Drug Services in accordance with the pharmacotherapy policy 

and guidelines. 

• Consultation with the Tasmanian Branch of the Royal Australian and New Zealand 
College of Psychiatrists will be sought in regard to these ~ecommendatlons, along with 

their opinion In relation to the appropriate use of alprazolam given the concerns raised 

in this repOIt. 

102 Submission of Pharmacy Board of Vidorlil to the Drugs and Crime Prevention Committee, Inquiry jnto the 
. Misuse/Abuse of Benzodlazeplnes and other Forms of Pharmaceutrcal Drugs in Victoria, JUhe 2007. See also 
the sllbmlssion of Dr MIke Moynlh1\n, President of the Rural Dodors Assod(ltlon (Victoria) to the Orugs and 
Crime Prevention CommlLlee, Inquiry Into the Misuse/Abtl$e of Benzodlazepines nnd Other Forms of 
Pharmaceutfcal Drugs In VictorIa, May 2007. 

103 See submission of Youth Projects Inc to the Drugs and Crime Prevention Cornmitlee, Inqutry Into the 
Misl.lse/Abuse of BenzocUazeplnes and Other Forms of Pharmaceutical Drugs In Victoria/ May 2007. 

104 Sllbmisslon of the Intei'lwspltalliaison Group to the Drugs and Crime Prevention Committee, Inquiry Into 
the Misuse/Abuse or Benzodla7.epines and Other Forms of Pharmaceutlc.al Drugs In Victoria, May 2006. 
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" Medicare Austl'alia will be consulted as to possible audit.s of prescribing of alprazoJam 

outside theIr authorlty criteria. 

" An education campa'gn be undertaken lhrough the Division of General Practice to 

highlight the problems with alprazolam and give advice In relotion to its prescribing 
and use. 105 

Many oCtilese recommendations have now been implemented in Tasmania, In particula.; 
the new state regulatory recjuirements came into effect on 1 Sep,tember 2007, Prior to this 
date, an education campaign and information sessions were conducted under the auspices 
of the General Practice Divisions throughout Tasmania, Also, a clinical guideline sheet has 
been prepared iil consultation with representatives of the Royal Australian College of 
Psychiatrists (RACP), the RDyal Australian and New Zealand College of General Practice 
(RANZCGP) and the PhannaCeutical Services Branch of the Tasmanian Health Department 

, that addresses the problem and the appropriate clinical use of alprazolam, This will be 
available tD all tnedical practitiDners in tile state. 

In tilelr submission to this InqUiry Mr John Galloway and Ms MalY Sharpe state that 
increased monitoring of a1prazolam will now, achieve the foHowing pUlposes: 

• A clear picture of all prescribing, not ju,t those prescription, claimed on the PBS 

Ability to limit/prevent prescribing where there are concerns about ,afety 

• Patients most at rlsl< of misusing alprazoram will now only be able t.o have it prescribed 
under highly controlled circumstances 

• Reduction in availability of alprazolam for Illicit use arid diversron.106 

It may be that resclleduling of alprazolam ,to Schedule 8 is an appropriate 
strategy,107However, there is insufficient evidence as to whether or not this is a problem in 
Victoria to make conclusive findings in this area, Nonetileiess, it may be appropriate as a 
first step to conduct a review with regard to the use and prescribing of this dlllg, 

Psychomotor Impairment and driving 

Given the common side effects assodated with the benzodiazepines - sedation, 
drowsiness, ataxia, psycl101l10ior slowing, motor incoordination and mental confusion - it 
is not surprising to find that these dmgs, among others, ate associated with an increased 
risk of motor vehicle accidents, particularly when taken in larger doses 'or in combination 
'with other drugs, According to VicRoads' submission to the Inquiry, 'the misuse/abuse of 
benzDdiazepines is a major road safely issue in VictOlia, with significant numbers of ddvers 
killed and drug impaired drivers testing pDsitive to these drugs',10S 

Professor Drummel; in his evidence to the Inquiry, explained that: 

There has been a sy,tem In Vlctorl. ,Ince 2000 for police officers to detect what was called 
impaired drlver·s. In that system, if a poHce·officer forms the view a person is Impaired and 

their alcohol breath·test Is largely negative or very low and not, consistent with their 
apparent behavlour, the person can be assessed at a police station by an approprlate/y 

trained assessor, If they fall that sobriety test, a blood sample can be taken by a clinical 
forensic physician. Our laboratory will then screen that spedmen for a variety of drugs, 

lOS Review summarised In Submission of Mr John Galloway, Chref Pharmacist and Ms Mary Sharpe, Deputy Chief 
Pharmacist, Pharmi1ceutlcal SelVrces Bnlnch, Department of Health and /-Itlmall Services/ Tasmania, to the 
Drugs and Crime prevenlion CommItteel Inquiry Into the Misuse/Abuse of Benzodlazeplnes and Other Forms 
~f Pharmaceutical Drugs in Victoria, June 2007. 

106 Submission of Mr John Galloway, Chief Pharmadst and Ms Mary Sharpe, Deputy Chief Ph;mnac/st, 
Pharmaceutical Services Branch, Department of Health and Human Services, TaSmitnla, to the Drugs and 
Crime Prevention Committee, Inquiry Into the Mbuse/Abllse of Benzodiazeplnes and Other Forms of 
Pharmaceutical Drugs in Victoria, June 2007. 

107 For further discussion of drug scheduling, see Chapter 3.1. 
108 Submlssfon from George M(lvroyenl, Director, Road Safety and Network Access, Vlcroads, to the Drugs and 

Crime Prevention Commltteet Ihqulry Into the -Misuse/Abuse of Behzodiazeplnes and Other forms or 
Phannaceutkal Drugs In Vlctorla j '13 June 2007. 
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AUSTI\ALIAIII AND NEW HAl-AN,D 

COLlEG,E OF PSYCHIATRISTS 
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<; 

THE ROYAL AUSTRALIAN 
. COLLEGE OF 
GENERAL PRACTITIONERS 

ALPRAZOLAMPRESCRIBING GUIDELINES. 

INTRODUCTION 

Alprazolam is a short-acting drug in the benzodiazepine classofncedications. It is 
:used to treat anxietydisarders and panlcattacks. It is usualIy.takentwo to faur times 
a day. Alprazolam is sametimes used in the treatment af depression and agaraphobia. 
Alprazolam may cause drowsiness and affect alertness. Ideally it shauld only be taken for 
short periods of time such as 2 to 4 weeks. Benzodiazepinesare very effective for treating 
acute symptoms, but if short acting benzodiazepines such as \llprazolam are used long 
term, the intended effect diminishes with tolerance, there is a high risk of the development 
of dependency, ,md the rapidly fluctuatingblqod levels may exacerbate the symptoms of 
anxiety disorde~·. 

"Benzadiazepines act mare rapidly than antidepressants but are more likely to. cause· 
physical dependencies, and such adverse effects as samnalence, ataxia, and memory 
problems .. Antidepressants and benzodiazepines are sometimes used in combination 
initi.ally with a slaw taper from the benzadiazepine after the antidepressant becomes 
effective".' 

RISKS OF COMBINING ALPRAZOLAM WITH OPIOIDS 

Alprazalam, like ather benzodiazepines, acts an the ce11tral nervauS system (CNS). The. 
effects of alprazolam are increased when cambined with other celltral nervaus system 
depressants snch as methadone and other opiate relatedmedicatibns. 

"Major clinical issnes accur with the cancurrent use of benzadiazepines and apiates. 
Benzodiazepines and opiates used together increase the risk of fatal overdase and 
similarly the use of methadone andbenzadiazepines increases the risk of sedatian," 2 

The mortality andhannthatisassaciateqwithapuse af apioids,pwscribed in the 
community is an hl.1portant emerging issue and associated with that abuse is the 
concurrent abuse ar alprazalam (Alprax®; Kalma®, Xanax® andZamhexal®). There are 
also indications that harm levels in the use of this drug are increasing in line with the 
steadily increasing ntedical use af opioids. 

USE IN PANIC DISORDER 

. Alprazolam is approved an the Pha1'lnaceuticalBenefitsSclwme(P13S) 'for the treatment af 
panic disarders where ather treabnents have Jailed 0.1' .are inappi·opriate'.3 

Cansideratian needs to. be given to whetherthe patient is suffering from panic disarder 
,111el nat a generalised anxiety disordel; 01' ftamanxietysymptams general1y, including 
thase associated with drug abuse. Whilst isolated panic attacks are coniman, panic 
disorder is uncommOn; !tis quoted as qf£ecting 2 to 3% of the population in a 12 manth 
period qnd is 2 t03 times mare prevalent in women than men 

2 

3 

'Thc;(NtCfck Munuol18lh Edition" 200Q, P<1ge 1677: 

Nr;1110J:1<l1 COnlOl'bidity-Project ~ COlnorbidity of mental di$orders and substance lIse;:National MentalHealth Str<ltegy; Natiomil Drug Stnlregy. 

Sched ule of Phatl'nacentLCal BeM{its Al1gw,t 2006 - Psycholeptksj Alprazolam 



. .' . 

"The initial approach for the prophylax"l&'ffi"~i~~eial'!jorq~t~~hot11d include H~!6fl11olo'gical 
measures such as cognitive behavioural therapy (CBT). W'f:lilethese will 
some patients, athol's will neoq.dlCUg!l as welL Some pa~e.t1tsJnitiany do '. 
psychologica~approach a~d ta~3ifl1se cm: . They ~ho\~t~l~!ecommenced , 
pharmacologIcal drug,. wIth CBTadded later 1£ possIble.l~\',gardmg . . the 
number needed -fo-treat to get one person panic free is 3 'f~~ttBT and 5 for medication. 
Pharmacotherapy for panic disorder may need to be continued for 6 to 121Uonths in the· 
first instance",j '. 

First line therapy is stated to be "newer antidepressantspatftct11arly paroxefine and 
sertraline".5 ,13enzodiazepines are )ist~dassecond line theliapyalong with td.cyclic 
antidepressants and MAO!' s. . 

. The bi-national Committee of Psychotl'opic Dmgs and Oth~r.r;hysical Treatment . 
(COPDOPT) tal<ethe view thatthere'.JIl:'some, be it small, evjq,~nce-basedsupportfor the 
use of alprazolam far short periods. li1tising ,it consideratioii'l'should be givon to the fact 
that: 

the ellduring benefit is small 
cognitive and. motor side-effects of long term use must be considered 
the relatively greater development of lolerance and problenlsWiU, withdrawal tnfl,atien!s using 
short acting agents s\lch as alprazolmn .. 

In the case of drug abuse very careful cOIlsideration needs to be given to thetiso of 
benzodiazepines, with diazepam beinga preferred treatment for anxiety associated 
with drug withdrawal. Ideally such patients should be l'eferredto an Alcohol and Drug 
spe.cialist I services. 

,ALPRAZOLAM ABUSE 

Pharmaceutical Benefits Scheme data suggest thatalpraz6hl1xt'prescribing in Tasmania 
is approximately 100% higher than the national avel'age.Simil~Fl~fu'~J~§!"?fapioids in 
Tasmania is approximately 50% higherthan the nationalaveragEr."THe"l'epO'rteduse of 
intravenous alprazolamin conjunction with methadone to achieve a uheroin'~'like hjgh is 
of particular c0l1cern.6 . In Tasmania thel'eis an illicit drug problemassodated with legally 
pl'escribed drugs and very little heroin. The practice ofintravenotislYInjecting'alprazalam 

, with methadone presents a very seriotis risk of overdose. . 

Consistent with other jurisdictional arrangements, alprazPlamis listedll1s a:;dedared 
restricted substance under the Tasn1anian Poisons (Declared Restricted Substances Order 
1990). Thisrequirementmeans thatprescriptionsdisp:ensedin . 'be . 
writtOll by prescribersregistel'edinTasmania.It also places other stipply 
by the dispensiftgpharmacist as,a declared restrided 8ubsti\nce. 
accordance Yl':itha legal prescription is illegal and prescribel's ,.o"nc,t 
drug depeI1dent persons receiVing SchedUle 8 medicatio~iStinless 
of an authority issued under 522 of the Alcohol and DnlgDependel1cy 
medications.' . 

(Refer ~DHHS - Legal requireme"ls for the preset/bing ofAlprazolmn! July 2D07 

4 

5 

6 

Thempeutic Guideline: PsychotrLipic Version 5 Melboudi.e 2003; Jlnge 176 

TllI'mpelltic Guidelille: Psychotropic-Version 5 MelbQum.e 200_3j Page-176 

R BTuno; Tasmanian Drug l;rends 2006 - Fiitdhigs"fton\ th({lIIicit Drug. Repmtlng Systeii-t (n)RS) iWAR'C_. 
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Protecting patients, guiding doctors 

June 09 

President's 
Message 
From time to time the Board is required 
to consider suspending a medical 
practitioner's registration before any 
evidence has been tested at a hearing 
and sometimes before there has 
been a comprehensive investigation. 
This is one of the most onerpus but 
important tasks for the Board in terms 

of balancing its primary responsibility 

to protect the public with the need to 

ensure the doctor in question is treated 
fairly and afforded natural justice, 

In these circumstances, the Board can 
only consider suspending a doctor's 
registration if it believes, 9n the basis of the 
available information, that there is a serious 
risk to the health and safety of the public 
if the doctor continues to practise. The 
perceived risk can be based on concern 
about the doctor's health, their professional 
performance or their professional conduct. 

Instead of suspending a doctor's registration 
the Board can, after receiving submissions 
in person or In writing from the doctor, decide 
to enter into an agreement with the doctor to 
alter the way he or she practises medicine. 
This can only happen if the Board is of the 
opinion that it is necessary to do so because 
there is a serious risk to the health and 
safety of the public if the doctor continues 
to practise without such restrictions. The 
Board only takes this action - which is an 
alternative to suspension - if it is confident 
that tlie agreement with the doctor reduces 
the risk of his or her ongoing practice, 

The decision 'to suspend a doctor's 
registration or to enter into an agreement 
is not a 'finding of guilt', but is the result of 
an assessment of risk, After making such 
a decision, the onus Is on the Board to 
investigate'the matter and, when indicated, 
refer the matter to a hearing at the Victorian 
Civil and Administrative Tribunal (VCAT) 
as s€)on as possible, 

The Board's power in relation to suspension 
is set out in detail in the Health Professions 
Registration Act 2005, These considerations 
are completely separate from the powers 
of formal hearing panels and VCAT to 
determine to suspend the registration 
of a medical practitioner after an adverse 
finding has been made at a hearing, . 

The Board takes Its responsibilities 
very seriously and works hard to ensure 
that the public is protected, However, 
no matter is more carefully considered 
or subjected to more exhaustive analysis 
of the available Information than when 
the Board is considering suspending 
a doctor's registration. -1-



President's Message (continued) 

Finally, I commend to you the update 
on national registration published On this 
page of this Bul/etin, While more detail of 
the national scheme will only be available 
when the Exposure Draft of the proposed 
national legislation Is released, some broad 
principles were announced in May and 
warrant your consideration. 

Robert Adler 
President 

National Registration Update 
On 8 May 2009 the Australian Health 
Workforce Ministerial Council released 
a communique about the National 
Registration and Accreditation Scheme 
ttmt will see the introduction of national 
medical regulation, The key features 
of this communique are: 

- Accreditation functions will be 
independent of government and 
it is expected that the Australian 
Medical Council will continue to 
fill this role in medicine 

- Applicants for registration renewal 
will be required to demonstrate 
participation in an approved oontinuing 
professional development program 

- Practitioners and employers will 
be required to report a practitioner 
who is placing the public at risk 
through health impairment, substance 
abuse, a departure from professional 
standards or by engaging in professional 
sexual m"isconduct 
Complaints will be handled flexibly, 
allowing each state and territory to 
decide which procedures to follow, 
This suggests that Vieloria will continue 
the current model In which the Board 
investigates notifications and decides 
the appropriate outcome 

New Forms: 
Victorian Registry of Births, 
Deaths and Marriages 

- The Medical Board of Australia will have 
nine members, at least one member 
from each of Queensland, New South 
Wales, Victoria, South Australia and 
Western Australia, plus one from the 
other states and territoties. At least one 
member will be from a rural or regional 
area, At least one third, but not more 
than half, of the Board's members will . 
not be medical practitioners, and two 
must be community members 

- The national office of the Australian 
Health Practitioner Regulation Agency 
will be located in Melbourne 

- The exposure draft of the Health 
Practitioner Regulation National Law 
Bill 2009, which will provide the legal 
framework for the national scheme, 
will be released for public consultation 
later in 2009, 

These changes will not take effect until the 
new Act comes into operation in July 2010, 

The Victorian Registry of Births, Deaths and 
Marriages provides inform-ation for doctors 
about death certification and introduced 
new death certification forms in December-
2008, Inforrnationabout reporting· 
requireme·n.~s and instructions on how 
to fill out the new forms can be found at 
https:llonline,justice,vic,gov,au/bdm/home 



This item has been prepared by 
the Department of Human Services. 

Recent evidence suggests that 

alprazolam is more subject to 

non-medical usel and causes a 

disproportionally higher level of serious 

harm, than other benzodiazepines. 

Alprazolam is a drug with particularly high 
potency and .short onset of action, which 
makes it a preferred drug for recreational 
abuse. As with other benzodiazepines, 
inappropriately high doses can cause 
anterograde amnesia. Anecdotal reports 
suggest that among the benzodiazepines, 
non-medical use is particularly associated 
with harmful experiences such as seizures, 
traffic accidents and crime-related harm. 

Alprazolam is now the most commonly 
reported benzodlazepine among'Australian 
injecting drug users who report Injection 
of benzodiaZspinss, 

Many witnesses giving evidence to the 
Victorian Drugs and Crime Prevention 
Committee's Inquiry into Benzodiazepines 
and other Pharmaceutical Drugs in Victoria 
expressed concerns that alprazolam, when 
used for recreational purposes, can be 
particularly dangerous. They commented 
on Its highly. addictive qualities. The Senior 

Training DVD: 

Pharmacist at Turning Point Alcohol 
and Drug Centre commented that for the 
drug-using population, alprazolam provides 
the effect they want. Others commented 
that alprazolam appears to feature more 
prominently in crime-related activity such 
as diversion and theft. 

The Pharmacy Board of Victoria stated 
that it was not uncommon for alprazolam 
(Xanax) tablets (100) to be prescribed 
and dispensed as private (non-PBS) 
prescriptions and then on-sold on the 
street for $5 per tablet. . 

The Victorian Interhospltal Liaison Group 
expressed' concern that alprazolam Is 

. one of the most widely abused of the 
benzodiazepines and that management 
of withdrawal was particularly difficult. 

Most recently, alarming reports from several 
Needle Syringe Programs (NSPs)describe 
the effects of high-dose non-medical use of 
alprazolam by their clients causing problems 
of anger and aggression, as well as violent 
and threatening behaviour, which the Users 
do not remember the next day. During these 
episodes it is not possible to reason with 
or calm individuals. Alprazolam tablets are 
also known as 'angry pills'. Some NSPs 
report that people affected by high doses 
will commit crimes such as shoplifting but 
will be unaware of their s~rroundings. 

Professional Challenges 
In a joint project with the Royal 

Australian Gollege of General 
Practitioners (RAGGP), the Board has 

developed a training DVD to provide 

guidance for doctors. The project, 

funded by the Department of Human 
Services, explores some of the most 

common and professionally challenging 

situations faced by medical practitioners. 

The DVD features registered medical 
practitioners In consultation with patients 
(played by actors) In a range of common 
and challenging scenarios. The scenarios 
explore issues that are'frequently involved 
In complaints to the Board, Including 
blurred boundaries, drugs of dependence, 
patient confidentiality, terminating doctor­
patient relationships, sexual misconduct, 
medical certificates and issues related to 
young people and consent. Each scenario 
is followed by an expert panel discussion 
that analyses the key issues and provides 
clear guidance. 

When they recover in the police cells they 
do not remember the actions that ledlo 
their arrest. When intoxicated they appear to 
be more at risk of either committing or being 
the subject of violence, as well as of falls 
and other injury as a result of Intoxication. 

There has been particular,concern in 
Tasmania about prescribing and non-medical 
use of alprazolam. A circular to pharmacists 
in that state noted that serious Injury and 
death has resulted from the practice of 
injecting alprazolam alone, or with other 
drugs, to produce a heroin-like 'high'. 

Alprazolam should only be prescribed when 
there is a clear indication for its use, after 
taking into account the risks to the patient 
and the burden of harm to the community. 

The recommendation of the Royal Australian. 
and New Zealand College of Psychiatrists 
(RANZCP) is that alprazolam has a limited 
role in the treatment of panic disorder and 
anxiety. The Initial approach should be 
psychological measures, such .as cognitive 
behavioural therapy. First line drug therapy 
for panic disorder is stated to be the newer 
antidepressants, particularly paroxetine 
and sertrallne. Benzodiazepines are 
listed as second line therapy along with 
tricyclic antidepressants and the MAOI's. 
This approach Is supported by the PBS 
.approval, which is 'for the treatment of 
panic disorders where other treatments 
have failed or are inappropriate'. 

The Board will give free copies of the 
DVD to medical practitioners granted 
specific registration, many of whom are 
international medical graduates seeking 
support and guidance as they make the 
transition to the Australian health care 
system. Copies will also be available 
for sale through the RACGP. 



To ensure there is no potential for a breach 
in confidentiality, the following case study 
is fictitious, though there are familiar 
features in the historl' The Board publishes 
it to illustrate its approach to dealing with 
practitioners whose health is Impaired. 

The Board believes that it deals with 
pract'itioners with health concerns in a 
balanced and sensitive way. It has no 
role in punishing doctors. Rather, its 
primary role is to protect the public and, 
in general, it can do this while supporting 
individuals to remain in practice and 
encouraging them to receive good 
medical care. 

The Board has an active health 
assessment and monitoring program 
that draws on the expertise of Board 
members through the Health Committee 
and Board appointed specialists 
who provide independent advice. 

Case study 
Dr JG Is a 42-year-old general practitioner 
with a history of migraine for which she 
had never sought treatment from another 
practitioner. Alter the breakdown of 
a significant relationship, she became 
increasingly depressed with more frequent 
episodes of migraine, all of which 
were having an impact on her ability to 
function adequately at work. She was 
too embarrassed and concerned about 
her confidentiality to consult a medical 
practitioner for medical care. She therefore 
began taking antidepressants that she 
sourced from drug company sample 
packs, although she stopped taking 
these after experiencing side effects. 

In desperation during one particularly 
debilitating migraine, Dr JG self-injected 
pethidine from her doctor's bag supply. 
The migraine ended enabling her to sleep 
well and go to work the next day feeling 
refreshed. With each subsequent migraine, 
she would leave work when she felt that 
she could no longer function properly 
and after going home, would self-inject 
pethidine. Each time she told herself that 
she would not self-inject again, but she 
could not stop. 

Alter Dr JG's doctor's bag supply was 
depleted, she wrote prescriptions in the 
name of patients and started to present 
them to the pharmacy collecting 'for 
the patient'. The pharmaCist became 
suspicious about this new practice of 
picking up pethidine for patients, as he 
knew that the doctor had rarely obtained 
pethidine for her doctor's bag supplies 
until recently. He shared his concerns 
with Dr JG's employer, who confronted her 
after the practice had closed one evening. 
Dr JG denied self-administering pethidine, 
but alter going home, tried to commit 
suicide. She was found alter her principal· 
could not contact her when she rang to 
check on her after the confront"tlon. 

Dr JG was treated for the acute 
suicide attempt and the treating doctor, 
concerned that she was a risk to her 
patients, informed the Board. 

After the overdose, Dr JG was referred 
to a psychiatrist and neurologist for 
treatment. On their advice, she voluntarily 
stopped practiSing. After informing 
the Board that she had improved, an 
independent assessment was arrang.ed 
to inform the Board's adllons. 

With her consent, Dr JG's treating doctors 
supplied reports to the Board. The treating 
doctor reports and the independent report 
confirmed that Dr JG had been suffering 
from depression and migraines, neither 
of wh·,ch had been appropriately treated. 
She had been abusing pethidine but was 
now receiving treatment and her health 
conditions were reasonably well controlled. 
There was no evidence of any ongoing 
drug abuse. 

The Board negotiated conditions with 
Dr JG that included: 
- thrice weekly urinary screening 
- not possessing, prescribing or 

administering any Schedule.8 drugs 
- to· attend the Victorian Doctors' 

Health Program and enter Into 
and abide by a Case Management, 
Altereara and Monitoring Program 
(CAMP) Agreement 

- receiving treatmenUrom a treating 
doctor who would provide the Board 
with regular reports about her health 

- finding a general practitioner who 
would coordinate her care 

- working in a group practioe 
approved by the Board, with the 
prinCipal of the practice to be aware 
of the conditions on her registration 
and to provide the Board with 
regular reports 

- limiting the number of clinical 
hours worked. 

The Board monitored Dr JG closely. 
She complied with the conditions and 
reports from her employer and treating 
doctor were supportive. Her depression 
and migraines were.being managed 
effectively. Over the subsequent five 
years, the conditions were gradually 
reduced and eventually removed. -7 



Lessons 
The Board negotiates conditions when 
it believes that a doctor's health may affect 
their ability to practise. The primary aim 
of the conditions imposed on the doctor's 
registration is to reassure the Board and 
the public that the doctor's health is being 
managed and therefore, that any risk to 
the public is minimised. The conditions are 
also intended to support the practitioner. 
The imposition of conditions enables 
medical" practitioners to return to work 
in a safe, controlled and supportive way. 
If a doctor's health deteriorates and there 
is a concern that the practitioner may 
pose a risk to the health and safety of the 
community, treating doctors are required 
to Inform the Board. 

The Board acknowledges that it can be 
difficult for practitioners to have conditions 
on their registration that limit their practice. 
Some of the obligations associated with 
the conditions, such as regular or random 
urinary testing for drugs, can be onerous. 
Some doctors are concerned that ttle 
restrictions will impede their ability to work 
and that the need to be supervised may 
limit their employment opportunities. To 
the contrary, the Board's experience is 
that other praotitioners and hospitals are 
extremely supportive of their oolleagues 
with health oonoerns. 

It is preferable for medical praotitioners 
whose health is impaired to voluntarily 
seek medical assistance early. All doctors 
are encouraged to have a general 
practitioner whom they trust, ideally one 
who is independent of their practioe and 
can provide objective and confidential 
assessment and treatment. Medical 
practitioners should not self~prescribe 
or self-administer Sohedule 4 and 8 
medioations - this is illegal in Vlotoria. 

Medical practitioners and medioal 
students are also rerninded that they 
can access the Victorian Dootors' Health 
Program (VDHP), a confidential service 
for dootors and medioal students 
with health concerns. The VDHP is 
independent of the Board. It aims to 
assist praotitioners so that their health 
concerns do not have an impact on their 
praotioe, and therefore do not need to be 
reported to the Board. The VDHP oan be 
oontaoted on 9495 6011 or through th~ 
website at www.vdhp.org.au. The VDHP's 
latest newsletter is distributed with this 
edition of the Bulletin. 

The Pre-vocational General 
Practice Placements Program 
The Pre M vocational General Practice 

Placements Program (PGPPP) is an 

initiative funded by the Commonwe~.lth 
Department of Health and Ageing 

that provides junior doctors with 

profeSSional, well supenilsed educational 

placements in general practice as part 

of their training. 

In essence, the program allows do.ctors 
in training to gain valuable exposure to 
rural general praotioe in a highly supported 
environment. It enables them to gain insight 
that will help them make an Informed 
deolsion about their future careers. 

The program aims to: 
- build junior doctor confidence, 

exposure and interest in working 
In outer metropOlitan and regional 
areas through supervised general 
practice placements 

- increase understanding of the 
inlegraLion belween primary and 

. seoondary health oare by junior dootors 
- provide an experience that may 

encourage junior doctors to take 
up general practice as a career. 

On the recornrnendation of the Post­
graduate Medical Counoil of Vlotoria (PMCV), 
the Board has acoredited a number of 
PGPPP placements for intern (PGY1) training. 

Trained surveyors have visited all the 
praotices recommended by PMCV for 
intern training. Generally, they are established 
practices with a proven track record in 
providing education and support totralnees. 
The requirements imd responsibilities 
of supervisors are oonsiderable and this 
limits the number of patients that they 
can personally oonsult. The intern may 
see up to two patients per hour, so their 
presenoe will have minimal impaot on 

. meeting any workforoe shortages. This 
is intended to be an eduoational rather 
than a workforce initiativ€., 

Wave consulting model 
The 'wave oonsulting model' (also known 

. as parallel consulting) is used for the intern 
. PGPPP placements. This requires that every 
patient assessed by the intern is also seen 
and assessed jointly with the supervisor. 
There is also an opportunity for feedback 
from both the supervisor and the patient. 

The wave consulting model aims to 
maximise learning opportunities for the 
intern in a highly supervised environment. 

The model requires that: 
- patients make an appointment to 

see the intern and a space also be 
left vacant in the supervising doctor's 
apPOintment book 

- the intern sees the patient and formulates 
ttie diagnosiS and management plan 

- the supervising doctor then sees the 
intern and patient in a joint review 

- there be opportunities for feedbaok 
frum both patient and supervisor. 

.The intern makes notes in the patient's file, 
has a provider number that allows them to 
generate their own pathology and Imaging 
requests and write lheirown referral. Thay 
can also'generate their own prescriptions 
but are not permitted to Initiate psyohotropio 
drugs. They are empowered 'and 
enoouraged to call the supervisor at any 
point during the interaction with the patient 
for direction, advice or support 

The suooess of the plaoement depends 
on the level of engagement of both the 
intern and thf,:lir supervisor. Face~to-face 
interactions between th,e learner, the patient 
and the supervisor are a terrific learning 
opportunity for all partioipants. 

When the joint review with the supervising 
dootor present has been undertaken 
and the intern.has oompleted writing In 
the medioal reoord, the supervising dootor 
also makes some notes in the patient's 
file oonfirming that they have co-assessed 
the patient. . 

The Board Is grateful to participating 
supervisors and praotloes for the 
opportunities they are giving to interns 
through the PGPPP. 



Professional Standards 
Panel Hearings 
Inadequate 
management 
of diabetes 
A patient attended a hospital emergency 
department very unwell, suffering from 
diabetic ketoacidosis. He reported that he 
had attended a general practitioner (GP) 
earlier that day complaining of a sore throat 
and fever. The GP had correctly diagnosed 
the patient's pharyngitis and had prescribed 
appropriate treatment. The GP also took 
appropriate action when the patient com­
plained of polydipsia and polyuria, by meas­
uring his blood glucose and, when the blood 
glucose was found to be 28.6 mmolilitre, 
infonming the patient that he was diabetic. 

The emergency physician who saw the 
patient in hospital notified the Board that 
the patient had told him that the treating 
GP had advised him to see his own GP 
when he returned to England in two days. 

After speaking with the GP the day after 
seeing the patient, the emergency physician 
concluded that the GP did not appreciate the 
need to hospitalise a patient who was not 
previously known to be a diabetic and who 
had a blood sugar level of 28.6 mmoi/litre. 

The Professional Standards Panel was 
faced with two conflicting accounts of the 
events. The GP said he had told the patient 
to go to hospital immediately and had given 
him a copy of the blood sugar results. The 
emergency physician said that when he 
telephoned the GP the day after seeing the 
patient, the GP had admitted that he had 
not recommended that the patient go to 
hospital immediately. ' 

The Panel reviewed the GP's clinical records 
and noted that they were inadequate. The 
Panel was also critical that the GP had failed 
to provide a letter of referral to another doctor. 

The GP assured the Panel that he knew 
that the patient's condition could deteriorate 
without treatment, as it did. He admitted 
that he had not advised the patient of 
this and agreed that it was inappropriate 
and dangerous not to have done so. 
The doctor agreed that, with hindsight, 
his management had been inappropriate 
and potentially extremely dangerous. The 
Panel found that the GP had engaged in 

unprofessional conduct. It cautioned him 
that his standard of record keeping must be 
improved to provide adequate information to 
other medical practitioners. The Panel also 
cautioned him that it was his responsibility 
to ensure that patients fully understood the 
nature of their condition, the complications 
that could ensue and the proper course 
of action that should be followed. 

Failure to pay account 
A patient had attended her surgical 
appOintment early on a Saturday morning, 
when there was no receptionist on duty. 
to process the account for the oonsultation. 
After assessing the patient, the surgeon 
advised that she needed an operation. 
He took Into account her clinical condition 
and personal circumstances, and classified 
her as Category 2.on the public hospital 
waiting list. When the patient failed to pay 
her account within seven days, the surgeon 
reclassified her to a Category 3, potentially 
leading to a longer wait for the operation. 

The surgeon explained to the Professional 
Standards Panel that the patient was 
advised when she booked her appointment 
that she was required to settle her 
account within seven days. After receiving 
the account, the patient'submitted it 
to Medicare Australia, planning to pay 
the surgeon in full when the Medicare 
Australia rebate arrived. Despite several 
telephone conversations with the surgeon's 
practice manager about the payment, the 
patient was not told that she risked being 
reclassified as a Category 3 patient if she 
did not pay the account. 

The surgeon admitted that he did not advise 
the patient that he had re-categorised her. 
He told the Panel that he had reclassified 
her because she had not paid her account 
and not on clinical grounds. 

The Panel noted that the public expects 
that when deciding the appropriate category 
to assign to a patient awaiting an operation 
in the public system, a medical practitioner 
will consider clinical issues and the patient's 
particular circumstances. 

Patients rely on the medical practitioner's· 
expertise and trust that this will be exercised 
in the patient's best interests. The Panel 
noted that hospital authorities rely on 
doctors' professional judgment when 

drawing up surgical lists and that on 
this occasion, the surgeon's decision was 
not based on his professional judgment. 

The Panel found. that the surgeon 
had engaged in unprofessional conduct. 
It cautioned him that patients should only 
be categorised on clinical grounds and 
in the patient's best interests. 

Inappropriate 
delegation 
After performing an operation on a patient 
in a private hospital, the surgeon had 
asked his surgical assistant to provide the 
patient with post-operative care over the 
next couple of days. The assistant failed 
to recognise a significant post -operative 
complication, which led to an unacceptable 
delay in the patient's treatment. The 
patient required emergency surgery 
after assessment by the surgeon. Her 
subsequent post-operative course was 
complicated and Included a stay in the 
intensive care unit. 

After the inCident, a hospital representative 
met the surgeon and informed him that 
it was unacceptable to delegate post­
operative care to the assistant who was 
not qualified to ptovide post -operative 
care and not credentialed by the hospital 
to do so. He informed the surgeon that 
this practice must Cease immediately. 
The Professional Standards Panel was 
given evidence that the assistant had 
provided some care to patients after this 
meeting, but had stopped doing so after 
the hospital informed the surgeon a second 
time that this practice must cease. 

The Panel found that the surgeon 
delegated routine post-operative care 
of his patients to the assistant. It found 
this was not acceptable, as the assistant 
had no formal post ~graduate training in 
surgery and had only received training from 
the surgeon in a very narrow area of surgical 
practice. The surgeon told the Panel that 
he regarded the assistant to be at the level 
of a surgical intern at a public hospital. 
However, the assistant's surgical training 
had not been subjected to any external 
assessment or validation, and he had not 
received accreditation from the hospital to 
provide post -operative surgical care. The 
Panel noted that the surgeon had shown 
poor clinical judgment in delegating these 
responsibilities to the assistant. 

The Panel found that the practitioner 
had engaged In unprofessional conduct 
and reprimanded him. It also cautioned 
the doctor to be aware of hospital by­
laws and to delegate post-operative care 
only to medical practitioners who were 
appropriately qualified and accredited 
by the facility to provide this care. 



Formal 
Hearings 
Formal hearings are open to the public and 
medical practitioners are entitled to legal 
representation. The Board takes great care 
to ensure the aocuracy of the formal hearing 
summaries it publishes. It is Board polley not 
to publish in the Bulletin or the Annual Report 
the names of doctors found to have engaged 
in unprofessional conduct not of a serIous 
nature, or those against whom allegations 
have not been proven, if the doctor has 
requested that his or her name not be 
published. Further details of the Board's 
Forma! Hearing decisions are available on 
the website at www,medicalboardvic.org.8u 

Dr David Alan Bowen 
Allegations 
It was alleged that Dr Bowen had 
engaged In unprofessional conduct in 
that on 2 April 2007 he was found guilty 
by the County Court of Victoria at 
Melbourne of 18 indictable offences, 
being seven counts of gross indecency 
and 11 counts of indecent assault. 

Dr Bowen had pleaded guilty to the offences 
and was sentenoed to two-years and eight 
months imprisonment, which was reduced 
on appeal by the Court of Appeal to two 
years and four months with a non-parole 
period of one year and four months. As 
a result of his convictions, Dr Bowen was 
placed on the Sex Offenders Register for 
the remainder of his life, He was released 
on parole on 15 July 2008. 

The facts of the matter were not in dispute. 
Dr Bowen was convicted of seven counts 
of gross indecency and 11 counts of 
indecent assault. These offences were 
comrnitted against a person in 1961 who 
was 12 years old at the time (Dr Bowen 
was an 18-year-old medical student at that 
time) and against another person who was 
14 years old in 1971 when the offending 
comrnenced (Dr Bowen was 27 years old 
at that time). The sentencing Judge and 
the Court of Appeal described Dr Bowen's 
offending as predatory, exploitative, 
hypocritical and directed at vulnerable 
young boys. The Court of Appeal noted that 
Dr Bowen was a doctor when the offences 
against a 14-year-old boy cornmenced frorn 
1971. At the trial, a nurnber of Dr Bowen's 
patients described him as a caring, generous 
farnily doctor they trusted. 

The Panel heard evidence from a number 
of character witnesses. 

Finding and determinations 
Dr Bowen was convicted of serious sexual 
offences under the Crimes Act 1958. He was 
sentenced to a term of imprisonment and his 
narne was placed on the Sexual Offenders 
-Register, the most serious pe~alties that can 
be imposed by the criminal justice system. 
This is a departure in a substantial manner 
from the standards expected of a medical 
practitioner and is deserving of a more than 
passing censure. The Panel found that 
Dr Bowen had engaged in unprofessional 
conduct of a serious nature. 

In considering determinations, the Panel 
heard that while the offences were very 
serious, they had occurred a long time 
ago. It heard that since then Dr Bowen had 
led a blameless life. Dr Bowen's character 
witnesses all attested to the fact that he 
was an able, caring doctor, who had been 
respected by his patients. 

The Panel had to balance these contrasting 
facts - the very serious sexual offences 
directed at vulnerable young boys,against 
the fact that the offences occurred many 
years ago and that, since then, Dr Bowen 
had led a blameless life and had been an 
able and caring doctor. 

In this case many years had passed, 
however the Panel had sonie reservations 
about a change in Dr Bowen's character, 
simply because no evidence had been 
put before it Indicating such a change. 

The Panel cancelled Dr Bowen's 
registration as a medical practitioner 
and disqualified him from applying for 
registration for 12 rnonths. 

Mr Ian McColl 
Fitzgerald 
Allegations 
It was alleged that Mr Fitzgerald, formerly a 
psychiatrist, had engaged in unprofessional 

. conduct when he had been re-registered 
as a medical practitioner, In that he 
transgressed professional boundaries by 
engaging in inappropriate sexual conduct 
with a forrner patient. 

Following a forrnal hearing, Mr Fitzgerald's 
registration was cancelled from 18 December 
2001. Mr Fitzgerald applied for registration 
on 8 May 2003 and was registered as 
a rnedlcal practitioner on 18 March 2004. 
He was subject to a·further formal hearing 
in Novernber 2006 and his registration as 
a medical practitioner was cancelled for 
five years from 28 November 2006. 

The subsequent notifier had been a 
patient of Mr Fitzgerald for many years and 
he had treated her for a range of conditions 
that included eating disorders, depression 
and alcohol abuse. The forrner patient gave 
evidence that she and Mr Fitzgerald started 
a friendship in 2002 while Mr Fitzgerald was 
not registered. This progresseq to a sexual 
relationship in 2003,.after Mr Fitzgerald 
had applied for registration. The former 
patient gave sworn evidence and provided 
copies of photographs that she had taken 
of Mr Fitzgerald along with emails that 
confirmed when the photographs had 
been taken. 

Mr Fitzgerald did not attend the formal 
hearing and provided a letter in response 
to the notification by the former patient. 
In that letter, he denied that he had a 
personal relationship with his forrner patient 
and said that he did not have a sexual 
relationship with her. 

Finding and determinations 
The Panel found that Mr Fitzgerald 
entered into a sexual relationship with 
his former patient and, on at least two 
occasions, engaged in sexually intimate 
activities with her. The Panel also accepted 
that while registered as a rnedical 
practitioner, Mr Fitzgerald socialised with 
his former patient, exchanged numerous 
text and telephone rnessages, and that 
they photographed each other. There was 
undisputed evidence that Mr Fitzgerald had 
treated the patient on and off for about 15 
years and that she had suffered from serious 
mental illness, which resulted in numerous 
hospital admissions. Mr Fitzgerald would 
have clearly understood her vulnerability 
when h~ ent!3red into a friendship and then 
a sexual relationship with her. 

Mr Fitzgerald has been subject to two 
previous forrnal hearings that had both 
led to the cancellation of his registration. 
The allegations that were proved at both 
hearings were about sexual boundary 
transgressions with a former patient. 

The Panel noted that Mr Fitzgerald 
was before a forrnal hearing facing a 
similar allegation· for the third tirne. Within 

. months of the therapeutic relationship 
ending, a friendship began that progressed 
to a sexual relationship. For Mr Fitzgerald, 
this was the third tirne he had cornrnenced 
a sexual relationship with a patient or 
former patient. -7 . 
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The Panel found that Mr Fitzgerald 
had engaged in unprofessional conduct 
of a serious nature and that the conduct 
constituted professional misconduct. The 
Panel determined that he be reprimanded 
for his reprehensible conduct and he was 
disqualified from applying for registration 
for five years from 6 March 2009. 

Dr Vasily Borisovich 
Lebedev 
Allegations. 
It was alleged that Dr Lebedev had 
engaged in unprofessional"oonduct in his 
dealings with one patient in that he had: 
- failed to notify the Drugs and Poisons 

Unit of the Department of Human 
Services that he had reason to b@lieve 
that his patient was a drug-dependent 
person from at least mid-2000 

- from mid-2000, supplied his patient 
who was drug dependent with a drug 
of dependence, pethidine, without 
holding a permit to do so 

- from early 2001, supplied pethidine 
exoesslvely and/or unnecessarily 
andlor without proper regard to his 
patient's well being 

- from early 2001, failed to properly 
manage his patient in that he did not 
take sufficient or adequate steps to 
treat or reduce his drug dependency. 

It was also alleged that Dr Lebedev 
accepted payments from the patient's 
employer for a total amount of $30,700 
over five months for services, without 
providing those services. 

The Panel heard that the patient had 
been a patient of Dr Lebedev's clinic for 
many years. He started attending the 
clinic more regularly from 1998. Medicare 
documentation confirmed 75 consultations 
with Dr Lebedev from 16 October 2000 
until 18 June 2002. The patient suffered 
from renal colic, migraines and a lower 
back injury, and was prescribed Imlgran, 
Zomig, Stemetil and Panadeine Forte. When 
the medication was insufficient to control 
the pain, ·doctors at the clinic, including 
Dr Lebedev, injected him with pethidine. 

Dr Lebedev said that he had extensive 
experience with drug-addicted persons. 
The patient did not look like a drug addiot, 
was well dressed and had no physical 
signs of being an addict. 

The patient gave evidence that he attended 
Dr Lebedev's clinic two to three times 
per week from 1999 and that he received 
100mg pethidine at each visit: He said 
that he did not tell Dr Lebedev he had 
a headache or similar condition and that 
he would receive an injection of pethidine 
without question. The patient also gave 
evidence that Dr Lebedev had requested 
payment to continue to supply the 
pethidine. This was done using oheques 
from the patient's employer. The patient 
said that Dr Lebedev proposed that they 
cover up the payments by stathlg that the 
payments were for Occupational Health 
and Safety services. The patient confirmed 
that Dr Lebedev did not provide any 
Ocoupational Health and Safety advice. 

The Panel heard evidence from an 
independent general practitioner whose 
opinion was that there was no clinical 
justification for ongoing frequent Injections 
of pethidine at this level, apart from perhaps 
for the relief of cancer pain. He said that 
the practice of repeated injections over 
four years, based on the same diagnoses 
with no attompt to rosolve the medioal 
issues, would not be an acceptable 
standard to his peers. 

Findings and determinations 
Dr Lebedev admitted that he failed to notify 
the Drugs and Poisons Unit (DPU) that the 
patient was drug dependent. The Panel 
believed that notification to the DPU should 
have been made by mid-199B. However, 
Dr Lebedev submitted that around mid-
2000, his colleague had unsuccessfully 
applied for a permit. In these Circumstances, 
the Panel considered Dr Lebedev's 
submissioh that he believed the application 
for a permit constituted sufficient notification 
may have some merIt. Therefore, the 
allegation that he failed to notify the DPU 
that he had reason to believe that his patient 
was a drug-dependent person from at 
least mid-2000 was not made out. 

Dr Lebedev admitted that he supplied 
his patient who Was drug dependent with 
a drug of dependence without holding a 
permit to do so. However, he stated that 
the pethidine was supplied from the doctor's 
bag. In the Panel's opinion, the fact that the 
pethidine was supplied from the doctor's 
bag was no defence to this allegation. 

On the basis of the expert opinion, 
the Panel found that Dr Lebedev supplied 
pethidine to his patient excessively and! 
or unnecessarily and without proper regard 
to his well being. The Panel rejected 

Dr Lebedev's justifloation that the patient's 
well being was appropriately considered 
because the provision of pethidine enabled 
him to continue to work. 

The Panel found that Dr Lebedev failed to 
properly manage his patient, in that he did 
not take sufficient or adequate steps to treat 
or reduce his drug dependency from early 
2001. While the Panel noted Dr Lebedev's 
response that he referred the patient to a 
number of specialists, there were no 
reports reoeived from any of the speCialists, 
nor did Dr Lebedev know whether the 
patient had attended any appointments. 
The Panel also noted that Dr Lebedev 
continued to administer pethidine, and 
to a lesser extent morphine, for more than 
two years after the last of the referrals. 
In addition, the medical records contained 
no management plan or advice in relation 
to a drug withdrawal program. 

The Panel found that Dr Lebedev accepted 
payment for services to the patient's 
employer without providing such services. 
The evidenoe revealed that the actual figure 
was approximately $27,500. Dr Lebedev 
was unable to justify the fees to the 
satisfaction of the Panel. 

The Panel found that Dr Lebedev had 
engaged in unprofessional conduct of 
a serious nature, being professional 
misconduct. The Panel determined to 
caution Dr Lebedev to be aware of the 
professional boundaries that must operate 
between a doctor and his patients. He 
was reprimanded for his inappropriate 
management and his disregard for his 
patient's well being and was required to 
undertake education In drug dependence. 
Dr Lebedev's registration was suspended 
for three months from 1 January 2009. 

Dr Jayantilal Sadhai 
Allegations 
The patient had been involved in a 
motor vehicle accident and vyas taken 
to Dr Sadhai's olinic by ambulance, on her 
request. Dr Sadhai saw the patient twice 

.on the day of the acoident and also saw 
her three days later, when she presented 
with neck and back pain. It was at this 
consultation that the patient alleged that 
Dr Sadhai had touched or handled her left 
breast in an inappropriate manner. The 
patient said that Dr Sadhai came around 
to the front of his desk, leant forward, lifted 
her clothing, put. his hand under her bra and 
held her left breast. When the patient asked 
him what he was doing, he stopped and 
said he was looking for lumps. -) 



The. e.lle.gations at the hearing we.re that 
Dr Sadhai had e.ngaged in Inappropriate 
or unwelcome conduct of a sexual or 
harassing nature at the consultation three 
days after the. accident. It was also alleged 
that Dr Sadhai failed to exercise the,care 
and skill of a competent general practitioner 
during the consultation, as he had lifted 
the patient's bra and he.ld he.r left breast 
when there was no clinical indication for the 
examination. He had also failed to adequately 
explain the need for the examination and to 
seek the patient's oonsent. 

A further allegation was that Dr Sadhai 
falsified his clinical notes after receiving 
information from the Board about the 
notification. Dr Sadhai admitte.d that there 
was no proper basis for the alteration to 
his clinical record, in which he had added 
a diagnosis of mastitis. 

Findings and determinations 
Dr Sadhai said he had no recolle.clion 
of the. consultation. He did not deny that 
he could have lifted the patient's bra and 
held her breast as part of an examination 
during the consultation. He said that he 
would have done so for appropriate clinical 
reasons and that his normal practice would 
have been to explain what he was doing 
and to ask permission. 

The Panel accepted the patient's evidence 
that she had made no complaint of 
chest pain. The Panel also accepted the 
evidence of a general surgeon and forensic 
pathologist who gave evidence on behalf 
of Dr Sadhai confirming that a chest and 
breast examination may be appropriate after 
a head-on collision in which the patient was 
wearing a seat belt, even in the absence 
of complaints of pain. Therefore, the Panel 
was unable to find that there was no clinical 
indication for the examination. 

The patient impressed the Panel 
as genuine and as having a very clear 
and upsetting re.collection of her shock 
at the examination by Dr Sadhai. The Panel 
found that if Dr Sadhai had explained what 
he was about to do and the clinical reason 
for the examination, and if he had asked 
permission before commencing the breast 
examination, the patient's reaction would 
not have been one of shock. There was also 
evidence given at the hearing confirming 
that within a short time of the examination, 
the patient had told a number of people 
about her shock and distress at what had 
happened at the consultation. 

The Panel found that Dr Sadhai had not 
explained the need forthe examination and 
had not obtained the patient's consent to 
peliorm the examination.' By groping under 
a patient's clothing without explanation or 
consent and without inviting her to undo 
her bra or take off her clothing, his conduct 
was unprofessional and showed an Inability 
to grasp fundamental concepts relating to 
intimate examination. 

There was insufficient evidence to support a 
finding that Dr Sadhai had any inappropriate 
or sexual-intention in peliorming the . 
examination. The Panel noted that the 
patient's perception may have been caused 
by her surprise at the examination. 

Dr Sadhai did not deny that he had 
falsified his medical record to provide an 
apparent reason for a breast examination. 
He described it as an error of Judgment and 
said that the entry was made. in panic. The 
Panel considered that to seek to mislead 
the Board and. avoid a proper investigation 
of a notification by distorting a medical 
record falls short to a substantial degree 
of the standards of a medical practitioner 
of good repute and competency. It was 
dishonest and quite unprofessional. The 
Panel found that Dr Sadhai had engaged in 
unprofessional conduct of a serious nature. 

The Panel also noted that in respect 
of the allegations that were proven, 
there were questions about the adequacy 
of Dr Sadhai's professional peliormance. 
If Dr Sadhai had kept adequate clinical 
notes of his consultations, and had not 
mislaid those notes, he would have known 
what eXamination he had performed, 
the reasons for it and he would have been 
able to respond to the Board on the basis 
of his notes. If Dr Sadhai had taken the time 
to conduct an adequate breast examination 

. in a professional manner, he would have 
explained the need for the examination 
and thus would not have shocked the 
patient as he did. 

The Panel found that Dr Sadhai had 
engaged in unprofessional conduct of a 
serious nature in failing to explain the need 
for the breast examination and to see.k 
consent for the examination, and In falsifying 
the medical record. The Panel found that 
falsifying the medical mcord constituted 
professional misconduct. 

The Panel determined to caution and 
reprimand Dr Sadhal. The Panel also 
determined that he undertake further 
education relating to communication 
and clinical skills. 

Dr Mark Jerry 
Schulberg 
Allegations 
This formal ~earing arose after an 
intellectually disabled woman, who was 
unable to consent to medical procedures, 
became pregnant after being raped by 
her father. When shewas 24-25 weeks 
pregnant, she was presented to the day 
surgery facility at which Dr Schulberg 
practises for a termination of pregnancy. 
Dr Schul berg initiated the termination 
without obtaining the necessary consent 
from the Victorian Civil and Administrative 
Tribunal (VCAT) to perfonm the procedure. 

The patients father has been convicted 
of rape and the Panel understands that the 
sentence Imposed is the subject of appeal. 

It should be noted that Dr Schul berg 
was not the only professional involved in 
these e.vents. In the week before the patient 
was brought to his clinic on 29 March 2005, 
her father and stepmother had taken her to 
two public hospitals seeking a termination. 
The patient's father and stepmother were 
informed by a social worker at one of the 
hospitals that the consent of VCAT was 
required for a termination of the woman's 
pregnancy. On the advice of the Office 
of the Public Advocate (OPA), that social 
worker lodged an application with VCAT 
for a he.aring under the Guardianship and 
AdmlilistratJve Act 1986 (Guardianship Act) 
in relation to the proposed termination. 
The OPA notified the police. 

The intervening Easter break meant that the 
necessary authority for a 'special procedure' 
had not been obtained from VCAT before 
Dr Schulbe.rg commenced the procedure. 

The hearing was not concerned with 
whether it was legally or morally appropriate 
for a termination to be performed on the 
patient. The allegations were. limited to 
very specific aspects of the events 
surrounding thIs particular termination. 
Those allegations related to the woman's 
intellectual disability and how that factor 
impacted on Dr Schulberg's management 
of his patient. In particular, it was alleged 
that Dr Schulberg: 
a. initiated a termination of the pregnancy 

without obtaining the consent of the 
VCAT as required under section 39 of 
the Guardianship Act, in circumstances 
when he knew, or ought to have known, 
of the requirement to obtain VCAT's 
consent for a specIal procedure when 
the patie.nt is over 18 and Is incapable 
of giving consent -i> 
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b, certified that the patient: 
i. wished to terminate her pregnancy 
ii. attended of her own free will 
iii. was not under duress or coercion 
iv. understood the nature of the 

termination of pregnancy in circum­
stances when he knew or ought to 
have known that the patient was 
unable to consent to the above 

c, failed to tum his mind to the fact 
that the pregnancy was the result 
of a sexual assault. 

There was a great deal of evidence 
heard at the six-day hearing from health 
professionals and social workers Involved 
in the management of the patient, medical 
experts, and from the OPA, 

Findings and determinations 
Allegation a 

The Panel was satisfied that as a 
practitioner who specialises in performing 
terminations of pregnancy, Dr Schulberg 
ought to have been aware of the legal 
requirement contained in section 39 
of the Guardianship Act, The Panel also 
considered that the level of knowledge 
expected of medical practitioners such as 
Dr Schulberg, who specialise In termination 
of pregnancy, should be greater than would 
be expected of other medical practitioners 
without such a specialist Interest. Allegation 
a was therefore made out. 

In considering whether this amounted 
to unprofessional conduct, the Panel took 
into account: 
- expert advice that Dr Schulberg's peers 

would expect him to know the law 
- Dr Schul berg's admission that he 

ought to hilVe known of the requirement 
for VCAT consent In such a case 

- Dr Schulberg's evidence that he 
had never been asked to perform 
a termination on a woman with an 
intellectual disability, but did not seek 
expert advice as to any legal or other 
impediments before proceeding 

- the contemporaneous. notes of the 
patient's general practitioner and a 
social worker recording of telephone 
conversations with Dr Schulberg's rooms, 
in which information was provided 
about the fact that an application for 
guardianship had been made to VCAT 

- the evidence of Dr Schulberg and 
a member of nursing staff at the 
Day Surgery Unit that they each 
had significant concerns about the 
appropriate person to provide consent 
for the procedure. 

In relation to Allegation a, the Panel found 
that Dr Schulberg's conduct had been 
unprofessional and was of a serious nature. 

Allegation b 

On the basis of the evidence provided, 
this allegation was not made out. 

Allegation c 

The Panel considered whether Dr Schulberg 
. failed to tum his mind to the fact that 
the pregnancy was the result of a sexual 
assault. In particular, that he failed to make 
adequate enquiries as to whether the police 
had been notified of the sexual assault and! 
or proceeded to terminate the pregnancy In 
circumstances in which the' police may not 
have obtained the foetal blood for analysis, 

The Panel noted that the matter had 
hAAn mportArJ to thA Police before the 
termination was initiated. In the particular 
circumstances, the Panel was unable 
to conclude that Dr Schulberg's failure 
to contact Police or direct his staff to 
do so before the commencement of the 
termination was unprofessional. 

Determinations 
The Panel reprimanded Dr Schulberg in 
relation to his conduct, In that he initiated 
a termination of the pregnancy of his 
patient withou1.obtaining the consent of 
the VCAT as required under section 39 
of the Guardianship Act, in circumstances 
when he ought to have known of the 
requirement to obtain VCAT's consent for 
a special procedure when the patient is 
over 18 and is incapable of giving consent. 

Dr Schulberg was also required to undergo 
counselling that covers the law regarding 
informed consent for termination of 
pregnancy, the changes introduced to the 
Victorian law by the Abortion Law Reform 
Act 2008 (Vic) and related matters, 

VCAT 
Hearings 
Under the Health Professions Registration 
Act 2005, formal hearings have been 
replaced by hearings at the Victorian 
Civil and Administrative Tribunal (IICA T), 
for matters that involve particularly serious 
allegations and when the notifications 
were made after 1 July 2007, The Board's 
policy in relation to identifying in Board 
publications medical practitioners involved 
in formal hearings applies to summaries 
of VCAT hearings, The Board publishes 
links to VCAT decisions on its website 
at www.medicalboardvic.org.au 

Dr Soo Hua Naik 
The Board referred Dr Naik's professional 
conduct to the Victorian Civil and 
Administrative Tribunal (the Tribunal) for 
a hearing, In'ltially 20 allegations were made 
in relation to Dr Naik's professional conduct. 
A further allegation was later added, 

- 17 allegations related to the prescribing 
of benzodiazepines without proper cause 

- One allegation related to Dr Naik's failure 
to comply with an instruction from the 
Drugs and Poisons Unit (DPU) of the 
Department of Human Services (DHS) 
that he not prescribe benzodiazepines 
to named patients without first consulting 
with the patients' permit holders 

- One allegation related to Dr Naik plaCing 
his personal interests ahead of those 
of his patients by directing them not to 
attend a pharmacy that had questioned 
his prescribing 

- One allegation related to breaching 
an agreement entered Into with the 
Board by continuing to prescribe 
benzodiazepines to three patients 

- The allegation that was later added 
concerned a finding of guilt at the 
Heidelberg Magistrates' Court of two 
charges of perjury, This was the result 
of Dr Naik making a false declaration to 
the Board that he had complied with the 
agreement he made with the Board, 

The hearing before the Tribunal proceeded 
on the basis that there was an agreed 
statement of facts and that agreed 
findings would be made by the Tribunal, -7 



The Tribunal relied on witness statements 
from a representative from the DPU, an 
expert report from a general practitioner, 
statements from pharmacists and a 
statement from one of Dr Naik's patients 
whose records were involved. The evidence 
was not contested, although Counsel for 
Dr Naik explained that Dr Naik had agreed 
to the statement of facts and the findings 
for practical reasons, Initially, the Tribunal 
was advised that Dr Naik would not give 
evidence, however he later decided to 
do so. He was cross-examined by Senior 
Counsel for the Board, The Tribunal noted 
that, even allowing that Dr Naik may have 
been nervous and had only decided at 
the last minute to give evidence, he did 
not impress as a witness. The Tribunal 
expresseq concerns about his cognitive 
and communication skills. 

The Tribunal noted that Dr Naik had 
received correspondence from the 
DPU on 21 occasions between February 
1998 and August 2006 in relation to 
his prescribing and notifying him of his 
obligations under the Drugs, Poisons 
and Controlled Substances Act 1981 
and the Drugs, Poisons and Controlled 
Substances Regulations. 

In 2007, a DPU investigation of Dr Naik's 
prescribing revealed that he had been 
prescribing benzodiazepines to patients 
for whom other doctors held current 
pharmacotherapy permits, He was formally 
advised by the DPU to not prescribe 
drugs of dependence or Unisom Sleepgel 
capsules for 89 patients for whom permits 
to prescribe Schedule 8 drugs were held 
by other medical practitioners, without first 
consulting the permit holder, After receiving 
the advice, Dr Naik breached his obligations 
and prescribed benzodiazeplnes to 13 
patients without first consulting the relevant 
permit holder, A number of those patients 
were among the 89 patients the DPU had 
drawn to the attention of Dr Naik, 

The Board Was notified about the 
breaches and Dr Naik was invited to 
make submissions as to why he should 
not be suspended from practice pending 
completion of the investigation and/or 
hearing into his professional conduct. After 

. considering submissions made by Dr Naik, 
the Board entered into an agreement with 
him to alter the way in which he practised 
medicine. The terms of the agreement 
included that he would not prescribe 
Schedule 8 drugs, benzodiazepines, 
Unisom Sleepgels or Tramadol, and that he 
would provide regular statutory declarations 
to the Board declaring that he had complied 
with the terms of the agreement. 

Five months after entering into the 
agreement with Dr Nalk, the Board received 
inforrration that he had issued three 
prescriptions contrary to the agreement. At 

, that time Dr Naik had provided two statutory 
declarations to the Board, falsely attesting 
to his compliance with the agreement. 
Victoria Police were notified and Dr Nalk 
pleaded guilty to two charges of perjury, 
He was fined $5000 without conviction, 

After receiving the information that he had 
been prescribing in breach of his agreement 
with the Board, Dr Naik was again invited to 
make submissions as to why his registration 
should not be suspended, After considering 
his submissions the Board suspended 
Dr Naik's registration pending completion 
of the investigation ancl/or hearing into his 
professional conduct. 

Findings 
The Tribunal found that in respect of all 
the allegations, Dr Naik had engaged in 
unprofessional conduct and/or professional 
misconduct. 

The Tribunal said that the common features 
of the 17 records examined by the expert 
were the excessive prescribing of drugs 
of dependence in the absence of any 
demonstrated or recorded therapeutic 
need to prescribe such drugs and an 
absence of any planning for longer term 
management. The Tribunal accepted the 
expert evidence that Dr Naik should have 
known or suspected that the patients were 
drug dependent. The Tribunal commented 
that Dr Naik's prescribing deliberately 
frustrated the purpose of the constraints on 
Schedule 8 prescribing. Those constraints 
were implemented to minimise problems 
associated with use and abuse of drugs 
of dependence and In an effort to protect 
patients, The Tribunal also stated that 
Dr Naik was treating particularly vulnerable 
people with benzodiazepines and failed 
to carefully manage them, 

The Tribunal had evidence in the form of 
a witness statement from a patient that 
Dr Naik had directed him'to not attend a 
particular pharmacy that had questioned 
his prescribing, Dr Naik agreed he did this, 
The Tribunal said that to direct patients 
in this way suggested that Dr Naik was 
prescribing to support a patient's drug 
dependence, It also indicated knowledge 
of the impropriety of his prescribing and 
his desire to hide that Impropriety, 

The Tribunal stated that Dr Naik's breach 
of his agreement with the Board Indicated 
a preparedness to continue to misbehave 
despite the promise he had made that 
allowed him to continue to practise. 

In relation to the perjury convicti?n, the 
Tribunal said that falsely declaring to the 
Board compliance with an undertaking and 
lying on his oath demonstrated a disregard 
for the authority of the DPU and the Board, , 

Determinations 
The Tribunal cancelled Dr Naik's medical 
registration and disqualified him from 
applying for registration for" five years. 

In reaching this determination, the Tribunal 
took into account previous formal and 
informal hearings held Into Dr Nalk's 
professional conduct. Despite previous 
adverse findings and determinations that 
were aimed at remediation, the Tribunal 
determined that Dr Naik had not resolved 
his shortcomings. The Tribunal was 
satisfied that Dr Naik had no insight into 
how poor his standard of practice has 
been, The Tribunal was not confident that 
there would not be a repetition given the 
number of earlier reprimands that had little 
effect, his disregard for specific warnings, 
his continued prescribing in breach of the 
agmAmAnt with the Board and the provision 
of false statutory declarations to the Board, 

Dr John Swieca 
Allegations 
It was alleged that Dr Swieca had physically 
abused his patient by pushing him against 
the consultation room wall, grabbing his 
arm, dragging him across the floor and 
pushing him towards the consultation room 
door, It was also alleged that Dr Swieca had 
threatened the patient by saying words to 
the effect of 'do you want me to hurry you 
up again?', 

Dr Swieca denied the allegations and the 
hearing before the Tribunal focused on 
examining two strongly disputed versions 
of what actually happened in Dr Swieca's 
consulting rooms on 27 August 2007, -~ 
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Dr Swleca is a respiratory physician 
specialising in sleep disorders, The patient 
was referred to Dr Swieca for an opinion 
and management in relation to snoring. 
He saw Dr Swieca in the consulting rooms 
a total of four times, At the first consultation, 
Dr Swieca was 1 % hours late for the 
appointment. The patient had telephoned 
Dr Swieca's rooms before the second 
consultation and had been informed that 
Dr Swieoa was running one hour behind, 
so the patient attended an hour later than 
his scheduled appointment. He had to 
wait a further 45 minutes, The patient 
rang Dr Swieca's rooms before the third 
appointment and he was told that Dr Swieca 
was running one hour late, so he again 
attended an hour later than his scheduled 
appointment. He had to wait a further 
45 minutes before seeing Dr Swieca. 

On the day of the events that are the 
subject of this hearing, the patient had 
asked for the first appointment of the day 
at g,30am, in the hope that Dr Swieca 
would be more punctual, The patient 
was seen at approximately 10.05am. 

The patient.told the Tribunal that at this 
fourth consultation, he complained to 
Dr Swieca about being late and made It 
clear that he was unimpressed, The patient 
said that Dr Swieca told him to 'get out' 
and that there was then a verbal exchange 
between them, Dr Swieca then moved 
around his desk, reached out and pushed 
the patient, causing him to hit the consulting 
room wall. After the patient fell to his hands 
and knees, Dr Swieca grabbed him by 
his arm and tried to drag him towards the 
door, When the patient was able to stand, 
Dr Swieca pushed him towards the door, 
The patient said words to the effect of 'what 
am I supposed to do now?' and Dr Swieca 
said words to the effect of 'I don't care, do , 
you want me to hurry you up again?', 

The patient gave evidence that after leaving 
Dr Swieca's office he immediately rang his 
general practitioner and his partner in an 
upset state and Informed them of what had 
just occurred~ Both the general practitioner. 
and the partner confirmed their telephone 
conversation with the patient. 

Dr Swieca denied the incident occurred in 
the manner alleged by the patient. He said 
that the patient had abused him for being 
late, despite Dr Swieca apologising for 
this, He asked the patient to leave, noting 
that this was the rlrst time he had asked a 

. patient to leave his rooms in more than 20 
years of practice, When the patient refused 
to leave, Dr Swieca said that he tried to lead 
him out of the room with light contact and 
that the patient probably caught his foot' 
on the leg of the chair and fell. 

The Tribunal said the case came down 
to who 'rt believed and why, The Tribunal 
was persuaded to accept the patient's 
version of events on the "balance of 
probabilities and with a high level of 
satisfaction and confidence, based on 
the evidence, The Tnbunal stated that it 
preferred the evidence of the patient, who 
presented as a reliable and honest witness, 
including his response to a lengthy cross­
exam'lnation. There was no reason for him 
to make up the story and he reported the 
incident Immediately to other people and 
to the Board later that same day, 

Dr Swieca presented as a less reliable 
witness and aspects of his evidence were 
found to be implausible or unlikely, The 
Tribunal also found to be unreliable much of 
the evidence of a witness for Dr Swieca who 
had entered the room during the incident. 

Findings 
The Tribunal found that Dr Swieca had 
engaged in professional misconduct and 
commented that the physical abuse of a 
patient clearly falls well short of what might 
be expected of a medical practitioner by 
his professional peers, Such physical abuse 
of a patient cannot be tolerated under any 
circumstances. Even if Dr Swieca's conduct 
was a one-off isolated outburst that started 
off without undue malice but got out of 
hand, it was Inexcusable, The verbal threat 
by Dr SWleca following the physical abuse 
also amounted to professional misconduct. 

Determinations 
In reaching a determination, the Tribunal 
took into account Dr Swieca's unacceptable 
behaviour and his subsequent attempt 
to re-cast the facts in an endeavour to 
rationalise his behaviour and deflect blame, 
In most instances, this would'warrant a 
period of suspension, however, the Tribunal 
recognised that there were mitigating 
circumstances, The Tribunal stated that 
Dr Swieca had an unblemished record 
as a medical practitioner insofar as it was 
aware. This incident appeared to be an 
isolated outburst, perhaps triggered by 
a phone call communicating distressing 
news and exacerbated by the patient's 
unwelcome (but justified) complaint about 
his timeliness for appointments. 

The Tribunal determined to reprimand 
Dr Swieca, It also determined that Dr Swieca 
must conduct his practice so as to take 
all reasonable measures to ensure that 
his patients not be kept waiting for undue 
pen ods of time for their appointments with 
him; br Swieca was ordered to undergo 
counselling in anger management. 



TO ALL NT GENERAL PRACTITIONERS & PSYCHIATRISTS 

Dear Doctor, 

Re: ALPRAZOLAM AND. ElENZODIAZEPINE PRESCRIBING 

Chief Health Officer 
Level 4 

87 Mltohell Street patwln NT 0801 
Postal Address: PO Box 40596 

CASUARINA NT 0811 

I am writing to you to address a situation of mounting concern In the Northern Territory. 

Over the past year, we have seen several people admitted to hospital with severe Ischaemlc limb 
damage and disability associated with injecting alprazolam. We are also seeing an increase In other 
problems associated with inappropriate oral use as well as injecting. . 

As well, there is growing concern nationally about the escalating harms associated with abuse of 
benzodiazepines generally, in particular alprazolam, and the need to exercise great care in prescribing. 

This is documented In the August edition of the Australian Journal of Family Practice (AFP) by Monheit 
"Currently,alprazolam and oxycodone are the most abused drugs in Australia" 
http://www.nacop.org.au/afp/201 008/201 008monhelt.pdf 

In June 2009, the Bulletin of the Medical Practitioners Board of Victoria warned doctors that "Recent 
evidence suggests that alprazolam Is more subject to non-medical use and causes a 
disproportionately higher level of serious harm, than other benzodlazeplnes". It documents the 
associated anger and aggression, violent and threatening behaviours, death and serious injury for the 
user, as well as criminal activity. 

I have attached a copy of this Warning, plus a 2007 Tasmanian Health Department advisory 
ALPRAZOLAM PRESCRIBING GUIDELINES endorsed by RACGP and RANZCP. 
http:l(www.dhhs.tas.gov.au/data/assets/pdf filel0020/46514/Alprazoiam prescribing guidelines.pdf 

These Guidelines do NOT support prescribing alprazolam for patients with anxiety .other than 
panic disorder, which Is to be distinguished from panic attacks, panic disorder being 
uncommon. 

Alprazolam is NOT considered a first line treatment when patients do suffer from panic disorder. 
First line pharmacological drugs are newer antidepressants particularly paroxetlne and 
sertraline. An initial approach to panic disorder prophylaxis should Include Cognitive Behaviour 
Therapy (CBT). Some patients who Initially cannot use CBT should be commenced on first line 
pharmacological drugs. 

Further, they warn about the particular hazards when there is concurrent use of opiates, 
including the risk of fatal overdose, and advise that patients with drug abuse should be referred 
to an Alcohol & Drug specialist/service. 

Like the Incidents documented in the Victorian document, patients in the NT have presented with acute 
. memory blanks, confused and unable to recali the events of 1 or 2 days, the quantity of alprazolam they 
have used, their concomitant drug use, and unable to believe that they have "lost a couple of days of 
my life". 

1IBN: 84085734992 
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We have also seen individuals demonstrating dislnhlbited behaviour and aggression with intoxication, 
as well as agitation and aggressive behaviours when blood levels fall. 

We have Increasingly seen problems related to the well. documented effects that occur with 
benzodiazepine abuse generally, such as dependency and dose escalation, somnolence, ataxia, long 
term and acute memory problems. The rapidly fluctuating blood levels associated with alprazolam can 
particularly exacerbate anxiety symptoms. 

Benzodiazepines, particularly alprazolam, are often sought to enhance the 'high' of Injected opiates. 
Also to ameliorate the 'come down' from stimulanVamphetamine use, or symptoms of opiate withdrawal. 

Note the lucrative street price of a single 2mg tablet of alprazolam in Oarwin and Allee Springs at 
around $15, and up to $20. It is around $10 in Adelaide. Patients prescribed large amounts 
without close monitoring, including private prescriptions and repeats without specified periods 
before dispensing, are reported as seiling many of their tablets. 

The Monheit article provides case study examples and suggestions for managing patients seeking 
addictive medications. 

In the NT, while not currently a legal requirement, we also strongly advise that patients prescribed 
alprazolam or other benzodiazepines should sign a contract agreement as a condition of prescribing, as 
applies with opiate medications. A template is available at: 
http://www.health.nt.gov.au/Environmental Health/P.olsons Control/Medical Practltlonerslindex.aspx 

The information in this letter has been provided and endorsed by the Department's Alcohol & Drugs 
Service and Mental Health Service. Advice and help is available at: Mental Health Services 89 994 988; 
Tobacco Alcohol & Other Drugs Darwin 89 228 399, Alcohol & Drugs Service of Central Australia 89 
517 580; and the 24 hour DACAS-NT (Drug and Alcohol Clinical Advisory Service) 1800 111 092, 
hosted for NT health professionals by addictions specialists at Turning Point. 
http://www.dacas~org.au/About Us/Consultants.aspx 

A copy of this letter will be available on the Department's website. The Department Is considering action 
similar to Tasmania to regulate alprazolam prescribing, and is also working with pharmacists. We are 
interested In about your experiences and views on the best ways to assist doctors and 

i I I and benzodiazepine abuse generally. 

Attachments 
1. ALPRAZOLAM PRESCRIBING GUIDELINES endorsed by RACGP and RANZCP: Tasmanian 

Health Department Advisory 2007 
2. Warning: Alprazolam(Xanax, Kalma, Zamhexsal): Medical Practitioners Board of Victoria Bulletin 

June 2009, P 11. 

Cc Practice Managers 

• pxcro1p~'1<GAHrO);;~I?lil'PI.:JIl(.xcp.{o);j(O) (,loxe; Page 2 of 2 www.nt.gou.au 
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ThiS item has beon prepared by 
tile Department of l'lumon Services. 

Recent evidence suggests that 
alprazolam is mQre subject to 
non 4 ffiedical usa, and causes a 
Oisproportlonally higher tevel of serious 
harm, than other benzodiazeplll8s. 

Alprazoiam is a drug with particularly high 
potency and short onset of action, WhiCh 
mak"" It a preferred drug for· recreational 
abuse. As wilh other bemodlazeplnes, 
Inapproprlatelv hlgl1 doses can cause 
anterogracle amnesia. Anecdotal reports 
sllggest that among the benzodlazeplnes, 
non-medical use Is particularly associated 
with harmful experiences such as seizures. 
traffic accidents acd critre·related harm. 

I\lprazolorn i$ now the masl commonly 
reported benzodlazeplne among Australian 
illiecling rJrug usors who report inlection 
of benzodlazeplnes, 

Many witnesses givirg evidence to 'the 
\fietodan Drugs and erme Prevention 
Committee's Inquiry into Benzodiazepines 
and other Pharmaceutical Drugs in Victoria 
expressed ccncerns that alprazolam, when 
USed for rccroatloral purposes, can be 
parHcularly daogerous. They commented 
on Itshlgl11y addictive qualities, '1110 Senior 

Pharmacist at Turning Point Alcohol 
and Drug Centre comm(lIlted that for the 
drug·using population, alprazolam provides 
Ihe effect they want. Others commented 
tl1at alprazolam appears to feature moro 
prominently in cnme·related activitY such 
as diversion and thaff. 

Tho Pharmacy Board of Victoria stated 
that il was not uncommon (or alprazolam 
(Xanax) tablets (100) 10 be prescribed 
and dispensed as plivato(non·P8S) 
prescriptions and tMnon-sold on 1i1e 
stroet for $5 per tablet. 

rhe VlctMan Interhospital Liaison Group 
expressed concern that alpralolam is 
"ne of the most widely abused altha 
benzodiazepines and that management 
of withdrawal was particularly difficult. 

Most recently, alarming reports from several 
Needle Sy"nge ,Programs {NSPSI describe 
the effects of high-dose non-medical usa 01 
alprazolam by the" .clients causing .oroblems 
of anger and ~ggression, as 'Nell as 'Iiolenl 
an(1 threatening behaviour, which the users 
do rot remember the next day, During these 
episodes it is rot POsSIIlie to reason with 
or cairn individuals. Alprazolam tablets are 
alsO known as 'angry pills'. Scme NSPs 
raport ttoat people affectscl by high doses 
will cornmit crimes such as shoplifting but 
will be unaware of their surroundl~gs, 

When they recover in the police cells they 
do not rQrnamber the actions ti1at led to 
their arrest. When intoxicated they appear to 
be more at risk of either committing or being 
tho sublec;t of violence, as well as of lalls 
and other injurl as a result of intoxication, 

. There has been parlicular concern in 
Tasmania about prescnbing and non·medloal 
use of alprazolam, A cfrcular to pharrnacists 
in that state noted that serious injury and 
death has resulted Irom the practice of 
injecting aipruzolarn alone, or with other 
dregs, to produce a hewin·like 'high', 

f\lpral.olam sho(.ld cnly be prescribed when 
fi1em·is a clear indieanon for its use, alter 
laking into accounllhe risl<s to Ihe patient 
and the burden 01 harm to the comrrunily, 

The recorrmondatlon 01 tho Royal Australian 
and New Zealand COllege of Psychiatrists 
(RANZCP) is thot aipratolam has a'imlted 
role in the treatrrent of pa~ic dlsoreJer and 
anxiety. The !nitlal approach sl10uld be 
psychological measures, such as .cognitive 
behavioural therapy. F'rst line drug therapy 
lor panic disorder is stated to be the newer 
antidepressants, particularly paroxatine 
and s0qrallne. Benzodiazepinesare f 

listed as second line therapy along with 
Iricycllc antidepressants anclthe MAOI's. 
This approach. is .supported by t~e P8S 
approval. which is 'for tho treatment of 
panic disorders wrere other treatments 
have failed or are ' 
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ALPRAZOLAMPRESCRIBING GUIDELINES 

INTRODUCTION 

Alprazolam is a short-acting drug in the benzodiazepine class of medications. It is 
llsed to treat anxiety disorders and panic attacks. It is usually taken two to fot11' times 
a day. Atprazolnm is sometimes used in the treatment of depression and agoraphobia. 
Alprnzolam may cause drowsiness and affect alertness. IdeaIly it shoLtld only be taken for 
short periods of time such as 2 to 4 weeks. Benzodiazepines are very effective for treating 
acute symptoms, but if sho!'t acting benzodiazepines such as alprazolam are used long 
term, the intended effect diminishes with tolerance, there is a high risk of the deve10pntent 
of dependency, and the rapidly fluctuating blood levels may exacerbate the symptoms of 
anxiety disorder. 

"Benzodiazepines act lllo.re rapidly than antidepressants but arc morc likely to cause 
phYSical dependencies, and such ad verse effects as somnolence, ()taxia, and memory 
pl'Obletns. Antidepressants and benzodiazepines are sometimes used in combination 
initially with a slow taper from the benzodlazepine after the antidepressant becomes 
effective".' . 

RISKS OF COMBINING I\Ll'RAZOLAM WITH 01'10[05 

Alprazolam, like other benzodiazepines, acts on the central nervous system (CNS). The 
effects of alpl'azolamare increased when combined with other central nervous system 
depressants stich as tnethadone and other opiate related medications. 

"Major clinical issues OCCllr with the concurrent use of benzodiazepines and opiates. 
Bcnzodiazeplnes and opiates used together increase the risk of fatal overdose and 
similarly the use of methadone andbenzodiazepines increases the risk of sedation." 2 

The mortality and har\11 that is associated with abuse of opioids prescribed in the 
community is an important emerging issue and associated with that abuse is the 
concurrent abuse of alpruzolmn (Alprax®, Kalma®, Xanax® <lnd ZElmhexal®). There are 
also indications that harm levels in the use of this drug arc increasing in line with the 
steadily increasing medical use of opioids. 

USE IN PANIC DISORDER 

A1.prazolam is approved on the Pharmaceutical Benefits Scheme (PBS) 'for the treatment of 
panic disorders where other treatments have failed or are inappropriate'.j 

Consideration needs to be given to whether the patient is suffering from panic disorder 
and not a generalised anxiety disordel~ or from anxiety symptoms generally, including 
those associated with drug abuse. Whilst isolated panic attacks nre common, panic 
disorder is uncommon. It is quoted as affecting 2 to 3% of the population in a 12 month 
pel'iodand is 2 to 3 times mOl'eprevalent in women than men 

2 Nation,,1 o.)tnorbidil}, f'rojt.'':[-~ ComorbiuHy of menl'ol dh:nrd(lf$ <Inti Eubl'tm1Ct.' use; Nation(ll Mental H<wlthStriltegy; N.,tjOflll! Drug Stt'a(cgy. 

:} Schedule of Phnnn,lCl!ullcal Hcnatlts August "2006 ~ Psy<:holepti':8; Alpti\Zol<lffi 
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"The initiilI approach £01' the prophylaxis of pilnic disorder shonld in<:!l~de psychological 
measmes such as cognitive behavioural therapy (CBT). While these willsttffice for 
some patients, others will need drugs as well. ScHne patients initially do not relate to a 
psychologkalapproach and calmot use CBT. They should be commen<;ed on a first line 
phal'lllaCologicaJ drug, wHh CBT added later if possible. Regarding eifectiYelless, the 
number needed-to··treat to get one person panic free is 3 for Cal' and5 formedicaHon. 
Pharmacotherapy for panic disorder may need to be continued for 6 to 1.2 1110nths in the 
first instance">! 

First line therapy is stated to be "newer antidepressants particularly paroxetine and 
sertraline".' Benzodiazepines are listed as second line therapy along with tricyclic 
antidepressants and MAOI's. . 

The bi-national Committee of Psychotl'OpicDrugs and Other Physical Treatment 
(COPDOPT) take the view that there is some, be it small, evidence-based support for the 
use of alprazolam for short periods. In using it consideration should be given to the fact 
that: . 

• the endul'ing beneHt Is Hmall 
cognitive aJld motor side-effects of long term usc mtlst be considered 
the relatively greater developmellt of tolerance and problems with withdrnwnLln patients using 
short acting agents snch as'alprazoIam. 

In the case of dl'llg abuse very careful consideration needs to be given to the lise of 
benzodiazepines, with diazepiilm being a pre£etred treatment for anxiety associated 
wifh drug withdrawal. Ideally such patients should be referred to an Alcohol and Drug 
specialist/services. 

ALI'RAZOLAM ABUSE 

Pharmaceutical Benefits Scheme data suggest that alprazolam prescribing in Tasmania 
is apprOXimately 100% higher than the national average. Simila1'1y the use of opioida in 
Tasmania is approximately 50% higher than the national average. The reported use of 
intravenous alpl'azolam ill ~onj(lllction with methadone to achieve a "heroin" like high is 
of partictilar concern." In Tasmania there is an illicit drug problem associated with legally 
prescribed dmgs and very little heroin. The practice of intravenously injecting alprazola111 
with methadone presents a very serious risk of overdose. 

Consistent with other jurisdictional al'rangerilents, alprazolam is listed as a declared 
restricted substance under the Tasmanian Poisons (Declared Restricted Substances Order 
1990). This requirement means that prescriptions dispensed in Tasmanian must be 
written by prescribers registered in Tasmania. It also places other conditions 011 its supply 
by the dispensing phl\rmocist as a declared restricted SUbstance .. Possession except in 
accOl'dance with a legal prescription is iUegal and prescribers cannot prescribe this for 
drug depeudent persons l'eceivlng Schedule 8 medications unless they are the holder 
of an authority issued under S22 of the Alcoltol rind Drug Dependency Act 1968 £01' those 
medications. 

(Refer - DHHS - Legnlreqllire/ltc/l/s jar tile preseribillg of Alprnzolnui) lilly 2007 

'fJlt'fllpl.'lllic Gllid!!/lII!': Psydwti'tlpicVcrslon 5 Mdbournc 2003. Puge 176 

5 TlIem/tl'II/"( CllrddflFI!; Psyd/l.lttIJPic WI'J;i(ln!i Melboul'n~ 2003, P,lge 176 

6 R Bru 1\0; '1'<l::nMniul\ OrugTi\mds 2.006 - rllidings frOtu the Illicit Dl'lIg: Reportillg System OURS) NDARC . 



Alprazolam prescribing 
A resource for South Australian prescribers 

This resource assists medical practitioners to: 

> Critically examine the need for prescribing alprazolam in their medical 
practice. 

> Become familiar with current concerns with alprazolam abuse amongst 
vulnerable populations. 

> Identify risk factors that should trigger patient referral to specialist services. 

> Seek help from regulatory and clinical information sources if requested to 
prescribe alprazolam .. 

Introduction 

Alprazolam is a rapid-onset, short-acting benzodiazepine indicated for treatment of anxiety disorders 

and panic attacks. Ideally alprazolam should be prescribed for short periods, such as two to four 

weeks. In South Australia alprazolam abuse especially in drug dependent populations is being 

reported more frequently. This is similar to other Au:;;tralicUl jurisdictions. Large pack sizes and a 

. sought-after pharmacological profile makes alprazo[am the benzodiazepine of choice amongst drug 

dependent p<?pulations, 

Concerns with prescribing alprazolarn 

Significant consequences for both patient and prescriber may flow from alprazolam abuse. 

In the worst cases, excessive doses of alprazolam taken alone or in combination with other 
benzodiazepines, opioids, or alcohol may result in death. Other concerns include: 

> initiation or maintenance of benzodiazepine dependence 

> interference with opioid pharmacotherapy treatment 

> risk of severe benzodlazeplne withdrawal syndrome and seizures 

> increased risk of motor vehicle accidents (whether as driver or pedestrian). 

For prescribers, concerns include the prescriber: 

> becoming known amongst drug-dependent populations as an alprazolam 'script doctor' 

> contributing to the already SUbstantial illicit trade in pharmaceutical drugs 

> placing themselves at professional, civil, or criminal risk for prescribing to known 
dependent persons. 

® ~ 
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Guidance on prescribing alprazolarn 

1. Have a clear and dOCllmented treatment'plan, informed by: 

> agreed treatment goals 

> appropriate patient selection 

• regular patient to practice [never on the first apPointment] 

• treatment is supported by a specialist 

• patient is willing to engage in treatments other than benzodiazepines 
(9g antidepressants, CBT). 

> firm diagnosis. 

> justifiable rationale for prescribing alprazolam not based on patient requests for the drug 

> strict adherence to frequency and dose. lie the patient should not "run out" ahead of . 
schedule] . 

> when withdrawing alprazolam, a gradually reducing dose should be prescribed to avoid a 
withdrawal syndrome. Any reduction should not exceed Q.5mg every thre-e· days. 1 

2. Active communication with: 

> other treatment providers involved in the patient's care (doctors, pharmacists, Assessment 
and Crisis Intervention Service) 

> health authorities (Drugs of De'pendence Unit, Medicare Australia). 

3. Regular urine drug screens to detect undisclosed drug use. 

4. Specialist referral where necessary, for example: 

> unclear diagnosis 

:.> drug-seeking behaviour 

> excessive or problematic consumption of: 

• benzodiazepines 

• alcohol 

• opioids 

> active treatment for drug dependen.ce I intravenous drug use (opioid pharmacotherapy) 

> past history of drug dependence I misuse 

> young patient 

> past or current injecting drug use [check their arms for injection sitesl] 

5. Regular follow up and responsible information-sharing with the patient and members of the 
treatment team. 

Signs of potential rnisuse of alprazolarn 

> Reports of lost f stolen prescription or medication 

> Patient specifically requests drug by name 

> Patient exhibits demanding or intimidating behaviour 

> Presenting intoxicated 

> New patient to clinic and no previous medical reports available 

> Signs of recent or past injecting 

> Patient unwilling to engage In treatment as outlined in the Guidance 

~ 
~ 
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Use of alprazolam in panic disorder 

Alprazolam is approved on the Pharmaceutical Benefits Scheme for the treatment of panic disorders 

where other treatments have failed or are inappropriate.2 

Prescribers should exclude from the differential diagnosis a Generalised Anxiety Disorder, Social 

Phobia, Obsessive~Compulsive Disorder, Post Traumatic Stress Disorder, anxiety symptoms 

associated with drug misuse, or anxiety due to a general medical condition.3 

Whilst Isolated panic attacks are common, panic disorder is uncommon. The reported lifetime­

prevalence in the developed world Is considered between 1.4% and 2.9%, more common in 

females,4 The point-prevalence in Australia has been identified as low as 0.7%.5 "" 

"First line treatment for Panic Disorder is with non-pharmacological approaches. Education about 

.the disorder, in particular explaining the way in which the panic attack produces physical symptoms, 

is essential. Breathing control strategies ... and relaxation strategies are also important first steps. 

Cognitive behavioural therapy (CBT) is the treatment of choice for panic disorder. There are several 

versions of this used for panic disorder. The most commonly used is panic control treatment, which 

involves exposure to cjeliberately induced symptoms, together with teohniques (such as controlled 

slow breathing) for controlling symptoms and reattribution of symptoms to benign causes (eg 

palpitations are not due to cardiac arrest").6 

When csr is not available or ineffective, pharmacological treat~ent may include (in order of 

preference): 

> SSRls I SNRls 

> TCAs 

> MAOls 

> some benzodiazepines (clonazepam, alprazolam) 

Pharmacological treatments should Ideally be used for not more than 6 -12 months, eventually 

b.eing reduced and ceased. It is acknowledged, however, that some patients may require ongoing 

treatment with these medicines. 

Contacts for help 

Drugs of Dependence Unit: 1300652584. Office hours. 

Medicare Australia: 1800631181 - Prescription Shopping Program requires prior registration see 

http://INWV'I"medicareaustralia.gov"au/provider/Pbs/presc ri ptio n-sho p pi ngll nd e x. jsp. 

Drug and Alcohol Clinical Advisory Service: 8363 8633. A 24 hour 7 day per week advisory 

service for clinicians seeking advice on management of people with alcohol and drug related 

problems. 

Recommended further reading 

Royal Australian and New Zealand College of Psychiatrists Clinical Practice Guidelines Team for 
Panic Disorder and Agoraphobia, 'Australian and New Zealand clinical practice guidelines for the 
treatment of panic disorder and agoraphobia' (2003) 37 AustraNan and New Zealand Journal of 
Psychiatry 641. 
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The Secretary 

Scheduling Secretariat 

GPO Box 9848 

CANBERRA ACT 2601 
Email: SMP@health.gov.au 

Dear Sir/Madam, 

Benzodiazepines 

Re Scheduling proposal to reschedule benzodlazepines from Schedule 4 (S4}to Schedule 8 (58) 

I am very concerned at this rescheduling proposal and the corlse'quemc1es 

In order to meet routine dispensing requirements, mypharmacy generally keeps in stock the 

fall 

If benzodiazepines as a.c1ass are rescheduled to S8, this will have a significant administrative burden 

for my pharmacy as well as for the residential facilities I service, In order to meet my responsibilities 

as a pharmacy owner, I would need to install a significantly larger safe to accommodate the volume 

of benzodiazepines as well as the 58 medicines I already carry, 

Similarly, the residential facilities I service will have to implement changes to address any 

reschedule, They will have to review their storage and recording arrangements for these medicines 

as well as the administration of the medicines to the residents, 58 medicines require greater 

intervention from higher level nursing staff than 54 medicines, As such, this change will have both a 

staff resourcing and financial impact on these facilities, I am concerned that for them to meet 

legislative and administrative requirements, given their limited funding, they may have to direct 

staffing from other service areas, to the detriment of the care of the resident. 
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Noting the level of doctor-shopping and pharmacy-shopping and uncontrolled abuse/misuse that 

currently occurs with 58 medicines such as oxycodone, I do not believe that rescheduling 

benzodiazepines will accomplish the desire outcome. Particularly as I do not believe there is a class 

issue. It is my understanding that the issue is predominantly with Alpra7.0lam, and that it is not 

necessarily a nationwide issue but problematic in certain locations. Acknowledging there is a need to 

address any issue of medicine abuse or misuse, I feel there are more appropriate mechanisms to 

address this issue, such as real-time monitoring, benzodiazepine contracts and staged supply 

services. If the issue is for specific benzodiazepines in specific regions, I suggest that Medicare Locals 

could be tasked with working with jurisdictional Health Departments and professional organisations 

to look at implementing some of these measures. 

I strongly urge the Committee to recommend that benlOdiazepines remain in Schedule 4. 



17th January, 2013 

The Secretary 
Medicines and Poisons Scheduling 
GPO Box 9848 
Canberra ACT 2601 
Email: SMP@health.gov.au 

Dear Sir/Madam, 

Benzodia~nes 

V 
SANOFI 

Re: Public Submission - nnder Regulation 42ZCZK of the Therapeutics Goods Regnlations 
1990 - ACMS Meeting March 2013 

In reference to the pre-March 2013 Scheduling Meeting notice inviting public comment, Sanofi 
notes the scheduling proposal for benzodiazpines as outlined below: 

Proposal to reschedule benzodiazepines from Schedule 4 to Schedule 8 

At the request ofthe Paediatric Medicines Advisory Group to address a recognized unmet medical 
need, Sanofi has supported an application for clobazam for use in the orphan indication paediatric 
partial refractory epilepsy as outlined below. The product has been used 'offlabel' for this 
purPose for many years in Australia, but has been approved in other major territories including 
New Zealand for more than two decades for this use. The application is currently nnder 
evaluation by the TGA: 

Children (4 years of age and over) 
As adjunctive therapy in patients with partial refractory epilepsy who are not adequately 
stabilized with their current anticonvulsant therapy. 

The intended treatment population are children for whom all existing treatment options have 
failed. Useage will be initiated by specialists and is intended to be short term and closely 
monitored. . 

In light of the intended use in this rare condition which is significantly different to the potential 
risks when used for anxiety or sleep disturbances, Sanofi does not consider that rescheduling is 
appropriate, on the basis it adds complexity to making treatment available to those who have a 
significant medical need. Sanofi would appreciate being advised of the Committee's 
consideration with the opportunity for further comment, if appropriate. 

Yours faithfully, 

sanofi-aventis australia ply ltd ABN 31 008558807 trading as SANOFI 
Talavera Corporate Centre, Building D, 12-24 Talavera Road, Macquarie Park, NSW 2113-

Tel: +61 (0) 2 8666 2000 - Fax: +61 {OJ 2 8666 3000 - www.sanofl.com.au 



TheSecretary 

Scheduling Secretariat 

GPO 60x9848 

CANBERRA ACT 2601 

To whom it may concern, 

Benzodiazepines 

Re: Proposal to reschedule benzodiazepines from Schedule 4 to Schedule 8. 

I was most concerned when I heard of this submission and the impact it will have on the staff who work in 

Aged Care. 

Benzodiazepines are commonly used drugs in Aged Care Facilities. 

If Benzodiazepines are rescheduled from Schedule 4 to Schedule 8 this will result in a major increase in time 

required for Registered and Enrolled Nurses to check these drugs and also to administer them. (Schedule 8 

drugs must be given and checked by 2 staff). 

This will largely Impact on the time that RN/EN staff have to provide care to the residents. 



14 February 2013 

The Secretary 
Scheduling Secretariat 
GPO Box 9848 
CANBERRA ACT 2601 

Dea r Sir / Madam 

Benzodiazepines Think Clinical Services 
Phone 07 3216 4888 

Fax 07 3318 7667 
cllnlcalmanager@t~lnkpharmacy.com.au 

Please see below Think Clinical Services response to the recent notification inviting public 

submissions under Regulation 42ZCZK ofthe Therapeutic Goods Regulations 1990 re: the proposal 

to reschedule benzodiozepines from Schedule 4 to Schedule ·8, for consideration by the ACMS. 

-



Benzodiazepines 

1. Proposed amendments referred by the delegate for scheduling advice for consideration by 
the Advisory Committee on Medicines Scheduling (ACMS) 

I 

Substance/s Scheduling proposal 
i 

Benzodiazepines Proposal to reschedule benzodiazepines from Schedule 4 to·Schedule 8. 

Comment on the proposed amendment: Proposal to reschedule benzodiazepines from 

Schedl,lI~ 4 to Schedule 8, for consideration by the ACMS - 14th February 2013. 

We would appreciate your consideration of our com merits below, based on our experience in the aged care industry, 

particularly Qld. These comments were based on our experience in both a clinical and supply role of pharmacy 

services to aged care facilities (ACFs) as well as the gathering of comments from Directors of Nursing at some of our 

ACFs. In addition there is an attached letter of comment from one of our ACF. 

If all benzodiazepines are to be rescheduled from 54 to 58: 

1. The physical amount of extra stock to be held in existing safes (as described in the Qld Poisons Regulations) in 

aged care facilities would pose a significant problem. Most ACFs already struggle to fit current stocks of Controlled 

Drugs into their safes. This problem exists whether medications are compliance packed or in original packs. For 

compliance packed medications, all 58 medications would be required to be packed per drug, per resident, further 

increasing the physical size of the medications to be stor-ed in the safes. 

2. It has already been established that compliance packed medications in aged care facilities, reduce medication 

errors. With rescheduling benzodiazepines, because extra compliance packed medications will currently not fit into 

the safe (as described above), the use of original packs may again be considered, thus potentially increasing 

medication administration errors, impacting on resident safety. 

3. With rescheduling, there will be an increase in the time taken for medication administration rounds by registered 

staff at the facility, in view of the extra documentation required and the repeated access to the Controlled Drug safe 

(as a separate drug storage area to the commonly used secure drug trolley). Once again, Qld Poisons Regulations 

dictate that 58 medications must be securely stored in a safe that meets the standards described within these 

Regulations. This impacts on timely administration of medications, already an Issue in aged care, particularly with 

morning rounds of medication administration. 

If the motivation for the rescheduling is concern over the potential misuse of benzodiazepines 

1. Compliance packed medications can reduce access to substances of abuse/dependence. This supports the 

packaging of regular benzodiazepines. Consideration could be given to the recording of all prn doses of 

benzodiazepines in a controlled drug register and the packing of these prn doses into single dose sachets/ packs to 

further reduce potential for abuse. This procedure is currently being used in one of our ACFs and has significantly 

reduced both the potential for misuse and the actual use of prn doses of benzodiazepines, ensuring care staff 

consider alternative non-drug options in the case of pm benzodiazepines. This has improved both potential for 

misuse and patient care and has significantly reduced the number of prn doses of benzodiazepines administered to 

residents. 

, Submitted by Think Clinical Services 17 January 2013 2 
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2. Consideration may be given to a mandatory review of the use of regular benzodiazepines every 6-12 months to 

assist in ensuring the judicial use of benzodiazepines. This review could be undertaken by an accredited clinical 

pharmacist as part of the current RMMR contracts, preferably with GP RMMR referral, but perhaps also as a 

Pharmacist Only Review. 

For Reference: 

The table below provides data on the total number of benzodiazepines packed for aged care residents using Think 

Clinical preferred dose administration provider for the month of December 2012. 

1. Data collated for the period of 1" December 2012 - 31" December 2012 

2. The total number of residents receiving packed medication for the period was 24, 486 residents 

3. The total number of medications packed for the period was 8, 541, 878 

4. The total number of Benzodiazepines packed for the period was 240, 351 

5. The percentage of Benzodiazepines packed to all medication packed for the period was 2.81% 

Submitted by Think Clinical Serl!ices 17 January 2013 3 



The Secretary 
Scheduling Secretariat 
GPO Box 9848 
CANBERRA ACT 2601 

17'h January 2013 

To Whom It May Concern, 

Benzodiazepines 

RE: Proposal to reschedule benzodiazepines from Schedule 4 to Schedule 8 

As the Director of Nursing of a 108 bed Residential Aged Care facility I wish to make comment on the proposed 
change regarding the re-scheduling of Benzodiazepines from S4 to S8. 

Benzodiazepines are a group of drugs used in Residential Aged Care facilities that are used for minor tranquillisers to 
help the elderly people with anxiety or sleep problems. The use of Benzodiazepines in RACF is prescribed guardedly 
by the General Practitioners and prescribed only when all other options are exhausted in terms of non­
pharmacological interventions. Its use is monitored comprehensively by the pharmacists and administered by 
competent nursing staff and or care staff under the supervision of registered nursing staff. 

All medicines are stored safely and strict security policies are adhered to in preventing access to unauthorised 
persons. In our RACF most of the medications are pre-packed in sachets and ordered as a regular medication and for 
this reaSOn there is limited medication stock of large quantities of any medication including benzodiazepines. Having 
the .medications pre-packed for individual use ensures a tighter safer storage of medication and also reduces the 
potential of medication errors and or tampering of medication. 

Cu~rently our facility has two (2) large DD safes for the storage of S8 medications accompanying three (3) DD 
registers. All S8 medications are checked three times per day and once a week by the Director of Nursing to ensure 
safety and security of all S8 medications. This process is an extremely taxing on nursing staff in terms of time and the 
reduction of clinical care not to mention the additional requirement of two nurses for the administering of all individual 
S8 medication across two buildings to three service areas . 

. Should the re-scheduling of Benzodiazepines as an S8 drug be introduced, it would certainly create an enormous 
impact on staff resources, reduction in care hours and create a further reduction in space and storage of medicines 
which already is an issue in aged care. 

The scripting of benzodiazepines will become a problem if the national chart system is introduced; because individual 
prescriptions will still be required for S8's which would then have the potential to include all benzodiazepines as well. 

From a personal and professional perspective I would like to make comment that in Australian RACF's we are now 
painstakingly regulated to ensure best practice and safe practices and over the seven years in working in aged care I 
have only once come across tampering of medication by a staff member and the facility was able to recognise the 
incident promptly due to sound policies; action was taken and problem resolved. I strongly support the notion of not 
over regulating the S4 medicines as I believe there would be little' gain in improvement of the current security, safety 
and efficiency practices of the Schedule 4 and Schedule 8 medicines management. 

I trust my comment will assist in decision making process of re-scheduling of S4 Benzodiazepines. 

Thanking you. 

SubmItted by Think Cfinical 5ervlces17 January 2013 4 
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I am a registered pharmacist with 9 years of practice in South Australia. I work on several Medication 

Advisory Committees. And my practice includes community pharmacy, nursing home and home 

medication reviews. 

Rescheduling of BZDs to S8 seems a blunt tool to further Quality Use of Medicine. It is a bureaucratic 

and not educational approach that will restrict access to a useful and often clinically appropriate 

therapy. I cannot help feeling that it is implied that doctors may not always be competent in prescribing 

BZDs. Targeted education of health professionals is much preferred, possibly based on a ratio of PBS 

BZD scripts versus all other PBS prescriptions. Rescheduling Is in my view unlikely to halt the over 

prescribing of a few doctors but will make practice more difficult for the vast majority of responsible 

prescribing doctors. 

I would also not expect illegal diversion of BZDs to be greatly reduced based on experience with other 

schedule 8 drug such as Oxycontin. 

Should this be implemented I wish for an objective quantitative measures to. be in place, such as 

counting not just PBS prescription but all BZD prescriptions. Many BZD prescriptions can be dispensed 

as private prescriptions and do not turn up in PBS statistics and the number of these scripts would be 

difficult·to measure. Perhaps one needs to look at wholesaler data as a surrogate marker of BZD use in 

the community. In addition a comparison needs to be made of BZD-related hospital admissions, ADR 

and motor vehicle accidents before and after the intervention. 

Perhaps try this in a single state first and obtain solid evidence first before making a nation-wide 

decision. 

In terms of the logic: there are more hospital admissions related to warfarin and insulin. Should these 

be made S8? 

There are more people in the community who are dependent on nicotine and Etm-i and these drugs are 

self-selected and unscheduled. Harm associated with these readily available drugs dwarfs any harm 

from BZD use yet little is done about this problem. 

I suggest leaving BZD S4 and perhaps target by education doctors who based on PBS claim data seem to 

prescribe an excessive amount of BZDs (I would estimate no more than 5% of all GPs). 

Thank you 



The Secretary 
Sched uling Secretariat 
GPO Box 9848 
CANBERRA ACT 2601 
Facsimile: 02 6289 2650 

Email: SMP@healtMov.au 

Benzodiazepines 

Re: Invitation for public comment· ACMS and ACCS meetings, March 2013 
Proposal ~o reschedule benzodiazepines from Schedule 4 to Schedule .8. 

Dear Secretary, 

refers to the pre" March 2013 scheduling meeting notice inviting public 
. comment and wish to comment specifically on the application to reschedule benzodiazepines 
from Schedule 4 to Schedule 8. . 

We appreciate the opportunity to comment on this matter, albeit. being unaware of the 
reasoning behind the proposal to reschedule to Schedule 8 status. 

Discussion on Proposal 

Benzodiazepines have long been used fo treat a wide variety of disorders for different patient 
populations, and their safety profiles, risks and benefits are well established and documented. 

Benzodiazepines are the most commonly prescribed psychoactive drug in western societies 
and their uses include: anxiety disorder, panic disorder, sleep disorders, depression, epilepsy, 
anaesthesia and Intensive care, acute alcohol withdrawal and psychiatric emergencles.1 

Despite concerns regarding physiologic dependence, withdrawal, and possible abuse potential, 
benzodiazepines have a legitimate place in therapeutics and strongly 
believes that these concerns are best managed by physiCian guidance, quality patient focused 
care and careful prescribing. In addition, _ believes that the inclusion of benzodiazepines 
in Schedule S8 would be unlikely to address these issues and will negatively Impact patients 
who truly benefit from these drugs. 

Furthermore, adequate and clear guidelines addressing practical strategies for appropriate 
prescribing and managing patients on benzodiazepines are lacking. _ .... IIi .. __ 
believes that the development of such guidelines would best address the sometimes complex 
clinical management of patients with conditions such as anxiety, depression and insomnia and 
the eventual withdrawal of benzodlazepines in such patients. 

The stringent approach to prescribing benzodiazepines adopted by some healthcare 
professionals has led to the substitution to alternative medicines. that may have reduced 
efficacy and sUbstantial safety concerns, such as with zolpidem, which also has the potential 
for abuse and remains a Scheduled 4 prescription medicine.2 
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......... Ieels that there is a need for a more balanced approach to prescribing 
benzodiazepines, which Involves the assessment 01 risk and benefits, to ensure that patients 
~ benefit from these agents are not denied appropriate treatment. _ 
_ believes that the rescheduling to S8 would oppose the balanced approach 
required for the appropriate prescribing of benzodiazepines to patients who would legitimately 
benefit from treatment. 

Furthermore, stronger prescribing restrictions could result in frustration and incomplete 
treatment of patients who are handed back to the GP by their specialist, if the GP refuses to 
prescribe the benzodiazepine required for continuation of their treatment. 

Current prescribing and use of benzodiazeplnes. 

Benzodiazepine use remains ali important therapeutic option worldwide. However, Australian 
PBS data shows an overall reduction In prescribing of benzodlazepines, except for 
alprazolam.3 . 

In an assessment of prescription drug misuse, it was found that in Australia, the rilost abused 
drugs are oxycontin and alprazolam, a short acting benzodiazepine.2 As the benzodiazepines 
differ in half-lives, safety, indications for use and abuse potential, it would be unreasonable to 
group them together and impose the same restrictions on all the benzodiazepines. Also, we 
note that the Schedule 8 status of oxycontin has not addrssssd the high abuss rats that it 
holds. Rather, we strongly believe that practical guidelines with cisar strategies for managing 
patients who may be abusing prescription medicines would be the best approach to tackls 
these issues. 

A rscent meta-analysis showed that a simpls intervention, such as a lettsr or singls GP 
consultation, resulted in a substantial reduction in benzodiazepine use in long-term ussrs." 
Thsse rssults demonstrate that it's the patient care and strategies for quality use of medicines 
that make the difference. 

As with all medicines, the physician together with the patient should assess the risks and 
benefits of benzodiazepine treatment relevant to the patient's individual clinical situation. Once, 
the decision is made to use a benzodiazepine, a treatment plan that ensures the shortest 
treatment duration possible with the lowest dose possible, should be agreed upon. 

Conclusion 

supports the quality use of medicines as the main strategy for the 
appropriate prescribing of benzodiazepines - better outcomes are achieved when the physician 
discusses and devises a treatment plan in conjunction with the patient. Treatment ciften 
Involves multiple interventions from various healthoare professionals; therefore, the GP 
becomes an integral part In co-ordinating patient treatment. 

In general, benzodiazepines should be prescribed for short-term use only, however, there is a 
limited role for long-term use in some patients, and these patients should be managed with 
care. 

There is a need for more useful resources to help GPs review the use and eventual withdrawal 
of benzodiazepines by their patients. These resources would best address the conoerns 
around benzodiazepine use. 

Benzodiazepines are not included In Schedule I, Schedule II or III of the WHO Convention on 
Psychotropic Substances 1971, therefore rescheduling to S8 would not be consistent with this. 
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For healthcare professionals, especially pharmacists, there would be additional costs 
Introduced for storing and dispensing of benzodiazepines if rescheduled to Schedule 8 status. 

Finally, the long standing and established history of benzodiazepine availability and use, does 
not warrant it's rescheduling to Schedule 8 status . 

••••••••• therefore considers that benzodiazepines should remain as 
Schedule 4. We hope the above comments are useful In the consideration of this matter, and 
look forward to hearing the outcome. . 



Benzodiazepines 

References: 

1. Sim MG, Khong E, Wain TO. The prescribing dilemma of benzodiazepines. Aust Fam 
Physician. 2007 Nov;36(11 ):923-6. 

2. Mcmheit B. Prescription drug misuse. Aust Fam Physician. 2010 Aug;39(8):540-6. 

3. Department of Health and Aging. Australian Statistics on Medicines. Available at 
http://www.health:gov.au/internetimain/publishing.nsf/contentlpbs-asm-2009 [Accessed 09 
January 2013] 

4. Mugunthan K, McGuire T, Glasziou P. Minimal interventions to decrease long-term use of 
benzodiazepines in primary care: a systematic review and meta-analysis. Sr J Gen Prac!. 
2011 Sep;61 (590):e573-B. 



Benzodiazepines 

MEDITRAX SUBMISSION TO TGA - PROPOSED RE-SCHEDULING OF BENZODIAZEPINES FROM 54 TO 

58 

Meditrax is a company who employs a team of Accredited Pharmacists providing Medication Review 

and QUM services to Residential Aged Care Facilities, mainly in New South Wales. We service over 

300 Aged Care Homes. We are committed to the provision of quality professional services to Aged 

Care Facilities and aim to work in partnership with facilities to improve medication management and 

resident outcomes through comprehensive medication reviews and a diverse range of Quality Use of 

Medicine Services. 

Meditrax has been contacted by some facilities who have expressed concerns regarding the 

proposed re-scheduling of benzodiazepines. We have encouraged facilities to make separate 

submissions to TGA and have emailed to facilities some information to consider regarding the 

potential impact of the proposed re-scheduling. 

Meditrax pharmacists continue to encourage reduction of benzodiazepine prescribing by the use of 

the Medication Review process, the provision of education sessions to care staff and specific 

recommendations to prescribers based on current guidelines. The proposed re-scheduling of 

benzodiazepines may complement this process but also has the potential to negatively impact on 

resident care if adequate preparation and planning is not implemented .. 

In response to the anticipated issues, Meditrax will provide ongoing support and education to Aged 

Care Facilities to reduce the likely impact of proposed re-scheduling. Meditrax will work with 

facilities and doctors to encourage gradual withdrawal of benzodiazepines where appropriate in 

accordance with quality use of medicines guidelines, highlighting the potential benefits to residents 

of withdrawal and providing supporting educational material to implement withdrawal programmes. 

The following points summarise potential issues pharmacists at Medhrax have identified: 

1. Alternate agents 

Doctors may prescribe alternate agents with sedative effects (eg anti psychotics, 

antidepressants, sedating antihistamines) for patients with insomnia and/or anxiety 

disorders which may be inappropriate and also associated with potentially harmful 

adverse effects, particu larly in the elderly . 

. Close monitoring of the prescribing of such agents may be appropriate should re-

. scheduling of benzodiazepines take place, as well as appropriate education provided to 

prescribers regarding the risks of such agents in the elderly. 

2. Non-benzodiazepine hypnotics 

The proposed rescheduling at this stage does not include the non-benzodiazepine 

hypnotic agents or 'z' drugs, namely Zolpidem (Stilnox®) and Zopiclone (Imovane®). 

Prescribing of these agents may increase if they remain 54 if benzodiazepines become 

58, but they have similar risks and adverse effects as the benzodiazepines particularly in 

the elderly. 

If Benzodiazepines are re-scheduled, re-scheduling of these agents to 58 is suggested to 

also be considered. 
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3. Continuity of supply to residents in Aged Care Facilities 

Supply of benzodiazepines to residents of Aged Care Facilities may be interrupted with 

potential for withdrawal symptoms if prescriptions are not promptly provided to 

supplying pharmacies as legally required for 58's to be dispensed. Elderly residents who 

have been taking benzodiazepines for several years may be particularly susceptible to 

withdrawal symptoms. The necessity for prescriptions to be written without the ability 

for owing supplies to be dispensed may increase the demands and workload for doctors 

as well as supplying pharmacies, with potential negative Impact on patient outcomes if 

timely supply is not carried out. 

A transition period may be required to reduce these risks and as many people may have 
a long term dependency, provision for continuity of supply will be important. 

4. Increased Workload in Aged Care Facilities and Supplying Pharmacies 

There will be a likely increase in workload of RN's due to required recording of receipt 

and administration in the 58 register of benzodiazepines. In most facilities and in 

particular High care facilities there is also a requirement for witnessing the whole 

process of administration and recording of S8s. This already takes significant time and 

this time is not recognised in the Aged Care Funding Instrument. 

There may also be a likely increase in care staff workload as they may be required to 

provide additional support during withdrawal of benzodiazepines with some residents, 

and to manage non-drug strategies for promoting sleep on an ongoing basis. 

Concerns are that the quality of care to residents may decline unless adequate financial 
support can be provided to facilities to offset increased staffing requirements that may 
result with this change to scheduling. 
Pharmacists do currently get extra re-imbursement for recording of 58 Pharmaceutical 
Benefits prescriptions through the Pharmaceutical Benefits Scheme. 
Aged Care Homes also need to be recognised. 

5. Funding to Aged Care Facilities 

Current ACFI (Aged Care Funding Instrument) does not recognise insomnia as a separate 

condition and no funding is available to provide non-drug measures for management 

for which there is good evidence of effectiveness. 

ACFI also does not provide funding for the time required to record 58 administration in 

the drug register as legally required in high-level care facilities as stated. Consequently 

resident care may be compromised due to reduced 'hands on' care able to be provided 

by current RN staffing at Aged Care Facilities. 

Meditrax seeks the support of the TGA to collaborate with Aged Care Peak Bodies and 
administrators of ACFI to make appropriate adjustments to funding and support to 

facilities. 

6. Low Care Facilities 

While low care facilities are not legally required to record 58 drugs, best practice 

guidelines and Meditrax recommend recording of at least regular non-blister packed 58 

drugs and all PRN 58 drugs, which reduces the risk of misappropriation and possible 

abuse. As many benzodiazepines are prescribed on a PRN basis, increased recording 
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requirements may also significantly impact low care facilities and reduce the time care 

staff are able to provide 'hands on' care to residents. Low care facilities may choose to 

n610ngerfollow recommended best practice guidelines which may increase the risk of 

misappropriation and abuse of PRN 58 drugs which would negate the reduced risks of 

abuse by transferring benzodiazepines to 58. 

Meditrax seeks the support of the TGA to collaborate with administrators of ACFI to 

make appropriate adjustments to funding and support to all Aged Care Facilities. 

7. Storage in Aged Care Facilities 

Summary 

If benzodiazepines are rescheduled to 58, some high care facilities may have inadequate 

storage space.in 58 cupboards. 

Although there may be some reduction in benzodiazepines prescribed, it is unlikely to 

cease and to provide adequate support to facilities regarding increasing storage 

requirements anticipated from re-scheduling of 58's may be appropriate - This may 

include an extended period of time to implement the change in storage. 

Meditrax requests that these points are recognised and considered as there may otherwise be a 

negative impact on patient outcomes in Residential Aged Care Facilities should benzodiazepines be 

re-scheduled. 

Medltrax would be happy to provide further information on request and/or contribute to any 

further discussion regarding this issue. 



The Secretaty 
Scheduling Secretariat 
GPO Box 9848 
CANBERRA ACT 2601 

January 17th 2013 

Benzodiazepines 

Re: Proposal to reschedule benzodiazepines from Schedule 4 to Schedule 8. 

Dear Sir / Madam, 

I write to lodge my concern at the proposed rescheduling ofbenzodiazepines from Schedule 4 to Schedule 8. 

The impact upon resourcing in Residential Aged Care Facilities would be overwhelming to many services and 
providers. 

Staff in this industry are already under enormous pressure and time constraints. 

Increased levels of care needs of residents in permanent residential care, demands that Registered Nurses be 
available to review, monitor and address direct care and offer supervision to staff. 

Removing Registered Nurses from the floor for additional periods of time for the management of increased 
numbers of Schedule 8 medications would be detrimental to the delivery and oversight of care. 

Given the recent publicity and interest in psychotropic medications within the aged care sector, I am surprised 
that these drugs are not under heightened scrutiny, is rescheduling of this class under discussion? 

The views expressed are my own opinions and not necessarily those of the organisation for which I work, 
therefore I ask you to respect confidentiality with regard to my name and position. 
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The impact on our Aged i i 
-We have one Registered nurse on per shift and while they attend to 88 medications it would be 
extremely time consuming to add to this the 84's. 
-you would be required to take an additional staff member( who are already busy and do not have extra time) 
off the .floor to administer the 84. 
-Our current 88 safes are not large enough to hold surplus 84's. 
-Currently 84's are monitored! restricted by GP's through prescription, authorities etc. 
-Currently our practice for 84's is safe and reliable, with regular 84's being packed and prn 84's locked away 
and only accessed by RN's 

15/05/2013 
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Victorian Institute of Forensic Medicine 
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11 Moore Street, Southbonk Yic:torio, Australia 3006 
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The Secretary 

Sdl(ldullng Secretariat 
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16 January 2013 

Re: proposed amendment to the Poisons Standard referral to scheduling advice: 
Submission under Regulation 42ZCZK oBhe Therapeutic Goods R¢.gulatiolls 1990. 

~-----~-----------------,:------------------, 

Substance Scheduling proposal_ 
Bellzodiazepines Proposal to reschedule benzodiazepines from Schedule 4 to 

ScheduleS 

This submission strongly supports the propos;;!1 to reschedule benzodiazepines from 
Schedule 4 to Schedule 8. Benzodiazepines are well knoWll to be addictive drugs yet are 
available on prescription under Schedule 4. 

The Clinical Forensic Medicine Department of the Victor!al1lnstitute of Forensic 
Medicine is uniquely positioned to C1ttestto the devastating consequences of 
benzodlazepine abuse. 

1 

• We conduct 'Fitness for Interview' extjminations of detainees to determine if 
they can be interrogated by pollee. Our combined experience is that indiViduals 
detained by police are very commonly drug affected. Self- reportingby the 
detail1ees indicates a high rate of prescribed andnol1-prescrlbed benzodiazepine 
use. 

• We proVide rep.ortsto the Victoria Police Traffic Departments dealing with the 
effects of drugs and alcohol on drlvingsafety and the role pf these drugs in crash 
causation and cases of culpable driving. In many cases, the drugs callsing driving 
impairment are benzodiazepiI1es. 

• Certificates as to drug Effect are prOvicled by us to poliCE) underSection 57 ofthe 
Victorian Road Scifety Act. In these Cases Ollt Authdriseej experts compare 
impairment assessments of drivers with the tOXicological analyses of their blood. 

T~LEPHONE: +61396044480 FACSIMILE. +61 396844481 EMAIL: cfm@vifm,Qfg weB SITE: www,vlfm.ofg 



Benzodiazepines 

In many cases, the drugs found to be causing impairment are benzodiazepines 
alone or in combination with other psychoactive drugs. 

• The Goroner and the Australian Health Practitioners Regulation Agency refer 
cases for opInions on the prescribing practices of doctors. In most of these cases, 
the. doctors have been shown to prescribe both,benzodiazepines and opiates 
inappropriately. 

• All forensic examinations of complainants of sexual assault in Victoria are 
conducted by examiners from the Victorian Institute of Forensic Med.!clnE). 
Sexual assaults areinfrequentlyfound to be facilitated by consumption of 
sedative agents such as benzodlazepines. AsignitJ:cant percentage dall cases 
reported are associated witb heavy alcohol use by the complainant increasing 
the. risk of morbidity in the presence of benzodlazepine use. 

Research 

This submission does notinclud¢aliterature review oftheaddlctiye l1atur~ of ail 
bebzod!azepines. There is authority for and acceptance of this attribute ofthe class of 
drugs. 

Literature suggests that benzodiazepines may have a negative influence 011 many facets 
of human behaviour resulting in risk to themselves and other.s as folloWS: 

Deqths 

The Victoriall.Coroners Prevention Unit has collected data on deaths due to drugs and. 
has foundbenzodiazepinesfeature in 50.3% of drug related deaths. This is exceeded 
oniy byopfoid analgesics at!l1.4%.1 

Driving 

It is accepted that benzodiazepinescause driving impairment.2 Specifically, diazepam 
has been fOllnd to affectattentional shifting in the temporal dOluainand impair dual· 
task perfol1)1ance at a therapellticdQs'lge.3 Alprazolam has been found to calise 
significant driving Impairment specifically noted in the ability to maintain a lateral 
position and to maintain a spedficspeed.4 The effect oftolerance in the rec;luctibn of 
drivingimpairrilent is the subject of much discussion. Tolerance to benzoqlazepine 

1 Jeremy Dwyer 'Col'onlallnsights into und.erstandlng and preventing drug.related harms' 
Pharmaceutical Soa/ery ofAustrliu, Harm Millimisatlon Forum, 12 September 201'2. 
• Dassanayake T, Mitchle p, Carter .G, Jone.~A 'Effects ofbenzodfazeplnes, antidepressants and oplolds on 
driving:,a systematic review and m;)ta,analysls of epldemtologicalauil experlmentalevideu,e' Dru,q safety 
2011 34(2) 126 
::. Bouear! M, Waucq\llej<N, Mlchacil G, ~ibersa C,' Diazepalnimpatts temporal dynamics o'fvlsUill 
attention'E'xpedinental Clinical Psycllopharmacology 200? 15(1) Wi. 
4 Verstel' J, Volkerts E,Verbatell M' Effect.s ofalprazolam 011 driving al:)Ji!ty, m9nwl'Y fgl)ctiQiling a~d 
pSYGhomotOl'perfornHlnce:a r311dolilisiid, plMebo C011t'rbJled $ttldy NC!lrops'ychopbqram,a~QI()gy 3002 
27(2) 260 

2 



Benzodiazepines 

rel"ted impairment probably does occur put less so than for opioid medication. The 
prolonged use ofbenzodiazepines however h"s the potential to cause ongoing cognitive 
impairment.S 

The evidence of drivingimpairment causedbybenzodiazepines has been so recognised 
that legislative driving hnpairment limits ofthedrugs in wh()le blood has been 
proposed In Norway. For ihStance the limit suggested for alprazolam is O.003mg/L6. 
This is a level lower than that found at therapeutic concentrations? Similar comparison 
can be made between the level of diazepam considered to be associated with driving 
impairment (O.057mg/L) 8compared to therapeutic levels.9 

An audit of overdose present"tions was done in an inner Melbourne emergency 
department. It was found that alprazolalh and diazepam were over-represented in the 
data relative to the rate of prescriptions in the. population. In this study the most 
common source ofthe medication was prescription by the patients' usual doctor.10 

Association with crime 

Other than weIl documented risk of driving impairment and the consequent risk to the 
public, the association ofbenozodlazepine tlsemay have an association with other types 
of criminal behaviour. 

A typical instance of the misuse of prescribed medication is that a person is arrested by 
police and is found to be in possession of prescribed benzodiazepines. The date of 
prescription commonly predates the person's fltrest by a day or several days yet there 
are very few tablets of the prescription left. This suggests either significant overuse of 
the drug Of diversion. 

The examinations of detainees by doctors at the Victorian Institute of Forensic Medicine 
show a high proportiQn of selt~ reported benzodiazepine use.ll It cannot however be 
inferred that this association is cause and effect but, as with studies which showed the 
presence ofbenzodiazepines in the blood ofdl'ivers who had crashed, the association 
may be more than coincidental. In a study of detainees in a remand prison the 
combination of alcohol and unusually high doses ofbenzodiaozepines was shown to be 

S Luckl, Rickels, Geller A ' Chronic use ofbenzodiazepines and psychomotor and cognitive test 
performance' PsycllOpharmacology 1986 aa 426. 
• Vlndenes V, Jordbru D, Ktlapskog A at aI' Impairment based legislative limits for drivIng under the 
influence on non-alcohol drugs in Norway' Forensic Science International 2012 2191-11 3. 
70]af Drummer The Forensic Pharmacology of DnJ!Js of Abuse 2001 p 383 
B Vindenes V, JOl'dbru D, Knap"kogAet.1 ' itupaii'illellt based legislatlve limIts for driving under the 
influence on uon-.akohol drugs in Norway' ForensIc Scien,co Inl;QrnatioM/2012 21.91-11 3. 
9 O)afDl'uminel' The Forensic Pharmacology ofDnl!Js afAbuse 2001 
10 BuyJex P, Loxiey W, Dietze P, R!tterA 'Meditations tlsed III overdose and how they are acquired"' Ull 

Investigation of cases attending an inner MelbourneenlergenCY department Australia ane! New Zeilland 
jot/rnal afPublic Health 201034(4)401 
11 Data collected from exam!t\atiol1s of detainees in police stations priorto !nterv!.ew in the year 2009 
(pre-publication) 
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ri~k factors for violent crime.12 The assoGiation between benzodiazeplnes and 
aggression has been claimed to be a rare severe reaction but it is recognised that the 
research Into this area Is Iimited.1a The risk factors notedJor aggression related to 
benzodiaz.epine use are noted to be alcohol use and underlying psychopathology.14 

There Is evidence from coronial studies previously cited and self· reporting by 
detainees of theIr USe ofbenzodlazepil:1es1S that the preconditions fpr possible violent 
behaviour are met in the grotlps stuc\ied. 

Alprazolam 

Alprazolam is a benzodiazepine whicl\has been associated with widespread illicit use .. 
In particular alprazolam has been shown to be over- represented in benzod\azeplne 
adverse events in Australia.16 In cases of deliberate overdose by one form of 
benzodiazepine, alprazolam was found to he relatively mote toxic than other 
benzodiazepine$Plts widespreac\ use anc\mJsuse c\eserves special mention. 

Data collected by the Victorian Institute of Forensic Medicine at the time of the 
examination of individuals arrested by police for the year 2009 indicate the self­
reporting of the use ofalprazolam in 26% 'of persons arrestec\ on suspicion of assault. 
In a large number of cases there was self-reportingofthe use of illicit and prescrihed 
diazepam and other henzodiazepines. A frequent allegation against a detainee is that he 
oX she has damagtld property. The self- reporting of the use of both licit and i11i<;it 
alprazolam occlirred in 16% ofthose arrested for property damage.18 

In a national Australian study, the use of alprazolam was found to be high With iIlidtuse 
far exceeding Uci.t. 83% of the national sample reported \:Ising any henzodiazepine in 
their lifetime.19 The same study associated the use of recent illicit alprazolam use with 
crime at odds ratio (OR) of2.4Sand the association With having heen arrested in the 
past year at OR 2.26. 

The use of the drug for panic disorder is now discOllragec\ be.cause of adverse effects 
such as inter·dose. anxiety due to withdrawal- often mistaken by the patient for·a 

12 Lundholm L, Haggard U. MoUer ), et al 'The triggering effect of alcohol and illicit drugs on violent crime 
in a remand prison population: A case crossover study'-Drug and A/Coho/Dependence 2012 epub d/Jeado! 
print. 
13 Jones A, Nielsen S Bruno R et ai' Benzodiazeplnes, their role in aggression and why GPsshould 
prescribe with caution;' Australian Fami(y Physician 201140(11)862. 
14 Jones A, Nielsen S Bruno R at aI' Benzodiazepines, their role in aggression and why GPs .should 
prescribe with c$utioil;' AustrallilliFaml(y i'hysitianZOll 40(11)864. 
15 Data fromexaminati6n files at the V!ctorh\n!fistltut¢ of Forensic med1chw.. .. . 
11\ Moylan S, Glorlandd F, Nordfjaern T, BerkM 'The roleofalprazoJam forthe treatment olpanlc <jisordet 
ill Australia' Aus.tril.llanand NM Zealandj<mrnal (J!Psychiqtry(2012) 46(3) 212-224. . 
t1 Isbister G, O'Re{!an L, Slbbritt D, Whyte I '/l.lpTllzoiafil is re1 .. t!vely mote toxicthall.other 
):ienzod1aiep!l\es In overdose' !3,rltish}oWllq/ ajel/nlca! Pharmacology 20.04, 58(1) 88-95. 
18 Datl\ collected froJi\cxl,lmlnatiOllS of detainees in p61icestatlons prlqt to il)tervley<ln the year 2009 
(pre'publicatlon) . 
'·'StaffQl·d j, /lm:!)s L'FludillgS from the lllicltDnlg ReportingSystem (lDRS) A ustril/lari Drug 7'rens$eries 
Ni;. 73: Na.tlona/ Drug anC!A.lcoholResqiJrch Celltre,Urilversity o/NewSouth Wale$ (2012) . 
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recurrence of symptoms ~ and its misuse. It is not considered to confer any advantage 
over other benzodiazeplnes in the treatment bfpanic disorder.2o 

~"wl assault 

Currently benzodlazepines have not been found to be of partlcularconcern in cases of 
possible drug-facilitated sexual assault. The use ofbenzodiazepinesby complainants of 
sexual assault Is not knbwn because of under-reporting and delayed repOrting of these 
assaultive events. Hurley, Parker and Wells studied th" resu!tsoftoxicologlcal analysis 
of complainants who may have been sexually assaulted and were examined by doctors 
at the Victorian institute of Forensic Medicine. Of 76 cases examil1ed, 490/0 reported 
using prescription medications including benzodiazeplnes. In the group Where covert 
administration was suspected (15 cases) benzodlazepines were round in4 cases.::! 

Conclusion 

It is acknowledged that the Clinical Forensic Medicine Departmenthas extensive 
experience with benzodiazepines and other drug abuse atlevelswhich cause death and 
morbidity and an association with criminal activity. However,alternative conclusions 
may be reached; 

a) that this level of abuse is not reflective of the role of benzodiazepines in the 
community by which it follows that long term treatment with them has legitimate role, 

b) that the cohort represents only the tip of the iceberg or 

c) that the problem is pervasive. 

The combined experience of the signatories to this submission leads to the last of these 
views and concludes that the use ofbenzodiazepines other than for short courses of 
treatment of infrequent specific Indications is III advised. Ittecognises that abuse of 
benzodiazepines is facilitated by easy availability and looks to a systemic approach in 
monitoring and restricting access to these drugs. 

With respect to the specific harms created by the misuse of alprazolam and supported 
by current research, weare of the opinion that the drug should not be available for use. 

The awareness of the harms and forensicimplicat!ons of the misuse ofbenzodiazepines 
Is not unique to the experience ofthis group in Victoria. Contact with colleagues 
interstate andthrough national communication via the Australian AssoCiation of 

20 Moylan S, GiorJando F, Nbrdfjaern T, Bark M the rpleofalprazolam for the treatment of panic disorder 
In Australia' Australian and NeW Zea(qildJollrnalofPsyc!Jiatry (2012) 46(3) 212 220. 
21 HurleyM, Parker 1'1, Wells D'ThoEpldemiology of drug futflitated sexual assattlt'jollrnill ofellnlcal 
Forensic Medicine (2006) 13(4) 181-185. 
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forensic Physicians (AAFP) suggests that the problems are endemic. Invitation for 
specific comment.from the membets ofthe AAFP would be of value in assessment of the 
utility of decreasing the avallabililY of this class of drugs. 

I 



Coroners Court of Victoria 
Level 1 I. 222 Exhibition Street Melbourne 3000 
T 1300 309 519 
F 1300 546 989 
W www.coronerscourt.vic.gov.au 

16 January 20 13 

The Secretary 
Scheduling Secretariat 
GPO Box 9848 
Canberra ACT 2601 

RE: Proposal to reschedule benzoc/iazepines from Schedule 4 to Schedule 8 

I write in response to your notice inviting public submissions regarding a proposal to 
reschedule benzodiazepines from Schedule 4 to Schedule 8 of the Standard for the 
Uniform Scheduling of Medicines and Poisons [the Poisons Standard). 

Victoria's coroners do not ordinarily engage in public submissions processes, as our 
findings into individual deaths are the primary vehicle through which we highlight public 
health issues and make recommendations aimed at preventing further deaths. However 
given the potential for the rescheduling proposal to reduce significantly drug related 
harms and deaths in the State of Victoria. I have determined it is appropriate for me to 
respond to your invitation. 

Please find my submission and supporting material enclosed livith this covering letter. The 
submission represents my views as the State Coroner of Victoria. but not necessarily the 
views of Victoria's other coroners. 

The essence of my submission is that all benzodiazepines currently classified within 
Schedule 4 of the Poisons Standard should be reclassified to Schedule 8 of the Poisons 
Standard. Benzodiazepines are among the most frequent contributing drugs in Victorian 
deaths involving acute drug toxicity; rescheduling them will create opportunities to 

-prevent the inappropriate prescribing. abuse and illicit diversion that underpin so many of 
these deaths. 

I will be pleased to consider any requests from you for further information or clarification 
submission. I can be contacted via my Associate 

Yours sincerely 



Submission 

Preliminary matters 

Structure of the submission 

Benzodiazepines 

Under subsection 520(2) of the Therapeutic Goods Act 1989 (Cwth) ('the Act'), the 
Secretary of the Department of Health and Ageing may amend the current Poisons 
Standard. In exercising this power, the Secretary must take the following matters into 
account where relevant under subsection 52 E( 2) of the Act: 

(a) the risks and benefits of the use of a substance; 

(b) the purposes for which a substance is to be used and the extent of use 
of a substance; . 

(c) the toxicity of a substance; 

(d) the dosage, formulation, labelling, packaging and presentation of a 
substance; 

(e) the potential for abuse of a substance; 

(f) any other matters that the Secretary considers necessary to protect 
public health. 

Consistent with this framework, I have structured my submission in six parts, each of 
which addresses one of the subsection 52E(2) matters the Secretary must take into 
account when considering the proposal to reschedule benzodiazepines from 
Schedule 4 to Schedule 8 of the Poisons Standard. 

Scope of the submission 

In this submission I address the rescheduling proposal from a Victorian perspective, 
and do not consider the implications of the proposal for other states and territories of 
Australia. 

Terminology 

For convenience, throughout my submission I refer to the need to reschedule all 
benzodiazepines from Schedule 4 to Schedule 8 of the Poisons Standard. I am aware 
that flunitrazepam has already been moved to Schedule 8. In addition, while I refer to 
all benzodiazepines, my primary concern is with diazepam, alprazolam, oxazepam, 
temazepam and nitrazepam, which are the benzodiazepines most frequently 
involved in Victorian deaths. 

1, Risks and benefits of benzodiazepines 

I accept that benzodiazepines have therapeutic benefits for certain patients when 
prescribed and used appropriately. However I am deeply concerned that in Victoria 
benzodiazepines contribute to a substantial number of deaths from acute drug 
toxicity; many of these deaths occur outside the context of appropriate use and 
feature benzodiazepine dependence, diversion, prescription shopping, I inappropriate 
prescribing and multiple substance use. 

I have adopted the definition of prescription shopping set out in Parliament of Victoria 
Drugs and Crime Prevention Committee, Inquiry into the Misuse/Abuse of 
Benzodiazepines and Other Forms of Pharmaceutical Drugs in Victoria: Final Report. 
December 2007, p.' 08. The definition is: "[Prescription shopping] involves patients 
attending several doctors in order to obtain several prescriptions for controlled drugs so' 
as to get a quantity of drugs greater than their therapeutic needs, which are then used 
for personal consumption or sold on the street market". . 
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In this section I set out the empirical evidence regarding benzodiazepine· involvement 
in Victorian deaths from acute drug toxicity. I then discuss the recurring themes that 
underpin these deaths. Finally, I present my reasons why the risks that 
benzodiazepines present can be better managed through shifting them from 
Schedule 4 to Schedule 8. 

1.1 Benzodiazepine contribution to Victorian deaths from acute drug toxicity 

In preparing this submission I directed the Coroners Prevention Unit (CPU)2 to 
compile relevant information on the role of benzodiazepines in Victorian deaths from 
acute drug toxicity; the CPU provided tWo reports that I have attached to this 
submission. 

By way of introduction, I note that the information the CPU provided pertains only to 
Victorian deaths from acute. drug toxicity in which the expert death investigator (the 
investigating coroner and/or forensic pathologist) determined that the acute toxic 
effects of one or more benzodiazepines played a causal or contributory role. This is a 
very conservative measure of benzodiazepine contribution to Victorian deaths, as it 
excludes deaths associated with chronic use and deaths where the behavioural 
effects of benzodiazepines may have contributed.' 

The first CPU report (see Attachment A) comprised an overview of deaths from acute 
drug toxicity reported to the Coroners Court of Victoria in 20 I 0 and 20 I I, focusing 
particularly on the contribution of benzodiazepines to these deaths. Pertinent 
findings included: 

In 2010, 338 deaths from acute drug toxicity were investigated by the Coroners 
Court of Victoria. Benzodiazepines were the most frequent contributing drug 
group in these deaths (n ~ 165,48.8%), followed by illegal drugs (n ~ 149.44.1%) 
and opioid analgesics (n ~ 140,41.4%). 

In 20 I I, 356 deaths from acute drug toxicity were investigated by the Coroners 
Court of Victoria. Benzodiazepines were the second most frequent contributing 
drug group in these deaths (n ~ 179,50.3%), closely following opioid analgesics 
(n ~ 183,5 I .4%). 

In both 20 I 0 and 20 I I, the benzodiazepine diazepam was the second most 
frequent individual contributing drug after heroin to the Victorian deaths from 
acute drug toxicity (for diazepam n ~ lOB in 20 I 0; n ~ 123 in 20 I I.; for heroin n ~ 
139 in 20 I 0, n ~ 129 in 20 I I). 

Among the 344 deaths (165 in 20 I 0, 179 in 20 I I) from acute drug toxicity 
where benzodiazepines contributed, the most frequent contributing 
benzodiazepines were diazepam (n .~ 23 I), alprazolam (n ~ 99), temazepam (n ~ 
69) and oxazepam (n ~ 63). The overwhelming majority of the deaths (n ~ 335, 
97.4%) involved other drugs co·contributing with benzodiazepines. The most 
frequent co·contributing drugs were the illegal drug heroin (n ~ 134), the opioid 
analgesics codeine (n ~ 99), methadone (n ~ 83) and oxycodone (n ~ 56), the 
antipsychotic quetiapine (n ~ 53), and alcohol (n ~ 86). 

The CPU data shows that benzodiazepines playa central role in Victorian deaths 
from acute drug toxicity. Expert death investigators (coroners and forensic 

2 The Coroners Prevention Unit is a specialist service for Victoria's coroners created to 
strengthen their prevention role and provide them with assistance on issues pertaining 
to public heath and safety. 

3 Examples of the latter category would be a motor vehicle crashes where the driver'S 
performance was affected by benzodiazepines, and a drowning where the deceased 
was sedated by benzodiazepines. • 
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pathologists) found that one or more benzodiazepines contributed in approximately 
50% of Victorian acute drug toxicity deaths in 2010 and 201 I: a greater proportion 
than either opioid analgesics or illegal drugs. 

The CPU data further shows that while acute benzodiazepine toxicity alone is rarely 
the cause of deaths, benzodiazepines are ubiquitous in deaths from multiple drug 
toxicity. Fatal outcomes are particularly associated with combinations of 
benzodiazepines and heroin, opioid analgesics, alcohol and/or antidepressants. This 
finding is consistent with the extensive literature demonstrating that benzodiazepines 
produce strong additive' or synergistic depressive effects on the central nervous 
system when combined with a broad range of other central nervous system 
depressants:' . 

The high risl< of fatally toxic outcomes when benzodiazepinesare combined with 
other central nervous system depressants is clearly illustrated in the second CPU 
report (see Attachment B), which describes the co-contributory role benzodiazepines 

. played in Victorian deaths from acute drug toxicity involving the Schedule 8 opioid 
analgesics methadone and oxycodone. Pertinent findings }ncluded: 

Among 462 deaths from acute drug toxicity including methadone that were 
investigated by the Coroners Court of Victoria between 1 January 2000 and 3 I 
December 201 I, 389 (84.2%) were multiple drug deaths. Benzodiazepines were 
the most frequent co-contributing drugs with methadone; they played a co­
contributory role in 278 (71.5%) of the 389 multiple drug deaths. Diazepam was 
the largest individual co-contributing drug, playing a role in 228 (58.6%) of the 
389 multiple drug deaths. 

Among 265 deaths from acute drug toxicity including oxycodone that were 
investigated by the Coroners Court of Victoria between I January 2000 and 3 1 
December 201 1,233 (87.9%) were multiple drug deaths. Benzodiazepines were 
the. most ·frequent co-contributing drugs with oxycodone; they played a co­
contributory role in 175 (75.1%) of the 233 multiple drug deaths. Diazepam was 
the largest indiVidual co-contributing drug, playing a role in 128 (54.96%) of the 
233 multiple drug deaths. 

Again, these findings are consistent with the well-documented depressive effects 
produced by the combination of benzodiazepines and opioids. They are also 
consistent with the literature on benzodiazepine misuse, which shows that many 
people misuse benzodiazepines to enhance the effects of opioids, usually for 
recreational and/or quasi-therapeutic purposes.s 

4 See for example El-Guebaly N, Sareen J, Stein MB, "Are there guidelines for the 
responsible prescription ofbenzodiazepines?", Canadian'/ournalofPsychiatry, vol 55, no 
1" November 2010, p.709; Charlson F, Degenhardt L, McLaren J, Hall W, Lyhsl<ey M, "A 
systematic review of research examining benzodiazepine-related mortality", 
Pharmacoepidemiology and Drug Safety. vol 18, no 2, February 2009, p.94; Ashton H; 
"Toxicity and adverse consequences ofbenzodiazepine use", Psychiatric Annals, vol 25, 
no 3, March 1995, p.158. 

5 See for example Rowlett JK, Dul<e AN, Platt DM, "Abuse and dependence liability of 
GABA-A receptor modulators", in The Receptors: The GABA Receptors, edited by Enna SJ 
and Mohler H, 3rd edition, Totowa, New Jersey: Humana Press, 2007, pp.152-153; 
Griffiths RR, Weerts EM, "Benzodiazepine self-administration in humans and laboratory 
animals: implications for problems of long-term use and abuse", Psychopharmacology 
vol 134, no " 1997, p.2; Reed K Bond A, Witton J, Cornish R, Hicl<man M, Strang J, 'The 
changing use of prescribed benzodiazepines and z-drugs and of over-the-counter 
codeine-containing products in England", The National Addiction Centre, Kings College 
London, 2011, p. 15; Trafton JA, Ramani A, "Methadone: a new old drug with promises 
and pitfalls", Current Pain and Headache Reports, vol 13, no 1, February 2009, p.28. 
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J.2 Recurring themes in the deaths 

The CPU reports included in Attachments A and B provide a valuable overview of 
benzodiazepine involvement in Victorian deaths from acute drug toxicity, however 
they do not provide detailed insight into the context and circumstances of the 
deaths, including the types of risky behaviours associated with benzodiazepine use 
and misuse that contributed to the deaths. 

Therefore I -asked CPU members who assist Victoria's coroners with investigations 
into a range of drug-related deaths for their observations on recurring themes in the 
deaths from acute drug, toxicity including benzodiazepines. The following were the 
major themes identified: 

Many deceased obtained benzodiazepines through prescription shopping - that 
is, from multiple prescribers who were not aware of one another. 

Whereas prescribers usually exercised great caution with respect to Schedule 8 
opioids, they often did not exercise the same caution with benzodiazepines. In a 
significant number of deaths, multiple doctors supplied benzodiazepines to the 
deceased upon request and without question. 

In many cases, the deceased had been prescribed benzodiazepines continually 
for several months if not years leading up to the death. On occasion the original 
purpose of the benzodiazepine prescribing had been entirely forgotten. 

Deaths from multiple drug toxicity including both benzodiazepines and opioids 
lillegal and/or prescription) occurred frequently among people with an 
established history of substance abuse. Of the 334 Victorian deaths from acute 
drug toxicity in 2010 and 2011 where benzodiazepines contributed, 139 
deceased '(41.6%) had an established history of substance abuse and died from 
the combined toxic effects of benzodiazepines and opioids. 

These themes are reflected in recent findings published on the Coroners Court of 
Victoria website: such as Coroner John aile's finding in the death of James (surname 
redacted, court reference 20095181), Coroner Audrey Jamieson's finding in the 
death of David Trengrove (court reference 20084042), and Deputy State Coroner lain 
West's finding in the death of Rory Denman (court reference 20 1 04232). 

1.3 Managing benzodiazepine risks through rescheduling 

In 2010 and 201 I, benzodiazepines contributed to more Victorian deaths from acute 
drug toxicity than any other drug group including opioid analgesics and illegal drugs. 
In nearly all cases benzodiazepines combined with other drugs, particularly central 
nervous system depressants, to produce the fatally toxic outcome. 

The prevalence of benzodiazepine contribution in Victorian deaths' from acute drug 
toxicity strongly indicates that they are inappropriately classified as Schedule 4 
poisons, which are: 

Substances, the use or supply of which should be by or on the order of 
persons permitted by State or Territory legislation to prescribe and should 
be available from a pharmacist on prescription. 

Rather, they more closely fit the Schedule 8 description: 

Substances which should be available for use but require restriction of 
manufacture, supply, distribution, possession and use to reduce abuse, 
misuse and physical or psychologiCElI dependence. 

6 Go to <http://www.coronerscourt.vic.gov.au/home/case+findings/>. where the public 
can search for findings by deceased name and/or court reference number. 
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Rescheduling benzodiazepines from Schedule 4 to Schedule 8 of the Poisons 
. Standard will create new opportunities to prevent Victorian deaths from acute drug 

toxicity, thus ensuring that the public can receive the therapeutic benefits of these 
drugs while managing associated risl<s. 

A central prevention opportunity created by rescheduling is that benzodiazepine 
prescribing would need to meet the Victorian Department of Health's permit 
requirements for prescribing of Schedule 8 poisons, which include: 

In order to ensure that Schedule 8 poisons are available to patients with 
genuine therapeutic needs whilst minimising the potential for concurrent 
prescribing and successful drug-see/<ing activities, mediCal practitioners 
must obtain a permit (section 34A( I)) from DPRG [the Drugs and Poisons 
Regulation Group]: 

Before treating a drug-dependent person with any Schedule 8 
poison. Permits to prescribe pharmacotherapy to treat opioid­
gependence may be issued to medical practitioners who have been 
specifically approved by the DPRG. 

To treat a person, who is not drug-dependent, with any Schedule 8 
poison for a period greater than 8 weeks [ ... ].' 

With the permit requirements in place, prospective benzodiazepine prescribers would 
be required to reflect on the appropriateness of long-term prescribing and the 
dangers of prescribing to drug-dependent persons. In addition the Department of 
Health would be alerted when a doctor intended to prescribe to a person who was 
already receiving benzodiazepines and/or Schedule 8 opioids, and would be able to 
intervene with ·a/erts and safety information. Prescription shopping for 
benzodiazepines would become. much more difficult, thus reducing misuse and 
diversion of the drugs and associated deaths. 

Further to this last point, another important prevention opportunity that would be 
facilitated through rescheduling benzodiazepines to Schedule 8 of the Poisons 
Standard, pertains to the real-time prescription monitoring system that is being 
developed and implemented throughout Australia to prevent prescription shopping 
and associated harms and deaths associated with prescription drug diversion and 
misuse. 

The Australian Government has committed to introducing a real-time prescription 
monitoring system called the Electronic Recording and Reportirig of Controlled Drugs 
'initiative, or ERRCD. The ERRCD will collect information on all dispensing of 
Controlled Drugs (defined as Schedule 8. poisons), and make ,this data available to 
prescribers and dispensers: 

During a clinical interaction, authorised prescribers and pharmacists may 
access data on a consumer via a secure web portal that may help to 
inform their clinical decision-making. The ability of prescribers and 
pharmacists to view the history of Controlled Drugs that have been 
dispensed to a consumed will be a key feature of the system. B . 

If benzodiazepines are rescheduled to Schedule 8 of the Poisons Standard, all 
prescribing and dispensing will be recorded under the ERRCD. initiative and the 

7 Victorian Department of Health, "Schedule 8 permit requirements plus notification 
requirements: information for medical practitioners", September 2010. 

8 Australian Government Department of Health and Ageing, "Electronic Recording and 
Reporting of Controlled Drugs: Fifth Community Pharmacy Agreement Other Initiatives 
Factsheet", April 2012. 
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information made available to all prescribers and dispensers. This will further curtail 
opportunities for prescription shopping. Prescribers will Imow when a patient is 
receiving central nervous system depressants - particularly Schedule 8 opioids such as 
methadone and oxycodone - so they will be able to assess the appropriateness of the 
benzodiazepine prescribing put in place safety measures if necessary. The overall 
result, it is hoped, would be a reduction in harms and particularly deaths caused by 
multiple drug toxicity including benzodiazepines. 

A third benefit is that the restrictions and requirements for prescribing Schedule 8 
poisons in Victoria, closely match current clinical guidelines for prescribing 
benzodiazepines. 

At present the benzodiazepines that contribute most frequently to Victorian deaths 
from acute drug toxicity are diazepam, alprazolam, oxazepam, temazepam and 
hitrazepam. The main approved clinical indications9 for these benzodiazepines are to 
treat anXiety, paniC disorder, insomnia and (for diazepam) symptoms of alcohol 
withdrawal. 

I note that a broad range of recent clinical guidelines published both in Australia and 
internationally emphasise that, except in certain circumstances, benzodiazepines 
should only' be prescribed on a short-term basis to treat the above conditions. For 
example: 

Recent guidelines for treatment of generalised anxiety disorder indicate that 
benzodiazepines can be used at any time to treat short-term (four to six weeks), 
acute, severe exacerbations of generalised anxiety disorder. In addition they are 
an appropriate short-term second-line treatment for generalised anxiety if first­
line treatments such as psychological therapies and treatment with certain 
antidepressants fails. 10 

Recent guidelines for treatment of panic disorder vary in their advice regarding 
benzodiazepines. The range of advice includes that benzodiazepines should 
never be prescribed for panic disorder, that benzodiazepines should only be used 
for short-term treatment of severe panic disorder, and that benzodiazepines can 
be used as a final resort when the patient cannot tolerate other recommended 
drugs." ' . 

9 As approved by the Therapeutic Goods Administration and listed on the Australian 
Register of Therapeutic Goods (ARTG). See Therapeutic Goods Administration, "eSS 
Australian Register of Therapeutic Goods and Devices", <https:j/www.ebs.tga.gov.au/ 
ebs/ANZTPAR/PublicWeb.nsf/cuDevices70penView>, accessed 5 March 2012. 

10 Therapeutic Guidelines, <http://online.tg.org.au/ip/>, eTG Complete, accessed 2 March 
2012; Canadian Psychiatric Association, "Clinical Practice Guidelines: Management of 
Anxiety Disorders", Canadian Journal of Psychiatry, vol 51, supplement 2, July 2006; 
National Institute for Health and Clinical Excellence, "Generalised anxiety disorder and 
panic disorder (with or without agoraphobia) in adults: management in primary, 
secondary and community care," NiCE Clinical Guideline 113. January 2011; Western 
Australian Psychotropic Drugs Committee, "Anxiety Disorders: Drug Treatment 
Guidelines", August 2008. 

II Therapeutic Guidelines, <http://online.tg,org.au/ip/>, eTG Complete, accessed 2 March 
2012; Canadian Psychiatric Association, "Clinical Practice Guidelines:. Management of 
Anxiety Disorders", Canadian Journal of Psychiatry, vol, 51, supplement 2, July 2006; 
National Institute for Health and Clinical Excellence, "Generalised anxiety disorder and 
panic disorder (with or without agoraphobia) in adults: management in primary, 
secondary and community care," NICE Clinical Guideline !l3. January 20 II; Western 
Australian Psychotropic Drugs Committee, "Anxiety Disorders: Drug Treatment 
Guidelines", August 2008. 
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Recent guidelines for treatment of insomnia indicate that a benzodiazepine is an 
appropriate treatment for acute insomnia expected to resolve within four weeks. 
Otherwise, a benzodiazepine might be an appropriate second-line treatment for 
chronic insomnia. 12 

. 

Recent guidelines for treatment of alcohol withdrawal symptoms identify 
diazepam as the gold standard first-line treatment. The recommended fixed 
dosing schedule for this purpose extends no longer than six days. 13 

Throughout all the clinical guidelines, there are repeated warnings regarding the 
risl< that patients will develop tolerance to and dependence on benzodiazepines 
if prescribed for a prolonged period (greater than four to six weeks). 

The Victorian Department of Health requirement that a medical practitioner should 
obtain a permit to prescribe a Schedule 8 poison (a) for a period greater than eight 
weeks, or (b) to a drug-dependent person, closely aligns with the principles 
enunciated in the above clinical guidelines. 

1.4 Concluding comment 

In Chapter 3 of the Scheduling Policy Framework for Medicines and Chemicals dated 
1 July 2010, the National Coordinating Committee on Therapeutic Goods set out its 
principles for poison scheduling and the standardised set of factors to be considered 
when making a scheduling decision. Three specific factors were listed for Schedule 8 
controlled drugs: 

1. Thesubstance is included in Schedule I or II of the United Nations 
Single Convention on Narcotic Drugs 1961 or in Schedule II or III of the 
United Nations Convention on Psychotropic Substances 1971. . 

2. The substance has an established therapeutic value but its use, at 
established therapeutic ,dosage levels, is recognised to produce 
dependency and has a high propensity for misuse, abuse or illicit use. 

3. The substance has an established therapeutic value but by reason of its 
novelty or properties carries a substantially increased risk of prodUCing 
dependency, misuse, abuse or illicit use. 14 

I ac/<now/edge that benzodiazepines have an established therapeutic value. However 
I submit that this, therapeutic value must be balanced against the large number of 
Victorian deaths from acute d~ug toxicity involving benzodiazepines, and the misuse 
and abuse, prescription shopping and illicit diversion that underpins many of these 
deaths. These factors make Schedule 8 a more appropriate classification than 
Schedule 4 for benzodiazepines, with regard to the Scheduling Policy Framework. 

12 National Prescribing Service, "Addressing hypnotic mediCines use in primary care", NPS 
Newsletter; no 67, February 2010; British Association for Psychopharmacology, 
"Consensus statement on evidence-based treatment of insomnia. parasomnias and 
circadian rhythm disorders", Journal of Psychopharmacology, vol 24, no 11, November 
2010; American Academy of Sleep Medicine, "Clinical Guideline for the Evaluation and 
Management of Chronic Insomnia in Adults", Journal of Clinical Sleep Medicine, vol 4, no 
5, 15 October 2008; Therapeutic GUidelines, <httpi/online.tg.org.au/ip/>, eTG 
Complete, accessed 2 March 2012. 

13 Haber P, Lintzeris N, Proude E, Lopatl<o 0, Guidelines for the Treatment of Alcohol 
Problems. Australian Government Department of Health and Ageing, June 2009; Amato 
L, Minozzi S, Vecchi S, Davoli M, "Benzodiazepines for alcohol Withdrawal (Review)", The 
Cochrane Library, issue 3, 20 I O. 

14 National Coordinating Committee on Therapeutic Goods, Scheduling Policy Framework 
for Medicines and Chemicals. 1 July 20 I 0, p.25. 
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2. The purpose and extent of benzodiazepine use 

I do not mai<e any submission regarding the purpose and extent of benzodiazepine 
use. 

3. The toxicity of benzodiazepines 

The data provided by the CPU clearly demonstrates that although benzodiazepines 
alone are rarely the cause of Victorian deaths from acute drug toxicity, they 
frequently contribute to deaths in combination with other drugs, particularly central 
nervous system depressants such as heroin, pharmaceutical opioids, alcohol, 
antidepressants and .certain antipsychoti.cs. In assessing the toxicity of 
benzodiazepines, it is essential to consider the ubiquity of benzodiazepines in deaths 
from combined drug toxicity. 

4. Dosage, formulation, labelling, pacl<aging and presentation 

I do not mal<e any submission regarding the dosage, formulation, labelling, 
paci<aging and/or presentation of benzodiazepines. 

5. The potential for benzodiazepine abuse 

There is an extensive literature on benzodiazepine abuse and associated phenomena 
such as the reinforcing effect of benzodiazepines and the development of tolerance, 
dependence and withdrawal symptoms among users.15 As already discussed, 
substance abuse - including abuse of benzodiazepines - features frequently among 
Victorian deaths from acute drug tOXicity. 

6. Any other matters 

My colleague Coroner Audrey Jamieson made the following recommendation to the 
Commonwealth Department of Health and Ageing in her fil)ding dated 18 May 2012 
for the death of David Trengrove (court reference 20084042): 

Recommendation 3. To reduce the harms and death associated with 
benzodiazepine use in Victoria, within 12 months the Therapeutic Goods 
Administration of the Australian Government Department of Health and 
Ageing should move all benzodiazepines into Schedule 8 of the Standard 
for the Uniform Scheduling of Medicines and Poisons. 

In the Therapeutic Goods Administration response to this recommendation dated 6 
November 2012, National Manager Dr John Si<erritt listed 11 factors that he 
considered in evaluating Coroner Jamieson's recommendation. These factors are 
reproduced verbatim here: 

The finding that Mr Trengrove died from the toxic effects of morphine in a setting 
of benzodiazepine dependency. 

15 See for example Tan J<R, Rudolph U, Luscher C, "Hooked on benzodiazepines: GABA-A 
receptor subtypes and addiction", Trends in Neurosciences. vol 34, no 4, April 20 I I; 
Lalive AL, Rudolph U, Luscher C, Tan J<R, "Is there a way to curb benzodiazepine 
addiction?", Swiss Medical Week(v, vol 141, 19 October 20 I I; Sievewright NA, Dougal 
W, "Benzodiazepine misuse", Current Opinion in Psychiatry vol 5, no 3, June 1992; 
Charlson F, Degenhardt -L, McLaren J, Hall W, Lynskey M, "A systematic review of 
research examining benzodiazepine-related mortality", Pharmacoepidemiology and 
Drug Safety, vol 18, no 2, February 2009; Rowlett JI( Duke AN, Platt DM, "Abuse and 
dependence liability of GABA-A receptor modulators", in The Receptors: The GABA 
Receptors. edited by Enna SJ and Mohler H, 3rd edition, Totowa, New Jersey: Humana 
Press, 2007; Licata SC, Rowlett JJ<, "Abuse and dependence liability of benzodiazepine­
type drugs: GABA-A receptor modulation and beyond", Pharmacology Biochemistry and 
Behavior. vol 90, no I, July 2008. 
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The uncertainty about the role that benzodiazepines played in Mr Trengrove's 
,death, 

Mr Trengrove's medical history [including his "significant history of mental ill 
health including schizophrenia, depression and psychosis" and his "history of use 
of ecstasy, protein supplements, alcohol and injecting testosterone and other 
steroids"), 

The multiple medications he was using at the time of his death, 

The prescribing and use of prescription-only benzodiazepines in a manner 
contrary to the medicine's ,published Product Information, including Mr 
Trengrove's abuse of these prescription medications, 

Mr Trengrove's practice of "Doctor / Prescription Shopping", 

The admissions of Dr Thai Chin Lim "that his prescribing of benzodiazepines to Mr 
Trengrove was excessive and not correct", 

The lack of evidence that inclusion of benzodiazepines in Schedule 8 would have 
prevented Mr Trengrove's death, noting that general practitioners are still able to 
prescribe Schedule 8 medicines [albeit under a stricter regUlatory framework), 

The further cost to Australian taxpayers of governments regulating 
benzodiazepines as Schedule 8 medicines. 

The additional regUlatory impact upon the pharmaceutical industry of regulating 
benzodiazepines as Schedule 8 medicines. 

That benzodiazepines continue to be supplied as prescription-only medicines in 
countries such as the United Kingdom and USA. 

Dr Skerritt concluded that, having considered these factors: 

[ ... ] on balance, the TGA- does not agree with the coroner's 
recommendation that all benzodiazepines should be moved into 
Schedule 8 of the Standard for the Uniform Scheduling of Medicines and 
Poisons. 

I note that this public consultation process was announced only three weeks after the 
TGA rejected Coroner Jamieson's recommendation. It is my respectful submission that 
the Th'erapeutic Goods Administration use the public consultation process as an 
opportunity to reconsider its position, as benzodiazepines contribute to a large 
number of Victorian deaths every year and moving them to Schedule 8 will create 
new opportunities to prevent these deaths. 
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Attachment A 

Victorian deaths from acute drug toxicity, 2010-2011 
The Coroners Prevention Unit (CPU) maintains a database of deaths from acute drug 
toxicity investigated by the Coroners Court of Victoria. The CPU used this database to 
prepare Attachment A, which describes deaths from acute drug toxicity reported to 
the Court in the years 2010 and 201 I, and focuses on the contribution of 
benzodiazepines to these deaths. 

A 1. Acute drug deaths database 

The following is a basic description of the CPU's acute drug deaths database, and the 
cases and data it contains. 

A I. 1 Definitions 

Where a death is currently under investigation by a coroner, it is described as an 
'open case'; likewise, where a coroner has completed his or her investigation into a 
death it is described as a 'closed case'. 

The CPU definition of the term 'drug' is largely consistent with the Australian Bureau 
of Statistics (ABS) definition, encompassing substances that "may be used for 
medicinal or therapeutic purposes, or to produce a psychoactive effect".'6 Like the 
ABS, the CPU excludes tobacco and volatile solvents such as petrol and toluene from 
its definition of a drug. However, the CPU considers alcohol to be a drug, whereas it 
is excluded under the ABS definition. 

A death from acute drug toxicity is a death for which the acute toxic effects of one or 
more drugs played a causal or contributory role. More specifically, a death from single 
drug toxicity is a death for which the acute toxic effect of a single drug contributed; a 
death from multiple drug toxicity is a death for which the acute toxic effects of two or 
more drugs contributed. 

A 1.2 Inclusion criteria 

. To be coded as a death from acute drug toxicity, the death must meet one of the 
following two criteria: 

the coroner's death investigation was complete and the coroner found that 
acute drug toxicity played a causal or contributory role in the death; or 

the coroner's death investigation was still under way and the forensic pathologist 
determined that acute drug toxicity played a causal or contributory role in the 
medical cause of death. 

Deaths from causes other than acute drug toxicity where consumption of drugs by 
the deceased or another person may have contributed to the death (such as motor 
vehicle crashes and drownings) are excluded. 

A 1.3 Case identification 

The CPU identifies potentially relevant deaths through searches (including I<eyword 
searches and coded field searches) of the CPU surveillance database, the National 
Coroners Information System (Nc/S), and other coronial data repositories. The CPU 
uploads all potentially relevant deaths into the acute drug deaths database and 
reviews them to determine whether they meet the inclusion criteria. 

16 Australian Bureau of Statistics, "Drug-induced deaths: a gUide to ABS causes of death 
data", 8 August 2002, p.2. 
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Al.4 Data collection 

For each death meeting the inclusion criteria, the CPU records the following 
information: the deceased's age and sex; cause of death; and the suburb and local 
government area where the fatal drug consumption occurred. Additionally the CPU 
records every drug that the expert death investigator (coroner for closed cases, 
forensic pathologist for open cases) fourid to have made an acute toxic contribution 
to the cause of death. The coding rules for contributing drugs are: 

If the finding or forensic pathology report explicitly nominates the specific 
contributing drugs (for example" 1 (a) combined toxic effects of morphine and 
diazepam"), each nominated drug is coded as contributory. 

If the finding or forensic pathology report does not explicitly nominate the 
specific contributing drugs (for example" I (a) combined drug toxicity"), all drugs 
present in post-mortem toxicology are coded as contributory. 

Further enhanced data is recorded where needed for specific projects; for example 
the deceased's history of drug use and abuse is recorded in many deaths, as is any 
evidence of prescription shopping behaviour. 

A 1.5 Limitations 

The database only contains confirmed deaths from acute drug toxicity reported to 
the Court. Where (for example) a cause of death is not ascertained, or the 
contribution of acute drug toxicity is not clearly indicated, or contributing drugs 
cannot be established, the death is not included in the database, which may lead to 
an under-estimation of Victorian deaths from acute drug toxicity. 

A2. Victorian deaths involving acute drug toxicity, 2010-2011 

The CPU used the database to identify all deaths from acute drug toxicity that were 
reported to the Coroners Court of Victoria in the period I January 2010 to 3 I 
December 2011. 

A2.1 Annual frequency of deaths from acute drug toxicity 

Table A 1 shows the annual frequency of Victorian deaths from acute drug toxicity by 
drug involvement (single drug toxicity versus multiple drug toxicity) for 2010 and 
2011. There was a slight increase between 2010 and 2011, which in the absence of 
broader trends data is probably not notable. Just over a third of deaths from acute 
drug toxicity each year involved a single drug, with the remainder involving two or 
more drugs. 

Table A I: Annual frequency of deaths from acute drug toxicity by drug involvement, Victoria 
2010-2011. 

A2.2 Drug contribution by group to death 

To explore further the drugs involved in these deaths, the CPU classified each drug 
that contributed in each death using a modified version of the Drug Abuse Warning 
Network (DAWN) Drug Vocabulary level two groupings. The major CPU departure 
from DAWN practice, was that the CPU split the DAWN 'anxiolytics, sedatives, and 
hypnotics' category into a 'benzodiazepines' category' and a 'non-benzodiazepine 
anxiolytics, sedatives, and hypnotics' category, so that benzodiazepine. contribution 
to deaths was clear. 
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Table A2 shows the most frequent contributing drug groups to Victorian deaths from 
acute drug toxicity in 20 I 0 and 20 II. 17 Benzodiazepines were the top contributing 
drug group in 20 lOin ~ 165,48.8%), following by illegal drugs In ~ 149,44.1 %) then 
opioid analgesics In ~ 140, 41.4%). In 2011 opioid analgesics moved to be the top 
contributing drug group In ~ 183, 51.45), followed closely by benzodiazepines In -
179,50.3%) then illegal drugs In ~ 153,43.0%). 

Table A2: Annual frequency of drug group contribution in deaths from acute drug toxicity, 
Victoria 20 I 0-20 11. 

Alcohol 82124.3%) 

A2.3 Individual contributing drugs 

Table A3 shows the most frequent contributing individual drugs in Victorian deaths 
from acute drug toxicity for 20 I 0 and 2011. '8 The illegal drug heroin was the most 
frequent individual contributor in both years, followed by the benzodiazepine 
diazepam. Other benzodiazepines included on the list were alprazolam, temazepam 
and oxazepam. 

Table A3: Annual frequency of individual drug contribution in deaths from acute drug 
Victoria 20 I 0-20 I I. 

Oxycodone Oploid analgesic 38/11.2%) 46/12.9%) 

Mirtazaplne Antidepressant 

Methamphetamine Illegal 1414.1%) 29 18.1%) 

17 Table A2 includes drug groups that contributed in at least 10% of Victorian deaths from 
acute drug toxicity in 20 I 0 or 20 I I. 

18 Table A3 includes individual drugs that contributed in at least 20 Victorian deaths from 
acute drug toxicity in 20 I 0 or 20 I I. 
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A2.4 Deaths involving acute benzodiazepine toxicity 

To determine the role of benzodiazepines in Victorian deaths from acute drug 
toxicity, the CPU pooled for further analysis the 344 Victorian deaths (165 in 2010, 
179 in 20 II) in which one or more benzodiazepines contributed. 

Table A4 shows, in decreasing order of frequency, the individual benzodiazepines 
that contributed in each of the 344 deaths. 19 The most frequent contributing 
benzodiazepine was diazepam (n ~ 231, 67.2%) followed by alprazolam (n ~ 99, 
28.8%) then temazepam (n ~ 69, 20.1%). 

Table A4: Frequency of individual benzodiazepine contribution in the 344 deaths from acute 
tox:icity, Victoria 2010-2011. 

27 7.8% 

Midazolam 4 1.2% 

Table AS shows the 334 deaths from acute drug toxicity involving benzodiazepines, 
tabulated by the number of contributing benzodiazepines '(one versus two or more), 
and by the number of non-benzodiazepine drugs that contributed (none versus one 
or more). Nine deaths (2.6%) involved acute toxic effects of benzodiazepines alone, 
whereas the remaining deaths (n ~ 335, 97.4%) involved benzodiazepines in 
combination with other drugs. 

Table AS: Frequency of deaths from acute drug toxicity including benzodiazepines, by 
number of contributing benzodiazepines and number of co-contributing non­

Victoria 2010-2011. 

Table A6 shows the most frequent co-contributing drug groups in the 334 deaths 
from acute drug toxicity involving benzodiazepines. 2o Opioid analgesics are the top 
co-contributors (n = 225, 65.4%) followed by illegal drugs (n ~ 150, 43.6%) and 
antidepressants (n ~ 145,42.2%). 

19 Benzodiazepines that do not appear in the table Isuch as bromazepam, clobazam and 
triazolam) did not contribute in any deaths from acute drug toxicity during the period. 

20 Table AS includes drug groups that co-contributed in at least 10% of Victorian deaths 
from acute drug toxicity involving benzodiazepines in 2010-201 I. 
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Table A6: Frequency of non-benzodiazepine drug group co-contribution to the 334 deaths 
from·acute drug toxicity including benzodiazepines, Victoria 20 I 0-20 II. 

Antidepressants 

98 28.5% 

Table A7 shows the individual drugs that most frequently co-contributed in the 334 
deaths from acute drug toxicity involving benzodiazepines21 With the exception of 
alcohol. the top five most frequent co-contributing individual drugs were all opioids: 
heroin, codeine, methadone and oxycodone, 

Table A7: Frequency of individual drug contribution in deaths from acute drug toxicity, 
Victoria 20 I 0-20 I I. 

Antipsychotic 53 

Citalopram 

Antidepressant 32 9.3% 

Paracetamol Non-opioid analgesic 29 

7,6% 

Doxylamine Antihistamine 21 

6.1% 

Venlafaxine 

21 Table A6 includes individual drugs that co-contributed in at least 20 Victorian deaths 
from acute drug toxicity involving benzodiazepines in 20 10-20 I I, 
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Attachment 8 

Methadone, oxycodone and benzodiazepines 
The database of deaths from acute drug toxicity investigated by the Coroners Court 
of Victoria, was described in detail in Attachment A to this submission. The CPU used 
this database to prepare Attachment B, which describes the subsets of deaths from 
acute drug toxicity including methadone and oxycodone reported to the Court in the 
years 2000 to 2011, and highlights the co-contributory role of benzodiazepines in 
these deaths. 

B I. Victorian acute drug deaths involving methadone, 2000-2011 

The CPU used the database to identify all deaths from acute drug toxicity including 
methadone that were investigated by the Coroners Court of Victoria in the period 1 
January 2000 to 31 December 2011. 

B 1. 1 Annual frequency of deaths 

The CPU identified 462 Victorian deaths from acute drug toxicity including 
methadone reported to the Court between 2000 and 2011 .. 
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Figure 81: Annual frequency of deaths from acute drug toxicity including methadone, 
Victoria 2000-2011. 

Figure 81 shows the annual frequency of deaths fluctuated between 2000 and 2005, 
before settling into a pattern of consistent year-an-year increases between 2006 and 
2011. Notably; the annual frequency jumped from 53 deaths to 71 deaths between 
2010 and 2011 - an increase of 34%. 

B J.2 Co-contributing drugs 

Table B 1 shows the frequency of deaths from acute drug toxicity including 
methadone, by drug involvement (methadone alone versus methadone in 
combination with at least one other drug). The majority of deaths (n ~ 389, 84.2%) 
were from multiple drug toxicity. 

Table 81: Deaths from acute drug toxicity including methadone classified by drug 
involvement, Victoria 2000-2011. 

Using the same drug group classifications that were described in Attachment A, the 
CPU examined the drug groups that most frequently co-contributed with methadone 
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in the 389 multiple drug deaths. Table B2 shows that benzodiazepines were the most 
frequent co-contributors; they played a role in 278 multiple drug deaths involving 
methadone 171 .5%). The next two most frequent contributing groups were illegal 
drugs In ~ 157,40.4%) and antidepressants In ~ 148,38.00/0)'" 

Table B2: Frequency of drug group co-contribution to multiple drug deaths including 
methadone, Victoria 2000-20 I 1. 

Antipsychotics 76 19.5% 16.5% 

Table B3 shows the most frequent individual drugs that co-contributed to the 389 
deaths from multiple drug toxicity including methadone. 23 

Table 83: Most frequent individual 'co-contributlng drugs to multiple drug deaths including 
methadone, Victoria 2000-201 I. I%M is percentage of multiple drug deaths invo'lving 
methadone; %A is of all deaths involving methadone). 

Alprazolam 57 14.7% 12.3% 

Amitriptyline 

Oxycodone Opioid analgesic 24 

The two most frequent co-contributing drugs in deaths from multiple drug toxicity 
including methadone were the benzodiazepine diazepam In ~ 228, 49.4% of all 
deaths) and theiilegal drug heroin In ~ 122, 26.4%). Together with diazepam, four 

22 Table 82 shows the drug groups that co-contributed in at least 10% of deaths from acute 
drug toxicity including methadone. 

23 Table 83 shows the individual drugs that co-contributed in at least 5% of the 389 deaths 
from multiple drug tOXicity including methadone. 
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other benzodiazepines were found to be frequent contributors: alprazolam, 
oxazepam, temazepam and nitrazepam. 

82. Victorian acute drug deaths involving oxycodone, 2000-20 T T 

The CPU used the database to identify all deaths from acute drug toxicity including 
oxycodone that were reported to the Coroners Court of Victoria in the period 1 
January 2000 to 31 December 2011. 

82.1 Annual frequency of deaths 

The CPU identified 265 Victorian deaths involving acute oxycodone toxicity reported 
to the Court between 2000 and 201 1. Figure B2 shows the annual frequency of 
deaths for the period 2000-2011. There was a steady increase in the annual 
frequency over time, from three deaths in 2000 to 46 deaths in 2011. 

2000 2001 2002 2003 2004 2005 2006 2007 2008 2009 2010 2011 

Year 

Figure 82: Annual frequency of deaths from acute drug toxicity including oxycodone, 
Victoria 2000-201 I. 

82.2 (a-contributing drugs 

Table 84 shows the frequency of deaths from acute drug toxicity including 
oxycodone, by drug involvement (oxycodone alone versus oxycodone in 
combination with at least one other drug). The majority of deaths (n ~ 233, 87.9%) 
were from multiple drug toxicity. 

Table 84: Deaths from acute drug toxicity including oxycodone, classified by drug 
involvement, Victoria 2000-201 I. 

Table 85 shows that the drug groups that most fre~uently co-contributed with 
oxycodone to the 233 deaths from multiple drug toxicity. 4 8enzodiazepines were the 
most frequent co-contributors (n ~ 175, 71.5%), followed by antidepressants (n ~ 118. 
50.6%) and opioid analgesics (n ~ 114,48.9%). 

Table B6 shows the individual drugs that most frequently co-contributed to the 233 
deaths from mUltiple drug toxicity including oxycodone.25 

24 Table 85 shows the drug groups that co-contributed in at least 10% of deaths from acute 
drug toxicity including oxycodone. 

25 Table 86 shows the individual drugs that co-contributed in at least 5% of the 265 deaths 
from multiple drug toxicity including oxycodone. 
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Table 85: Frequency of drug group co-contribution to multiple drug deaths involving 
methadone, Victoria 2000-20 I 1. 

Non-benzodiazepine anxyolitics, 
sedatives, hypnotics 

28 12.0% 10.6% 

Table 86: Most frequent individual co-contributing drugs to multiple drug deaths including 
oxycodone, Victoria 2000-20 I 1. (%M is percentage of multiple drug deaths involving 

. %A is of all deaths involving Ox'Vcc)dc)nE'). 

analgesic 

Amitriptyline 

21 9.0% 7.9% 

Mirtazapine Antidepressant 

Morphine Opioid analgesic 

The benzodiazepine diazepam was the most frequent co-contributing drug (n ~ 128, 
54.9%). Other frequent contributing benzodiazepines included alprazolam, 
oxazepam, temazepam and clonazepam. 
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17th January 2013 

The Secreta ry 
Scheduling Secretariat 
GPO Box 9848 
CANBERRA ACT 2601 

Submission regarding the proposal to reschedule benzodiazepines from 

Schedule 4 to Schedule 8. 

As a community pharmacy involved in the supply of pharmacy services to a wide range of clients in a 

variety of settings, the proposed rescheduling of benzodiazepines raises a number of areas of 

concern. This is most conspicuously evident in the Aged Care Homes (ACH) area of our practice, 

Four main areas of concern are detailed below and all impact in some way upon one or more of the 

matters mentioned in section S2Eof the Therapeutic Goods Act 1989. 

i. Availability of suitable storage 

Pharmacy 
Our pharmacy currently utilises 3 large drug safes to provide storage of Schedule 8 

medications to statutory standards. The addition of benzodiazepine to this level of secure 

storage would involve the purchase and installation of a bank vault style of safe to contain 

. the hundreds of packs needed to supply our clients' current needs for these medicines, as 

prescribed by their doctors. 

Aged Care Homes 

The capacity of ACH's to store their current stocks of Schedule 8 medicines is, in most cases, 

close to capacity. The addition of benzodiazepines to this would necessitate a significant 

increase in secure storage capacity at considerable expense to the ACF's so affected.' 

2. Administrative demands 

Pharmacy 

The demands upon pharmacists and technicians to track and properly document the 

movement of such a large volume of Schedule 8 medicines would be onerous at best. The 

registers would need to be expanded several fold to accommodate.the record keeping and 

reporting functions alone. The additional time burden on pharmacist dispensing time would 

need to be carefully considered in regard to their capacity to provide the professional 

services required in modern pharmacy practice. 
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Aged Care Homes 

Two of ourclients in Aged Care Homes have drafted a response outlining their perspective 

on the proposed change and these are attached to this submission. 

Please refer to the attached responses from two of our ACF clients to this proposal 

Prescriptions 

The administrative demands in dealing with the addition of the benzodiazepines to Schedule 

8 prescriptions would be significant. Not only the additional administrative workload for 

compliance with current regulatory standards, but the perhaps unforseen frustration of the 

recent reforms to prescription management in the private hospital and aged care sectors. 

Mid 2013 will see a fifth Community Pharmacy Agreement (5th CPA) reform implemented 

which enables most schedule 4 PBS listed medicines to be claimed as PBS benefits directly 

from the patient's medication chart, ratherthan a separate prescription as is currently the 

case. However, Schedule 8 medicine claims will still require a separate PBS prescription to be 

supplied. One can, therefore, foresee the large additional administrative burden this will 

place upon all involved (prescribers, nursing staff and pharmacists), just when a lessening of 

th is workload was envisaged. 

3. Cost 

Pharmaceutical Benefits Scheme (PBS) 

On the basis of available national prescription data (from 2009) approximately 7.6million 

PBS prescriptions for benzodiazepines were supplied. Should this number of prescriptions be 

transferred to Schedule 8, the estimated cost to the PBS in additional dispensing cost would 

be approximately $20 million per annum. This is based upon the current Schedule 8 

additional fee of $2.71 per item). 

Clients 

The use of benzodiazepines outside of the PBS is an area that should also be considered. 

Estimating use is rather more difficult than with the PBS and one could infer from available 

data that approximately 900,000 "private" prescriptions would be supplied annually. This 

represents an additional cost to consumers of at least $2.5 million annually. 

4. Equity of access and Quality Use of Medicines (QUM) 
As a class of medication, some people may consider the benzodiazepines are not being used 

optimally within the Australian community. It must however be acknowledged that they are 

preferable to their predecessors; the barbiturates, as hypnotics, sedatives and anxiolytics. It is a 

concern that the use of an administrative lever to reduce the use of these medications in the 

community, may inadvertently lead to an increase in the use of other, potentially more toxic 

agents in their place. 

This could include the tricyclics antidepressants, mirtazepine (a newer agent that has some 

limited anxiolytic properties), ,certain antipsychotics, even some antihistamines with sedative 

properties. The potential toxicities cif these agents would greatly outweigh those of the 

benzodiazepines they would potentially supplant. This may also place unwanted barriers to the 

appropriate use of these agents in community and institutional settings. 
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One of the significant foundations of our National Medicines Policy includes the notion of the 

Quality Use of Medicines (QUM). By definition, this ensures medicine use is safe, efficacious, 

judicious and cost effective. The proposed change of scheduling of the benzodiazepine class of 

medications to schedule 8, would significantly impact on both the equity of access to optimal· 

medications, as well as the Quality Use of Medicines for many Australians, both in the wider 

community and in the Aged Care setting. 

The Haddad Pharmacy Group strongly suggests that any proposal to reschedule the 

benzodiazepines from schedule 4 to schedule 8 be rejected by the committee. 

Yours sincerely, 
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15 January 2013 

The Secretary 
Scheduling Secretariat 
GP Box 9848 
CANBERRA ACT 2601 

bear Sir/Madam 

RE: PUBLIC SUBMISSION, PROPOSED AMENDMENT: PROPOSAL TO 
RESCHEDULE BENZODIAZEPINES FROM SCHEDULE 4 TO SCHEDULE 8 
(REGULATION 42ZCZK, THERAPEUTIC GOODS REGULATION 1990) 

Resthaven Inc. welcomes the opportunity to provide the following 
comments to the proposed Amendment related to the rescheduling of 
Benzodiazepines from Schedule 4 to Schedule 8 medications. 

Whilst the proposed amendment may provide a control measure for 
illicit use/misuse/abuse of benzodiazeplne medications, it will create 
many significant unintended consequences for residential aged care 
facilities as well as community services. 

Resthaven Inc. (South Australia) operates residential aged care 
facilities in ten locations, offering accommodation to more than 1,000 
older people in independent living units, short term respite and high 
and low residential care. 

In the community, Resthaven serves approximately 7,000 older 
people who access a range of in-home community care and support 
options to assist them to live independently and maintain social 
connections. Community services are offered throughout 
metropolitan Adelaide, the Adelaide Hills, Murraylands, Riverland and 
across the Limestone Coast. 

Background: 

Benzodiazepines, also known as "minor tranquillisers", are most 
commonly prescribed by medical practitioners to relieve stress and 
anxiety and to help people sleep. Common benzodiazepines include 
Diazepam, Oxazepam, Alprazolam, Nitrazepam and Temazepam. 
Benzodiazepines are produced by different drug companies using 
different trade names for the same medication. 

1 
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Using benzodiazepines without a prescription from a medical practitioner, or selling or giving 
the medications to another person, is illegal. Legislation is in place against forging or altering 
a prescription or making false representation to .obtain benz.odiazepines or a prescription for 
these medications. Regular use of benzodiazepines can develop dependence and 
tolerance. Dependence on benzodiazepines can be psychological, physical, or both. The 
effects of benzodiazepines, as with any medication, depends on the amount taken and 
period of time over which use occurs. Use of any medication carries some risk as 
medications can produce unwanted side effects. 

The Benzodiazepine group of medications are commonly prescribed for older people who 
require residential aged care and community care service, in an appropriate manner, by the 
treating General Practitioner, a treating Medical Specialist or an authorised Nurse 
Practitioner. The decision to prescribe these types of medications Is assumed to be done 
with full consideration and review by the appropriate officer prescribing. 

It Is of note that these medications are also reviewed regularly through the Medicare 
Australia Residential Medication Management Review and Quality Use of Medicine reviews 
undertaken by an appropriately qualified Clinical Pharmacist in both residential and 
community care. 

As benzodiazepines are more commonly prescribed than any current Schedule 8 medication, 
the inclusion of this group of medications to the Schedule 8 group poses a potential reduction 
in quality of care for the older person. 

Impact on Residential Care Services: 

• If the proposed change is implemented it will result in significant resourcing issues 
for Registered Nurses and care staff working in residential aged care facilities across 
all shifts. The change in practice will require two staff having to check every episode 
of administration of a benzodiazepine medication - regular and PRN (as required) 
orders. The biggest resourcing impact will be experienced during evening and night 
duty shifts when accesS to the Registered Nurse is significantly reduced. 

• Reclassification of benzodiazepines will increase time taken to manage the delivery 
of medication from the pharmacy to the aged care facility, requiring counting at the 
time of delivery and 'checking in' of the delivered medications into the site's 
medication safe. 

• The proposed change will have significant impact on the time taken for medication 
count of Schedule 8 medicatio~s that occurs at staff shift change. The number of 
medications requiring counting will significantly increase. 

• The change in practice will have significant impact on medication storage. Regular 
benzodiazepine medic;ltion would have to be packed separately to other regular 
prescribed medications and stored accordingly. Medication storage facilities are 
currently at capacity with those medications already listed as Schedule 8. 

2 
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Impact on Community Services: 

• The organization has a protocol for a Home Support worker to, in the absence of 
family, collect and deliver Schedule 8 packed medications to a client's home. If 
benzodiazepines were reclassified to Schedule 8 medications this would place an 
enormous burden on the volume of related processes, staff time and service cost. 

• Within our Community Services the Respite Centres currently need to access a 
Registered Nurse to administer Schedule 8 medications. With this proposed 
change and the potential to have a marked Increase in Schedule 8 medications, 
Resthaven would require additional Registered Nurses across a 24 hour period. 
The current funding via the National Respite for Carers Program would not meet 
cost increases. Such an outcome would risk the viability of such services at all 
times and more particularly overnight and weekend services. 

• The proposed change will impact credentialing and supervision of Home Support 
workers. Current Schedule 8 medications are managed using slow release 
medication delivery presentations. Inclusion of benzodiazepine medications as 
Schedule 8, with related regulations will require increased home visits by 
Registered Nurses. 

In addition to the resourcing issues as a key challenge related to this proposed changes, are 
also the risks associated with the quality and timeliness of services provided. This 
unintended consequence of the changes to the Schedule for benzodiazepines, if not 
appropriately managed, will place older people at significant risk. 

Resthaven Inc. strongly requests reconsideration of the proposed rescheduling of 
benzodiazeplne medications to Schedule 8 classification. 

Yours sincerely 

3 
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Concerns re Proposal to reschedule benzodiazepines from Schedule 4 to Schedule 8. 

Staff time; 

There is already a reasonable amount ofRNIEN time spent on counting current Schedule 8 
medication stock levels at the beginning of each shift and the need to have x2 staff 
(RNIEN/credentialled PCW) counting for each administration. of a Schedule 8 medication 
and documenting on the residents individual medication chart, the DDA Register and in the 

. residents clinical notes. Ifthis is to also be expected for Benzodiazepines then this will 
significantly increase staff workload and time. Spending more time administering thes~ 
medications teduces the time the RNIEN/credentialled PCW has available for hands on 
clinical care (potentially reducing the ability to provide quality of care to frail elderly 
residents). The majority of Benzodiazepines are administered late evening and nocte when 
there is already minimal staff on duty. Facilities would possibly need to increase RN/EN 
hours to accommodate these requirements (increasing financial burden on organisations 
which are already facing difficult times with funding having been reduced via recent changes 
to ACFI rules). 

Storage; 

Some facilities already facc difficulty with storage space for current schedule 8 medication 
due to the requirement of double locking system (i.e. double locked cupboard orlocked 
cupboard in a locked medication room). This in turn will create increased financial burden on 
organisations having to increase storage space. 

Regards, 

--



16 January 2013 

The Secretary 
Scheduling Secretariat 
GPO Box 9848 
Canberra ACT 2601 

Dear Sir/Madam, 

Benzodiazepines 

APHS Packaging 
6 Dividend St 

Mansfield Q 4121 

P: 0733479500 
E: cathie.reid@aphspackaging.com.au 

Iwould like to submit my objection to the proposal to reschedule benzodiazepines from Schedule 4 to Schedule 8. 

I am the CEO of APHS Packaging, a licenced medicine manufacturer. We repackage medications into patient specific 
compliance packs for community pharmacies located all over Australia, who then supply these dose administration aids to their 
predominantly elderly customers located either in residential care facilities or in their own homes. 

Dose Administration Aids (OM's) playa vital role in aiding.consumers maintain their independence and reduce their risk of 
medicine misadventure, allowing them to remain in their own homes for longer. Once these patients do need to move into a 
residential care environment, DM's continue their role in improving safe medicine outcomes, while also delivering very 
necessary productivity benefits for care staff in these facilities. 

There is already a minimal risk of oversupply or overconsumption of benzodiazepines when they are delivered In a DM format, 
as only the prescribed daily doses are available for each patient. If benzodlazepines are rescheduled from Schedule 4 to 
Schedule 8 there is no increased accountability in relation to their use in these consumers, as each individual dose is already 
fully accounted for and traceable - in the residential care environment a signed record of administration provides an even 
greater level of Visibility. 

If the proposed rescheduling proceeds, a significant additional cost Increase will be incurred by our business, as a consequence 
of the additional administrative requirements and storage conditions for Schedule 8 medicines. This cost would need to be 
passed on to our client pharmacies, who would then incur their own additional costs as a consequence of the same additional 
reqUirements, with high likelihood that these costs will be ultimately be passed on to the end consumer. 

Increasing the cost of medicines has been demonstrated to be a barrier to compliance, and if the cost to consumer of DM's is 
increased this is likely to reduce current utilisation rates. Medication compliance issues make a significant contribution to 
hospitalisation rates, particularly in elderly patients, and government policy and funding has actively been seeking solutions, 
including the increased provision of DAA's, which help to address this. A change in scheduling will provide a significant barrier 
to increasing OM uptake rates. 

WWW.APHSPACKAGING.COM.AU 
i\8N 55 129 85c3 934 
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Many states also require Schedule 8 medicines to be provided in a separate OM to Schedule 4 or below medicines, requiring 
patients to have co-ordinate two OMs. If benzodiazepines are moved from Schedule 4 to Schedule 8 this will generate a huge 
uplift in the number of consumers who need to manage two separate OMs. As well as resulting in substantial cost Increases In 
both preparation and administration, there is also a significant increase in the risk of administration errors occurring. 

The proposed reschedule will undoubtedly have a consequence of increased costs and reductions in productivity, and also has 
the potential to increase the risk of medication misadventure in elderly patients via reducing their access to OMs. As such, it is 
difficult to see that this change delivers a public health benefit and I would request that you do not support this proposal. 
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SUBMISSION RE Proposed amendment to the Poisons Standard 

I write as an accredited pharmacist, having been accredited since August 2002. I have also 

worked in Aged Care Facilities (ACF), conducting RMMRs (Residential Medication 

Management Reviews) for some ten years. 

I write to voice concern about the rescheduling of benzodiazepines from schedule 4to 

schedule 8, particularly from the point of view of those involved in medication use in ACFs. 

When I first commenced conducting what were then routine RMMRs there was 

considerable use, some inappropriate, of benzodiazepines in the aged care setting. Through 

my RMMR reports I provided education re the use of benzodiazepines and non-drug 

measures to manage insomnia, anxiety, behavioural problems etc to the nursing staff and 

also reinforced guidelines for appropriate use to resident's GPs: Overtime I saw the use of 

benzodiazepines in the ACF context decline, so that generally they were only used when 

appropriate or very difficult to withdraw. In the ACFs in which I currently work this appears 

to have remained so. 

I have recently discussed the issue of the rescheduling of benzodiazepines with the Director 

of Care at a local ACF. She was concerned at the increased work load and complexity of 

supply such a change would incur, especially since most use of benzodiazepines in this 

facility is "prn". 

This particular ACF is in a regional area and it is becoming increasingly difficult to get 

appropriately qualified staff, especially registered nurses. The rescheduling means that 

stocks of benzodiazepines need to be counted/ checked at each staff change-over by two 

members of staff. When a benzodiazepine has to be administered it will also require a 

registered nurse finding another member of staff to accompany them to the one area (in 

quite a large facility) in which schedule 8 drugs are kept and then signing/ countersigning 

once the benzodiazepine has been administered to the resident. Since in this facility as I 

have already mentioned benzodiazepines are mostly given on a "prn" basis, that is when it is 

required by the resident, this may well be late at night or early morning when staff levels 

are lower. 

The Director of Care could also foresee difficulties in contacting and getting a GP to visit and 

write the necessary prescription. 

I understand the rationale behind the rescheduling but think that it will inconvenience and 

provide difficulties for those who aren't abusing this class of drug and as with narcotic 

analgesics probably do little to curb misuse/ abuse and redirecting of these drugs into illegal 

setti ngs. 
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I have conducted HMRs for patients who are using increasing doses and quantities of both 

narcotic analgesics andbenzodiazepines. The GPs involved have found this useful as it adds 

weight to their advice to these patients. 

I therefore urge you to reconsider this particular rescheduling and investigate other 

measures such as more prescriber education and promotion of more collaborative RMMRs 

and HMRs (Home Medicine Reviews) so that doctors, pharmacists and patients are working 

together to make best use of medications, including benzodiazepines. 




