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TRAINING PROGRAM OVERVIEW

This training program has been developed to assist employ ees in thepharmaceutica and
chemica industries understand the various control and monitoring requirements of certain
substances and how to minimise diversion of their products totheillicit drug mark et.
Employees can play avitd rolein preventingthis diversion by implementing appropriate
procedures in the course of their employ ment.

There are several leves of control which help prevent the diversion of controlled substances
including

Company procedures

Industry policies and Codes of Practice
Satelegslation and regulations
Commonwedth Legislation
Internationd tresties and conventions

Thistraining program will provide you with information about

therationade behind the procedures

what you as an employee are required to do and how you can do it

what thepossible consequences may beif you do or do not follow the correct procedures
how you may obtain information and assistance regarding the correct procedures

what to do if you are faced with someone who is behaving “ suspiciously”

Theinformation provided will be relevant to personnd involved with the fdlowing
activities

manufacturing and production line
laboratory and Qudlity Cortrol
sdes

warehousing
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TRAINING PROGRAM OUTLINE
This industry training program consists of the following modules
MODULE 1 Controlled Drugs and other Restricted substances- An Introdudion
MODULE 2 Restricted Substances: Conventions, Regulations,

M onitoring and Reporting
MODULE 3 The Recognition and Handling of Suspicious Activities

MODULE4 Trane’s Guide

TRAINER’S GUIDE
This guide contains information to assist company -based trainers conduct the relevant

training a the workplace. Theinformation provided is set out specific to each module. It is
recommended that trainers themselves attend a“ Trainer” course.

TRAINER COURSE

“The Cortrol and M onitoring of Drugs and Chemicas To Prevent Their Diversion For Illicit
Use’ may be accessed through the Therapeutic Goods Administration website at:

URL http://www.hedth.gov.au/tga

Contact details for relevant Industry Associations are printed on the next page:
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Thereapeutic Goods Administration

Tresties and Export Section
Non-prescription Medicines Branch
CanberaACT 2601

Ph (02) 6270 4334

| PACIA Pl asti cs and Chemicals Industries Associ ati on

Phone03 9429 0670 Fax: 03 94290690

| Medicines Australia

Phone02 9922 2699 Fax: 02 99594860

[ SIA Sdence Industry Australia

Phone 02 98048051 Fax: 02 9804 8052
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USE OF THE TRAINING MATERIALS

This program is designed to berelevant and flexible. Itis recommended that all
relevant personnel complete the entire training package. Alternatively, the
package can serve as a resource or reference to supplement existing training.

Specific industries or companies, large and small should utilise those sections
which contain information relevant to the workplace activities and
responsibilities of their employees.

Comments about this training are welcome and should be forwarded to:-

The Manager
Treaties and Export Section

Therapeutic Goods Administration
PO Box 100

WODEN ACT 2606

Telephone TGA information line 1800 020 653 or Facsimile 02 6270 4336

The TGA recognises that working with industry to promate a greater
understanding of theregulatory requirements for handling restricted substances
and raising awareness of the tectics used by the illegal drug trade is an
important element in preventing the diversion of chemicals for illicit use. This
training manua is intended to answer questions you may have concerning your
responsibilities and provide you with guidance in complying with regulatory
requirements.
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WHO SHOULD COMPLETE THISM ODULE?

Employees whasework at any time involves the following restricted
substances, should be familiar with the information provided in this training
module:

e Nar cotic dugs
e Psychotropic drugs

e Precursor chemicalsto controlled substances

The information presented in this module is primarily relevant to employees of
Chemical and Pharmaceutical Companies. Employees who haveworkplace
responsibility for any substances scheduled as controlled drugs must be familiar
with Commonwealth and State monitoring and regulatory requirements.

I nformation about those areas is presented in Module Two.

In addition, employees who at any time may be involved with the distribution of
certain types of scientific equipment used for chemica or pharmaceutical
purposes should be familiar with information provided in units 1,2, 3, 6 and 7.



MODULE ONE CONTROLLED DRUGS and ather
RESTRICTED SUBSTANCES-AN
INTRODUCTION

ACRONYMS USED IN THIS TRAINING PACKAGE

ECOSOC Economic and Socia Council (of the United Nations)
EUD End User Declaration

EUS End User Statement

GMP Good M anagement Practices

HCS Hedth and Community Services (Tasmania)

NDPSC Nationa Drugs and Poisons Schedule Committee
OHS Occupationa Hedth and Saf ety

PACIA Plastics and Chemicds Industries Association
SAHC South Austraian Heslth Commission

SOP Standard Operating Procedure

SIA Science Industry Audrdia

SUSDP Sandard for the Uniform Scheduling of Drugs and Poisons
UN United Nations

WHO World Hedlth Organisation
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UNIT ONE

Australia’s Responsibilities under the I nternational Drug Treaties

Thistraning supports three United Nations Conventions to which Australiaisa
signatory. They are:

e “Sngle Convention on Narcotic Drugs, 1961”
e “Sngle Convention on Psychotrgpic Substances, 1971"

e “United Nations Convention against Illicit Traffic In Narcotics and Psy chotrapic
Substances’, 1988

Essentialy these conventions require signatories to develop and enact rdevant legslation and
set up the administration for the monitoring and control of drugs at risk of abuse or misuse
which may lead to physica or psychologcd dependence (ie controlled drugs) and certain

other specified substances.

Australia’ srespondhbilitiesin thisregard indude:

e establishing procedures designed to prevent the flow of these subsances totheillicit drug
market both internationaly and within Audrdia; and

e implementation of amonitoring sy stem tha provides accurate data on the domestic
consumption and needs estimates of restricted substances.
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Australia amstofulfil its responsibilities to these treatiesthrough

Commonwedlth legislation

Commonwedth M onitoring
movements

SaelLegislaion

Sate Territory and Federa Law
Enforcement

Other Nationa and State programs

Customs (Prohibited Imports) Regulations
Customs (Prohibited Exports) Regulations

Companies are required to report weekly, on
of controlled drugs to the Dgpartment of Hedlth and

Ageing

SateActs of Parliament which regulate Drugs,
Poisons and Controlled Substances

Austraian Federa Police and Sate lav Enforcement
Agencies becomeinvolved in cases where Sate or

Federd | aws are breached

Nationa and State Drug Awareness Programs, Drug
addiction Treatment Programs
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Module Two of this Training Program provides further information about:

e the Conventions;
e how Audrdiacomplies with the Conventions;
e requirements placed on Pharmaceutica and Chemica Industries; and

e control and monitoring of the substances, for licit use, by relevant authorities.

PURPOSES OF MONITORING AND CONTROL

A key aim of the control and monitoring processes isto prevent diversion
and the manufacturing and trafficking of illicit drugs and substances.

Thus, Control and Monitoring aim to ensure that these substances are used
appropriately for medica and scientific purposes.

10
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UNIT TWO

Definitions of | mportant Terms

Drugs

Certain chemical substances can, to alesser or greater extent, affect theway in which the
body functions. Some are used to reduce pain, lower the severity of iliness or affect the
mentd state. Chemicals used for medica purposes are often referred to as “ drugs”. Even
though they have no current medical use, some chemica substances arereferred to as drugs,
because they are known to affect the body.

M edically, some drugs can cause addiction. Thetakingof these drugs can become
compulsive, and can aso lead to tolerance and other hedth problems (physicd and
emotiond).

Tolerancerefersto aphysiologcal condition in which adrugno longer has the same eff ect.
The user needs more of the drugto get the same reaction.

Controlled drugs

For thepurposes of the Commonwead th Rgoorting system, Controlled drugs are defined
under respective State/Territory Acts and Regulations. Generdly, the Sae/Territory
legslation def ines these substances through adopting or referringto Schedule 8 of the
Standard for the Uniform Scheduling of Drugsand Poisons (which includes controlled
drugs declared to be drugs of addiction or dangerous drugs). Regulations and Schedules to
the primary legslation (iethe Acts) are subject to regular updates.

These subgtances are therefore controlled and monitored by relevant Sate and
Commonwedth authorities. A person or Company may be charged and prosecuted by law
enforcement agencies if legal requirements are breached.

A Compary, whose business gperations involve controlled drugs, is required to follow Sate
and Commonwealth laws and regulations.

Licit, Illidt

Theterms* licit” and “ illicit” are used in conjunction with drugs or subgances that are
controlled or licensed.

Licit refers to the drugs that are permitted with alicence and I llicit refers to the drugs that are
used unlawfully or forbidden. “Illicit traffic” under therel evant UN Convention (1971) is
defined as the manuf acture of or trafficking in listed substances contrary to theprovision of
this convention.

11
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Theillicit manufacture of amphetamines and other drugs, in Austrdia, is of concern. The
chemica composition and therefore the phy siological effects of illicit drugs are most often
unknown and can lead to injury. Accessibility, lack of education or knowledge about the
dangers and social peer-group pressures, have increased the likelihood of some Austraian
youth takingillicit drugs. A number of educationd, training and law enforcement programs
have been established in order to reduce the persond and socia damage caused by illicit
drugs (see Unit 7).

Restricted Substance

In generd, restricted substances are those subject to sometype of regulatory control. This
varies with respect to thetype of chemicadl, its presentation and its intended use.

The three types of restricted substances which relate to thistraining are:

e narcoticdrugs,
e psychotropic drugs; and
e precursor chemicalsto contrdled substances.

It should be noted tha this lig is not exhaustive, other types of substances are aso regulated
in Austradiaincludinganabolic steroids, antibiotics, abortifacients and human growth
hormones.

The narcotic, psy chotropic and some precursor subgances arelisted in schedules 4, 8 and 9
of the SUSDP (Standard for the Uniform Scheduling of Drugs and Poisons).

However there are some chemicas that may be used for the produdion of specificillicit
drugs that are not scheduled as either narcotic or psy chatropic substances. Nevertheess
some contr ol mechanisms have been introduced to reduce the likelihood of, or to prevent the
diversion of these chemicals to theillicit production of drugs.

The Code Of Practice, (PACIA, SA, in conjunction with the Government and Law
Enforcement Agencies) is an important part of Indugry’srolein preventingthis diversion. A
“Code of Practice’” has now been implemented in anumber of Austraian Sates. (See
Appendix2.) Unit 7 provides further details about the Code of Practice.

12
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NARCOTIC DRUGS

M edicaly, Narcotic drugs (narcotics) are used for ther strong anaesthetic properties (for the
relief of severepan). They caninduce stupor and insensibility. Theterm Narcotic is used
particularly for morphine and other derivatives of opium but it is aso gplied to other drugs
which depress brain function.

The use of narcotics can lead to dependence and tolerance.

Because of their powerful effects on the body and their addictive nature, Narcotics are
controlled drugsand their use is restricted. M edica supervision is required to minimise the
risk of serious side effects or possibly death dueto overdose.

For the purposes of this training, the Single Convention on Narcotic Drugs 1961,
identifiesnarcotics as those substances listed in Schedules |, Il and 1V of the
Convention. Please see http://www. inch.org for alist of Narcotic drugs under
Internationa control.

Currently in Augraiasome Narcotics are not available for medica purposes, because of their
addictive properties and the availability of aternate subsances. These subgances arein
Schedule 9 of the SU SDP and are only availabl e for resear ch and testing purposes (eg
heroin).

PSYCHOTROPIC DRUGS

M edicaly, these drugs can affect (or dter) aperson’sperceptions and mood. Generdly anti-
depressants, sedatives, gimulants and tranquillisers arereferred to as psy chotropic drugs.

The Convention On Psychotropic Subgances, 1971 identifies * psy chotropic subsance” as
any subgance, naturd or syrnthetic, or any natura materia in Schedulesl, I1, [11 and 1V of the
Convention (seethe” green list” on the website of the Internationa Narcotics Control Board).

Examples are

e amphetamines
e cocane
e ephedrine

While many psychatropic substances have alegtimate rolein medica practice, some have no
recognised thergpeutic use and are thereforein Schedule 9 of the SU SDP and are only

avail able for research and testing purposes (eg‘ecstasy’ otherwise known as 5-methoxy -oc-
methy|-3,4-(methy lenedioxy )phenethy lamine or M DMA).

13
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AMPHETAMINES

Theindiscriminate use of amphetamines has become asignificant problemin Austrdia
Amphetamines were once consider ed safe to use for medicinal purpaoses, and they were
commonly used to treat many problems such as depression, epilepsy, obesity and depression.
Amphetamines are now found to betoxic (ie damagingto the body) and addictive. Tolerance
to amphetamines develops rapidly and prolonged use may lead to dependence.

Effects of amphetamines are diverse, dependent uponthe dose and the length of time they
have been used. Examples include:

fedingof increased self confidence
impression of heightened aertness and increased capacity for concentration
reduction of appetitewhich can lead to malnutrition

raised blood pressure and increased bresthing and heart rate
blurred vision

loss of coordination, possible seizures

Theinappropriate use of amphetamines to inhibit sleep and stop faigueis of significant
concern, particularly when aperson under the influence of these drugs is driving amotor
vehicle or operating other machinery.

A combination of drugs, taken together can produce enhanced or more extensive effects on

thebody. The use of anphetamines together with alcohol can pose asignificant risk. This
combination can befatal.

14
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DISCUSSION QUESTIONS

Why aredrugsimportant? Can theuseof licit drugscause problems?

What sde effectscan legally and ill egally used drugshave?

Arethere” substances’ in your work place, over which you have some respong bility, that
could beused for the manufactureof illidt drugs? 1f so which subgances?

What procedureshasyour company deve oped to prevent the divers on of such subgances?

15
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UNIT THREE

Rationale for Controlled substances and
other Restricted Substances

SECTION 1 Social Consequences of I llicit Drugs

Theillicit manufacture of amphetamines and similar drugs is of great concern in Austrdia.
The Convention On Psychatropic Substances, 1971 defines theterm *“ Manufacture’ as:
all processes by which psychotropic substances may be obtained, and include refining
as well as the transfor mation of psychotropic substances into other psychotropic
substances. Theterm also includes the manufactur e of preparations other than those
available on prescription in pharmacies” .

State laws allow prosecution for the illegal possession of various substances.
The possession of these substances can, onits own, lead to prosecution by State
Law Enforcement Agencies.

The three treaties noted in Unit One (and explained more fully in Module Two),
were developed and accepted by participating Nations and signatories because
they seek to protect people and societies from the harmful effects of illicit drugs
and the use of drugswhen not medically warranted.

16
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Questions for consideration and discussion with your trainer or group members:

Arethere any benefitsto theindividual or our society fromtheuseof illicit drugs?

Will a person be" better off" by NOT takingillicit drugs?

Isitlikdythat a person will be" worse off" in someway, by taking illicit drugs?

Thetreatieswerewritten to protect soci ety from the effectsof theillicit drug trade. What
are some of these effects?

Consider and discuss briefly each of thefollowing points.

“Every person can do something to hd p prevent the manufactureof illicit drugs The
eagest thing to do isnot takeany illicit drugs!”

Personne in chemical and pharmaceutical indugrieshave a ecial roleto play.

17
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Consequences for society if drugs and certain substances are not Monitored
and Controlled

Health

e Certain substances, importart for medica or scientific purposes, may be harmful if used
ingppropriately .

e Diseases such as HIV, HEP B and HEP C are spread more easily by certain procedures
used for the "sdf-administration” of someillicit drugs. The procedures represent a
significant reduction in hygiene.

o Lethd effects of drugs, or combinations of drugs and alcohol, pose greet risks topeople
“sdf administering’ these substances.

Society

Problems include

e Socid problems, such as damageto relationships within the family or family bresk up
and possiblejall sentences

¢ Unwarranted violence

e Injury to innocent "by danders”

o Otherwiseinnocent pegple who get caught up in theillicit trade, especidly adolescents
who may, because of their ignorance, be used for trafficking activities

e Drugaddiction

Safety/Environment

o Environmenta effects of clandestine laboratories (seenext section)

Cost

e Resources are needed to assist addicts gain access to, for example, rehabilitation
programs and other medicd trestments

e Prosecution and detention of those charged with crimina activities

18



MODULE ONE CONTROLLED DRUGS and ather
RESTRICTED SUBSTANCES-AN
INTRODUCTION

SECTION 2 Clandestine Laboratories

Clandestine laboratories is theterm given to illegal laboratories set up for the manufacture of
illicit substances. In theselaboratories drugs such as amphetamines and "home bake" heroin
(heroin produced from commercia precursor substances) are made.

These dangerous laboratories might be st upin

e Qarages
e houses
e factories

o mobile structures such as caravans

Thelicit production of substances involves Good M anufacturing Practices (GMP),
Occupationa Hedth and Saf ety Practices (OHS) and other government controls to ensure
worker and environmenta safety and produad quality requirements are met. No such controls
areput into effect in the operation of clandestine laboratories. The production of theillicit
substances is, initsdf, adanger. Some of theseillegal laboratories have been discovered
because they have“blown up”.

Clandestinelaboratories present risksto the
e police

e community

e manufacturer

e environment

e usersof theillicit drugs

19
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Chemicals used in a clandestine laboratory are frequently purchased or golen from a
chemica or pharmaceutical supplier. They are often very dangerous and may be stored in
anearby outdoor location. Damages to acontainer (for example adrum) can pose a hazard,
viafumes or | eskage into the surrounding soil and water-way.

The chemicds can be

Toxic

Flanmable

Corrosive

Explosive

The " manufacturer” , whois actingillegdly, within a clandestine |aboratory could be a

e Qudified chemist
e Person with some knowledge of chemistry

e Person with virtualy no knowledge of chemistry who just follows a"recipe"

20
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DISCUSSION QUESTIONS

What concernswould you have for anyone who lived closeto a clandegine | aboratory?

What riksare there when a person with little or no knowl edge of chemidry, followsa
"recipe' for theillidt manufacture of drugs?

How can personnd in chemical or pharmaceutical companieshe p prevent theillicit
production of drugs?

(See Module Threefor information about therecognition andhandling of suspicious adivities.)

21
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UNIT FOUR

SOCIAL, MEDICAL AND INDUSTRIAL RELEVANCE OF
“RESTRICTED SUBSTANCES".

This module has described some of the effects of licit and illicit drugs and the problems with
illicit drug use has been highlighted. Theimportance of restricted substances (includinglicit
medicines) in our society should nat be overlooked. Lists under the following headings
identify some of the benefits and uses of these substances.

M edi cal

M inimise suffering

Shorten conval escence

Enable necessary surgca procedures that otherwise may nat be passible
Veterinary M edicine

Dentistry

Industrial

Agiculture (Plants and animals)

M anufacture of other useful chemicals, pharmaceuticals, cleaning agents.
Hedth care products

Cosmetics

Food additives

wn

odal

M edicines and pain rdlief reduce sufferingand help peoplereturn towork or norma activities
Sress relief, assist in the treatment of slegping disorders

Provision of employ ment within lega industries

Export earnings

Anyonewho has seen aclosefriend or loved-one dying from cancer quickly appreciates how
morphine makes the find days of theill person, bearable, because of the pain relief. Our
society believes that aperson should not beleft to suffer excruciating pain when effective
treatment can be provided.

Perhgpsyour company plays an important rolein producing medicaly important chemicals
or drugs. Your role may be crucial to ensuring that the company's valued “ Good Corporae
Citizenship” isin no way damaged as aresult of "diversion” of drugs or other substances.

22



MODULE ONE CONTROLLED DRUGS and ather
RESTRICTED SUBSTANCES-AN
INTRODUCTION

UNIT FIVE

CLASSIFICATION AND SCHEDULING OF
RESTRICTED SUBSTANCES

Duringthe 1970’ s sy gems were introduced in Australiato monitor the movement of licit
drugs. These covered the areas of import, manufacture, export and find distribution (for
example ahospita or pharmacy).

There are many different types of control systems and the classification can seem quite
confusing.

STANDARD FOR THE UNIFORM SCHEDUL ING OF DRUGS AND POISONS
(SUSDP)

The Nationa Drugs and Poisons Schedule Committee (NDPSC), astatutory committee
within the Thergoeutic Goods Administraion, is responsible for determiningthe gppropriate
scheduling for the cl assification of drugs and poisons that may pose apatentid risk to public
hedlth and safety such as medicines, agricultura and veterinary chemicals, and household
chemicas. Schedulingdecisions made by the NDPSC areincluded in the SUSDP, which is
gven legd eff ect through adoption into Sate and Territory drugs, poisons and/or controlled
substances legsl ation.

The NDPSC membership comprises of representatives from the Commonwedth, States and
Territories, New Zedand, professionas, industry, consumers as well as rdevant medica and
scientific experts. The am of the schedulingis to promote consistency with regards to

"avail ability" (manufacture, passession and distribution) of substances and the uniform

label ling and packaging requirements within Austrdia

A number of factors are considered for the scheduling of substances, including

patentia for abuse

safety in use

legitimate need for the substance

the extent and patterns of use of the substance

Poisons for thergoeutic use (medicines) areincluded in Schedules 2, 3, 4 and 8. Progression
throudh schedules signifies increasindy strict controls.

Note, under the system, accurate records about schedul ed substances must be kept and
forwarded as required to therdevant Sate Health Department. Movements of Schedule 8
substances must be regportedto theTGA (See M odule Two). Any recording of information
cannot be changed, withou following stipulated procedures. (See M odule Two for
information about this.)
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STATE SCHEDULING:

Sates and Territories have essentialy adoptedthe sysem of Scheduling as described by the
USDP. Acts of Parliament stipulate requirements for manufacture, wholesal e and
distribution of scheduled substances (see M odule 2).

24
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UNIT SI X

PRECURSOR CHEMICALS TO CONTROLLED DRUGS AND OTHER
RESTRICTED SUBSTANCES OR EQUIPMENT WHICH COULD BE
USED IN THE MANUFACTURE OF ILLEGAL DRUGS.

PRECURSOR CHEMICALS

Thisterm refers to chemicas or substances that are used in the manufacture of other
substances. They are used in products such as pharmaceuticals, plastics, cosmetics and dyes.
Precursor chemi cas have aso been used for the manufacture of illicit drugs, in clandestine
laboratories.

Precursor chemicals are the base materids for making specific drugs and they aretherefore
required to be controlled or monitored. Some precursors arein fact scheduled and controlled
under State laws or they are monitored by Commonwedth procedures. If you have
responsibility for such asubsance you will be required to follow a Standard Operating
Procedure (SOP), as described by your Comparny .

Please see gppendix 1, M odule 2 for an example of a SOP.

Appendix 1 of this moduleidentifies 23 substances noted (by the 1988 UN Convention) as
being commonly used for theillicit manufacture of drugs.

OTHER SUBSTANCES USED IN THEILLICIT PRODUCTION OF DRUGS

To manufacture drugs, other chemicas known as essentia chemicds are aso needed. These

chemicas are often used for avariety of legtimate purposes in many laboratories and
industria contexts.

A more extensivelistingto the 23 subgtances noted above has been deveoped.
Recommended procedures for the storage, sal es monitoringand record keepingfor
chemicas, and certain items of equi pment, which could be used in the il licit manufacturing
of drugs, have been developed by PACIA and SA workingin conjunction with the Police.
This information and set of recommended Industry procedures have been formalised as a
“Code of Practice’ which is beingincreasingy adopted by Audrdian States and relevant
industries (see appendix 2).
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Therisk of thefts of thesetypes of chemicals has increased, as they become more difficult to
obtain through legtimate channels. Therisks posed should be assessed and gppropriate
security arrangements put inplace.

EQUIPM ENT

The monitoring of gassware and equipment sales by industry personnd has been helpful in
providing police with leads to crimina activities. Certain pieces of equipment and g assware
are commonly used in the production of drugs. The monitoring of these, in amanner
described by the Code of Practice, or as determined by law enforcement agenci es, has been
useful in stoppingther useinillicit practices.
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QUESTIONS

Do you know of any precursor or essential chemicalsthat arein your work place, which
could bediverted to themanufactureof illicit drugs?

What procedureshave been edablished in your work place for handling, and monitoring
their digribution to prevent their diverson for illicit purposes?

What factors shoul d be taken into account when cond dering therisk of theft of precursor

ubgances?

What should you doif you sugpect someoneisdiverting some subgances that may be used
to makeillicit drugs? (See Module 3 for moreinformation)

What may be the implicationsof failing to report diverson by a fel l ow empl oyee?
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UNIT SEVEN

PROGRAMS COORDINATED BY RELEVANT
AGENCIES/AUTHORI TI ES/PROFESSIONAL GROUPS

Drug Squad links

Each Saeand Territory of Audraiahas its own Police Force. Within each Policeforce
therewill be asection or sections specificaly set up for investigatingillicit drugs.

The Federa Police are involved with Commonweadth obligations and therefore play an
important law enforcement rolein cases of illegd import and export of materials. Such
materias could include heroin and cocaine.

Should you require advice or assistance or you are ableto convey information about illicit
drugs, you should contact the rdlevant druglaw enforcement agency or your loca Police
Sation.

Frontline

Thisis ajoint venture between the Audraian Customs Service and industry groupsthat are
involved with internationa trade and transport, and seeks to combat traffickingin illicit
drugs. Ther program ams to educate

e viaongoingtraining programs
e staff of Cusoms agencies

e personnd in trangport companies and travel organisations in the recognition of suspicious
activities in re ationship to drugs

Under Frontline, Customs provides those organisations that sign a Memor andum of

Under standing (M OU) with advice on improving company security to prevent the
inadvertent assistanceto theillicit drugtrade. Other forms of assistance and advice are also
offered.

Details of Frontline contacts are available on theinternet at:
http://wvww.cusoms.gov.au/bizlink/goods/business
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Nationd Best Practice

The Nationa Best Practice Guiddines for Environment Headlth and Safety wereinitialy
developed by the Naiona Drug Strategy Committee.

These Guidelines were formed because of the concerns with the increased risk to boththe
community and law enforcement authorities of the increasing number of clandestine
laboratoriesillicitly manufacturing psy cho-gimulants, includingamphetamines and its
“designer” drugderivatives

Police practitioners and severa consulting groups, such as the OHS delegates, and
environmenta groups have worked together to produce the guidelines of “Best Practice’.
These are strateges which aim to protect the community and authorities from hazards
associated with Clandestine Laboratories.

Industry Code of Practice

Serious concern about illicit amphetamine manuf acture has lead to the development of an
industry “Code of Practice for Supply Diversion into lllicit Drug M anufacture’. This has
been established by PACIA and the SA working with the Government and Law Enforcement
Agencies. The Code of Practice is acombined effort by paticipating Industry Associationsin
cooperation with Sate Police Drug Squads, and the State Departments of Hedlth. Copies of
the Code may be downloaded from the PACIA website at hitp://www.pacia.org.au.

The Code of Practice establishes communication and liaison between the above groups. M ogt
importantly links are intended to protect the welfare of theempl oyees of the companies
who areimplementing the Code.

The main amsof thisinitiative are to

1. Protect against the diversion of chemicalsto theillicit production of drugs.

2. Establish cooperation between government and law enforcement agencies in the
controlled delivery of chemicals destined for usein theillicit production of drugs, where
thisis expected to lead to the gpprehension and conviction of criminas involved in such

trade or production.

3. Educate and train staff and, where practicd, end users of the precursor drug chemicals
about theissues involved and the procedures which should adopted.
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The Code of Practiceis based on the “know your cusomer’ principle which emphasises the
need to identify customers and understand norma transaction paterns. It is arequirement of
the Code that any person purchasinga category | or Il chemicd (refer Appendix 2) supply an
end-user decl aration (see Appendix 3).

The Code of Practiceis being used increasingy by

Chemicd M anufacturers

Laboratory Suppliers

Importers

Distributors

The Code of Practice, established by the Plastics and Chemicals Industry Association
(PACIA) and Science Industry Audrdia(SA) and sponsored by Crime Agencies, NSW
Police, identifies three“ Categories” of substances for which certain procedures should be
implemented or viglance exercised. Chemicds and ancillary materias known to have been
used in theillicit manufacture of drugs arelisted.

See gppendix 2 for the Categories of Precursor Chemicas and Ancillary M aterials from the
Code of Practice.

In addition to any Sate Legd requirements with respect to monitoring or reporting
movements of some of the chemicals listed in the three Categories described the Code of
Practice requires that the following procedures are carried out:

Category | Chemicals

End User Declaration to be completed for each purchase. These chemicals may only be sold
to “account cugomers’ or customers who gpen an account. Supply of chemicals must be
delayed by at least 24 hours. Thefollowinginformation for each transaction shal be
maintained for at least twoyears and shal be made available to the appropriate government
authorities upon requed:

e Nameand address of purchaser

e Nameand quantity of chemical

e Dateof supply

e Completed End User Declaration (EUD)
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Category Il

EUD required to be completed when sold to non-account customers

Category |1l

No officia reportingis required unless considered warranted. Company personne should be
dert for indicators of sugpicious orders or enquires.

See Module Three for the Recognition and Handling of Suspicious Activities.

Details of State/Territory contacts can be found a Appendix 6 of the Code of Practice.
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Substances Frequently Used in the lllicit Manufacture of Narcotic and Psychotropic
Substances’, United Nations Convention Againg Illiat Trafficin Narcotic Drugsand
Psychotropic Subgances 1988 with additional Substances as per 1993 amendment

Table |

Acetic anhydride
N-acety lanthanilic acid
Ephedrine

Ergometrine

Ergotamine

| sosafrole

Lysergc Acid

3,4-methy lenedioxy pheny |-2prgpanone
Norephedrine

1-phenyl -2-prgpanone
Piperond (hdiotropine)
Potassium permanganate
Pseudoephedrine
Safrole

TABLEII

Acetone
Anthranilic acid
Ethyl ether
Hydrochloric acid
Mehyl ethyl ketone
Phenylacetic acid
Piperidine
Qulphuric acid
Toluene
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APPENDIX 2

CATEGORIES OF CHEMICALS AND ANCILLARY MATERIALS FROM:

THECODE OF PRACTICE

EDITION June 2002

CODE OF PRACTICE FOR SUPPLY DIVERSON INTO ILLICIT DRUG
MANUFACTURE

PLASTICS AND CHEMICAL SINDUSTRIESASSOCIATION (PACIA)

SCIENCE INDUSTRY AUSTRALIA (SIA).
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Category |
For Sale to Account Customers Only - EUD" Required

CHEMICAL NAME ALTERNATIVE NAME

Acetic Anhydride

Bromobenzene Pheny Ibromide

Bromo safrole

Boron tribromide

1-ChlorophenyI-2-aminopropane

L-Ephedrine (and sdlts)

Ethyl Pheny| Acetate M ehylbenzy| Acetate, Benzene acetic acid

Gammabutry olactone GBL

Gamma hy droxy buty rate GHB

Hydriodic Acid Hydrogen lodide

Hy drophosphorous acid Phosphinic acid

M ehcathinone

3,4 -M ehylenedioxy phenolprgpan -2-one

N-M ehy| Ephedrine

M ehy| Phenylacetate Benzeneacetic acid

N-M ehylpseudoephedrine

Norpseudoephedrine

Pheny lacetamide

Pheny lacetic acid, salts & esters

Pheny lacetonitrile Benzyl Cyanide

Pheny lacety| chloride

1-PhenyI-2-chloropropane

1-PhenyI-2-nitrgpropene

Pheny Ipropanolamine

1-Pheny|-2-propanone oxi me

1-Pheny|-2-propanone Benzyl M ehy| Ketone
Pheny lacetone

1-Pheny|-2-propanal

Phosphorous red / white

Phosphorous acid Phosphonic acid

Pseudoephedrine (and sdts)

Pyridine

(* End User Declaration)
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Category Il

EUD Only Required When Sold to Non-Account Customers

CHEMICAL NAME ALTERNATIVE NAME
N-Acety lanthranilic Acid Acetamidobenzoic Acid Ajacene
Allylbenzene 3-Phenyl-1-propene

Ammonium formate

Anthranilic Acid 2- Aminobenzoic Acid
Benzddehyde

Benzy| chloridea-chlorotoluene

Benzy| bromide

Calcium meta

Chromate salts

Chromium trioxide

Dichromate sdts

Ergometrine

Ergotamine

N-Ethylephedrine

N-Ethylpseudoephedrine

Formamide

Hypophosphite sats

lodine (sdts)

|sosafrole

Lithium meta

Lysergc Acid 9,10-Didehy dro-6-methy|-ergoline-8

Carboxylic Acid

Lysergc Acid

M agnesium meta

M e hy lamine ( ges) Aminomethane/ M onemethylamine

M e hy lammonium salts

N-M ethy lformamide

Paladium (salts)

Phenyldanine

Piperidine Hexahydropyridine
Pentamethylene Imine

Piperond 3,4-M e hylenedioxy -benzadehy de

Heliotropine

Potassium meta

Propionic Anhydride

Raney nicked

SHfrole

Sassafras oil

Sodium metd

Thionyl Chloride

Thorium (sdts)

APPLICABLE APPARATUS

Gas cylinders: hydrogen sulfide gas, hy drogen chloride ges, hy drogen gas, ammonia ges,
methy lamine ges.
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Glassware: Round bottom reaction flask (>500mL), condenser (joint size B19 or greater),
splash heads and distillation heads.

Appaatus: Heating M antles (>500mL), pill presses, rotary evaporaors

Category llI
NoR gortln Reguwed This list should be used as guideto dert staff that theseproducts may
be used inillicit drug manufacture.

CHEMICAL NAME ALTERNATIVE NAME

AceticAcid

Acetone

Acetonitrile

Acetyl Chloride

Chloroform

Cy clohexanone Sextone

Diethyl ether Ethy| Ether, Ether

Formic acid Hydrogen Carboxylic Acid

Hydrochloric acid M uriatic Acid, Hydrogen Chloride
Lithium duminium hydride LAH, Lithium Alanate, Aluminium Lithium Hydride
M ercuric Chloride M ercury (11) Chloride, M ercury Bichloride
Mehyl ethyl ketone M EK, 2-Butanone, Ethy| M ethy| Ketone
Nitroethane

Phogphorus pentachloride

Phosphorus pentoxide Phosphoric Oxide, Phosphoric Anhydride
Phogphorustrichloride Phogphorous Chloride

Potassium cyanide

Potassium permanganate

Sodium acetate

Sodium cyanide

Sodium hydroxide Caustic Soda

SQulphuric ecid

Tetrahydrofuran

Toluene M ehy| Benzene, M ehy| Phenyl M ehane

Applicable apparatus: buchner funnels, buchner flasks, magnetic stirrer/hotplates,
separating funnds, chemica balances, quickfit adapters.
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APPENDIX 3
Sample End User Dedaration from The Code Of Practice (PACIA, SIA)
The Chemicd product(s) | wishto purchaseis dassified as apossibleillicit drug precursor or auxiliary resgent. |

understand that to be supplied thisproduct asigned end-user ded aration must be provided together with an order, on
identifiabl ecompany stationery. (Please notethat cash sd etransactions arenot acceptable for Category 1 Items).

CadogueNo. Product Name Quantity Pack Sze Order No.
Intended use  Andyticd |, R&D , Other Manufacturing Resde |,

Pleasespedi fy full detailsof assay, project, Product CUSIOMEr ELC: ... ittt e e e e e

Purchaser Details and Dedlaration

P (Full Name) being .....ccooviiiiiiiii e (Position)
on behd f of (Company or Institution)

Address

Account No: ACN NO:....ooocvre

hereby dedarethat the above chemicd product(s)/ apparatus will not beused for the manufactureofillicit
drugs.

Sgnature Dae

Details of Collecting Agent'sidentification

Current Passport NO:.......ocv v Country of Issue...............
Current Photogrgph Licence NO:.....cc.ove v veveiie e Bxpiry date .........coooiiiiin.

Photo [dentifi CaioN Card TYPE . ..o e ettt et e et e et e et e e e e eeeeeaaes

B

End User Distributor / Supplier Details and Dedaration

l, (FUllName) beNg ... e (Position)
on behd f of (Company or Institution)

Address

Account No: ACN NO:....ccocv

hereby dedarethat the above chemicd product(s)/ apparatus will not beused for the manufactureofillicit
drugs.

Sgnature Dae
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UNIT ONE

INTRODUCTION

This module will provide you with an understanding of

e Austrdidsinternationa obligations in handling “ Restricted Substances” that is, certain
precursor chemicals and controlled drugs (as defined in M odule One)

e Commonwedth Laws, State Laws and Regulations which refl ect those Laws

e Redevant Company Policies which refl ect these Laws and Conventions

With Resped to“Restricted Substances” you will examine

e thelawful foundation or framework within which you are employed in y our industry

e thelawful framework which binds the Company which employsyou
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Employ ees are required to follow rules and procedures in their work which reflect the
requirements and expectations of the community. Very frequently, these rules and

procedures are simply commonsense, but some may be an outcome of the Law which your

Company, through you, must follow.

Austrdiahas had laws governing sal e, manufacture and distribution of restricted
substances before and since Federation.

This module will provide information about:
e Recent UN Conventions and how Industry must play itspart in supportingthem;

o Commonwedth and State regulations, monitoring and reporting requirements.

Discuss what is meant by each of the following terms

1. Controlled drug

2. Redricted substance

3. precursor chemical (to a controlled drug)

(Definitions are provided in M odule One, Unit 2)
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UNIT TWO

GENERAL BACKGROUND TO THE UNITED NATIONS

AND RELEVANCE TO DRUG CONTROL

The United Nations

Following cessation of dl hostilities in 1945 the United Nations (UN) was officidly born on
24 October 1945.

Four main purposes of the UN are to

e keep peacethroughout the world
e develop friendly relations among nations

o work together to help the poor live better lives, to remove poverty, disease and illiteracy in
theworld, and to encourage respect for each other’ s rights and freedoms

e beacentrefor helping nations achieve these goals

(Which of these UN goal sdo you consg der to be relevant to D rug Control globally? Why?)

The United Nations is“organised” , and its activities are coordinated through six man
“organs’ .

Examinethe Chart and identify the main “ organs”.

Which “organ” do you believe might beinvolved with I nternational drug control and
movement?

(Wherearethe UN headquarters?)
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The Economic and Social Council (ECOSOC)

Nine UN Programmes and Funds report to ECOSOC.

| dentify these programmes/ fundsfrom the chart provided on the next page.

Examinethe chart carefully.

Can you identify further functionsof the UN ?

| dentify which programme might be concerned with international control of drugs

Three (3) separate seps have been made by the UN to:

e |imit use of controlled substances to medica and scientific purposesthrough legtimate
markets;

and to

e takeaction against illicit manuf acture, diversion and trafficking.

Thethreerdevant UN Conventions are described in Unit Three.
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UNIT THREE

CONVENTIONS AND DRUG CONTROL TREATIES

A. Single Convention on Narcotic Drugs 1961

The ECOSOC (Economic and Socid Council) convened a conference early in 1961 which
was attended by Audraiaand 72 other countries. ThefollowingUN agencies participated:

FAO
ICAO
ILO
WHO

The parties which signed the Convention (includingour own country) agreed to take
appropriate legislative action to:

1. Carry out the Convention provisions withinther country;
2. To cooperate with other countries in executing provisions of the convention;

3. Limit production, manufacture, export, import distribution, trade, use and possession of
Narcotic Drugs exclusively to scientific and medi cal pur poses.

Signatories are required to furnish edimatesfor use, and then to furnish datigical
returns(based on calender years), in order to ensure that execution of provision of the
Convention isoccurring.

Statistical returnswhich arerequired annually, cover such areas as, imports, exports,
production/manufacture, drug consumption, details of illicit drug seizure and disposd, and
finally, details of stock quantities held at 31 December each year. The T heragpeutic Goods
Administration (TGA) is the compdent reporting authority for thepurposes of the
Convention and relies on the co-operation of companies which handle these nar cotic

substances to provide accurate and timely reportstothe Internationa Narcotics Control
Board.

Fallureto providethisinformation may breach Sate/Territory legslation.
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Limitsare placed on import, export, manufacture and storage with respect to a
country’s stated needs and estimates.

The Convention aso deds with cultivation of the opium poppy, coca bush and cannabis
plant, with growers required to be licensed by government.

Trade, manufactur e and distribution of narcotic drugs are controlled by asysem of licences.

The Convention requires signatories to be accountable by implementing appropriate sygems
of inspection and supervision.

Finaly, each country is required to establish penal provisions which must be implemented
against individuals or groups, who contravenethat country’s laws esablished as a“ flow-on”
from the Convention.

The Convention details four groups of Narcotic Drugs which must be controlled and
monitored by signatories. These groups arelisted in Schedules|, 11 and 1V of the 1961
Convention (see INCB website - M odule One). ScheduleI11 listed those drugs which are
specificdly exempted from these controls dueto theway in which they are compounded.

B. Convention On Psychotropic Substances, 1971

ECOSOC convened afurther conference early 1971 which was attended by Austraiaand 70
other countries.

The WHO (World Hedlth Organisation) was the speciadised UN Agency represented at the
Conference.

What are psychotropic drugs?

Name some psychotropic drugs

The provisions of this Convention more or less paralld its predecessor of 1961, in

recognising uses in sci ence and medicine while being determined to combat abuse and illicit
traffic. The Convention outlines similar rigorous measures which are necessary to regrict use
of psychatropic substances to legtimate purposes.
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Again, systems of estimates and gatigica returns are required with respect to manufacture,
import, export, usage, trade and distribution. Licences and pend provisions and inspection

similarly apply.

Because diff erent types of drugs areinvolved here, cultivation provisions are not relevant,
but certainly medical prescriptions and record-keeping by retail pharmacists (who mug aso
be licensed) is an important facet of the 1971 Convention.

This Convention appearsto havetight import and export controls inthat it hasprovisions for
countries to comply withstandard separateimport and export authorisation forms which must
accompany every consignment, with copies aso being sent ahead to theimporting or
exporting country. Thereare dso provisions made for countries to nominate that they wishto
prohibit import of certain Schedulell, 111 and 1V substances; exporting countries are then
notified of these wishes.

As with Narcotic Drugs, the Psychotrapics covered in this Convention, are classified into
four groups as Schedules 1 to 1V.
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UN Convention Against lllicit Traffic In Narcotic Drugs And
Psychotropic Substances - 1988

By 1988the parties tothis convention recognised

risingtrends in illicit production of narcotic drugs and psy chatrgpic substances which pose
athreat to hedth and welfare of humans with the patentia to undermine economic,
cultura and politica fabric of society,

an increasing tendency for children asillicit drug consumers, and even for illicit
production and distribution,

that links between organised crime and illicit traffic posed athresat to the gability of some
member countries,

that illicit traffic which generates largefinancid profit, alows transnationa crimeto
penetrate, contaminate, and corrupt strudures of government, business and society at dl
levels.

They therefore determined to

deprive personsso engaged iniillicit traffic of the proceeds of their activity thus
ediminaingther incentive,

estimate root causes for demand (ie. abuse) and so € iminate the profits made,

consider the necessary measures to monitor certain substances eg. precursor chemicas
and solvents which are used to manufacture nar cotic drugs and psy chotropic subsances,

improve internationa cooperation, and coordinated action,

reaffirm principles and reinforcement of the measures outlined in the Conventions of 1961
and 1971,

strengthen legal and internationa enforcement meansin crimina matters.

Congder thedeteriorating illicit drug scene between 1972 and 1988. Write down, for
further discusson, asmany reasonsas you can deduce, possblefactorsin this
deteri oration.

10
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This Convention reflects the concern of participatingNations (including Austraia) by
introducing extra and tougher measures of recommended control.

Some of these extra measuresindude

e confiscation of property and proceeds

o extradition agreements, and lega proceedings against suspects

e mutudly cooperative lega assistance between Nations

e cooperation between law enforcement agenci es between Nations

e atightening of measures taken by Commercia distributors/carriers

e suppression of illicit traffic by seaby measure of flag identification, and in cases of grave

doubts, measures for boarding, searching and impounding vessels

e suppression of use of “mails” (eg: posta services)

Especially relevant to you as an employee within the chemical or pharmaceutica
industries are two Articles (or Sections) to this Convention.

1. Thefirst of these deals with subgtances (chemicals) which are often used in theillicit

manufacture of narcotic drugs and psy chotropic subgtances in clandestine laboratories.

What nameisgiven to such necessary chemical sin thiscontext ?

What are clandegtinelaboratories ?
(seemodulel,ifyou requireinformation)

11
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The Convention recommends that for licit manufacture and distributions
e dl persons so engaged, be controlled
e control under licence, the premises and establishment

¢ licensees obtain apermit for conductingtheir operations of manufacture and/or
distribution

e product accumulation by manufactures and distributors, in excess of normal mark et
demand conditions, should be prevented

N

The second Article dedls with illicit trade in equipment (laboratory hardware) which
could be used to manufactureillicit drugs of dependence.

Twenty-three (23) Chemicals are now listed as requiring Regul ations, and these are grouped
(classified) intwo Tables (Tablel and Tablell). See appendix 1 module 1

The three Conventions form a co-ordinated whole, including control of restricted
substances through legtimate markets, together with the various aspects of action
againstillicit manufacture, diverson and trafficking.

What do you think are some of the cons derationsin deciding to place new subgances
under these UN Conventions?

12
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UNIT FOUR

CONTROL RESPONSIBILITY IN AUSTRALIA

In Austrdiathe Thergpeutic Goods Administration (aspart of the Commonwedth
Department of Health and Ageing) is responsible for implementing control measures for
which it has obli gations as aresponsible member of the UN and as aresponsible signatory to
al three UN Conventions on lllicit Drugs. The States and Territories have responsibility for
licensing formulators, distributors and wholesaers and for controlling avail ability within
their borders, of drugs and chemicas covered by the Conventions.

There are essentidly threelevels of monitoringand controls:

1. Commonwedth reguirements.

The requirements of the Convention which relate specificaly to the manufacture of
narcotics are implemented through the Narcotic DrugsAct 1967. Under this Act, all
manufacturers must hold amanuf acturing li cence and keep certain types of recordsto
manufacture nar cotic materids. Provisions relatingto the trans-shipment of narcotic
drugs through Austrdiaare aso set out in this Act.

The Cugoms (Prohibited Exports) Regulationsand the Cugoms (Prohi bited

I mports) Regulations are two sets of Regulations which control (amongst other
things) - EXPORT and IM PORT of drugs out of and into Audrdiarespectively. Two
Commonwedth Government Departments are charged with responsibility and
implementation of this Legislation. They are:

e TheThergpeutic Goods Administration asthe permit issuing agency ; and

e TheAudrdian Customs Service as the border control authority .

2.  Various Sate and Tearitory Poison and Drugs legslative controls

(see Unit 7 of thisM odule)

3.  Voluntary monitoringand control

Thevoluntary "Code of Practice’ is described in more detail in Unit 7 of M odule 1.

Over what areas rdevant toillicit drug control, doesthe Augralian Government have
legid ative and Conditutional power?

13
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What function can it control ?

It should be noted tha many of the drugs and precursor chemicals covered by the UN
Conventions, are dedt with by Austrdian law inthisway. Thisistheway in which Audrdia
meets its INTERNATIONAL OBLIGATIONSand resporsibilities as amember of the UN
and as asignatory to itsthree Conventions.

14
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UNIT FIVE

COMMONWEALTH CUSTOMS REGULATIONS AND
CONTROLS

IMPORTING DRUGS INTO AUSTRALIA

Austrdiais not sef-sufficient in chemicals, pharmaceuticals or drugs, and it thus relies on
imports from overseas to asubstartial degree in order to satisfy legtimate community
demand for scientific research, and for care and treatment of pegple and animals in need of
medicad care.

In order to import theragpeutic drugs or chemicas which are controlled under the Customs
(Prohibited Imports) Regulations, a company or person must goply for alicencein writingto
the Secretary of the Department of Health and Ageing (the Dgpartment). Information
concerningthe need to obtain a Permit to Import can be obtained from the Regul atory Affars
Officer of your company or directly from the Therapeutic Goods Administration (TGA) as
part of the Department of Hedth and Ageing.

What ismeant by a Therapeutic drug or chemical ?

Licences
A licenceto import drugs is granted only if the:
e goplicant is deemed to be “fit and proper”.

e goplicant has supplied dl the information which the Department requires (includinga
current copy of aStae/Territory licence, wherere evant) .

e that the agents which the gpplicant employs for business purpases carried out by the
applicant, are dso fit and proper persons.

e theapplicant’spremises (for the duration of thelicence) are secure and safe for that
purpose.

Who arethe*® agents’ referred to here?

How might thisprovigon bere evant to you?

15
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INFORMATION WHICH MUST BESUPPLIED BY AN APPLICANT FOR AN
IMPORT LICENCE

¢ Name (gpplicant and/or organisation)
e Address of premises on which the controlled substance will be held
e Nature of the business (ie: manufacture, distribution)

e Classes of substanceto be held (ie: narcotic drug, psy chotrapic substance, or precursor
chemical)

e Details of personswho will have access to the controlled substance. This will include
details of positions and qudifications.

e Details of any agents gppointed by the goplicant (shipping, customs, internd transport).

e Detalls of security arrangements for storage and subsequent distribution

Other conditionsto be met before alicence can be granted include:

o sdfety precautions if drugs are moved at any time;
e precautions which amost preclude loss or theft of any drug;

e disposd of drugs must be such that the Licence holder, ensures use of the drugs will be
soldy for scientific or medicina purposes.

e The Licensee must keep arecord book or € ectronic record which reveds

e - nameand quantity of each drug possessed, and full details of its source.
- when supply is made to another person, full details of quantity and address of the other
person, are shown in the record.

e Full details of loss of drug quantities, when that drugis used in subsequent manufacture of
another preparation. Details must even include loss by evaporation, or destrudion in that
process.

e The Licensee must, when required by the TGA produce the record, and any drugin
possession of the Licence Holder.

e Requirement of weekly reporting and sending into the TGA, weekly returns which
reconcile with details in the record.
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e When requested by the TGA, aLicensee, must be ableto supply within 14 days, ddails of
orders for controlled substances aready placed, or expected to be placed with the
Licensee.

How isthisrd evant to the UN Conventions?

It can now reedily be seen that where a Company imports controlled substances, very
stringent requirements must be met beforeit is licensed.

17
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Permits

The Licensee must apply for permisson to import if the goods are arestricted substance as
described under the relevant Schedul es to the Cusoms Regulations. Permission to import (by
the authorised licence) is then given by the TGA provided the Licensee can still meet dl the
necessary requirements.

Each new import by aLicence Holder, requires anew permit. All permits must be obtained
prior to arrival of the shipment.

Equdly stringent conditions must be met, and full details of the intended import gven, before
permission to import will begven by the TGA. Applications to receive a per mit
(permission) must

bein writing

supply name, and address details of the Licence Holder

name and address of the supplier in the country from which the export is to be made
statethe common name, and also the non-proprietary name of the drug

statethe proposed quantity of drugto beimported

wherethe drugis apharmaceutical product:

- theform of the drug must be stated;

- thestrength of each active ingredient must be stated.

- the AUST R number of the good in the Austradian Regster of Thergpeutic Goods mug be
stated (where relevant)

statethe duration of theprgposed importation

statethe number, and size of packs

statethe date of import

gvethemode of arriva from oversess, ie whether by seaor ar freight
gvedetails of name and address of the end user and the use of the end substance

When apermit is granted, it may well berequired that conditions of

possession
safe custody
storage
trangoortaion
use

disposd
distribution

aremet by thepermit holder.

18
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Theimportaion of some substances which are not narcotics, pSy chatrgpics or precursors
subject to the International Drug Tresaties require only an import permit to be held (eg

anaboli ¢ substances, abortifacients). M ore information on these subsances is avail able on the
TGA website a http://www.hedth.cov.au/toa

Why woul d some subgstancesbe subj ect to Augralian import control swhich are not under
I nternational control ?

When an imported drugis coll ected, the Collector must, in writing, certify the quantity
imported, and the date of importation. Then, if for any reasons outside the control of the
permit holder, any part of the specified drug could not beimported within theperiod
specified in the permit, the holder of the permit, mus apply in writingto theTGA for atime-
variation.

When and/or if, aLicence and Permit holder fails to comply with thesepermit conditions,
they could well be char ged with an offence against the Customs Act of 1901.

I f thisdid occur to your empl oyer, what poss bl e consequencescould reault for the
employer? For the empl oyee?

Write down asmany reasonsasyou can, why thisshould be so. |f poss ble comparethem
with reasonsgiven by fellow trainees.

In thisregard, what arethe regpongbilitiesfor the empl oyer?

What respon g bilities mi ght the empl oyees have?

I f thisdid unfortunately occur, what could be the con sequencesfor empl oyer and
empl oyees of their negligence?

When and/or if, aLicence and Permit holder fails to comply with these Permit conditions,
TGA could well revoke the Licencel
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The copy of the permit which is certified by the Collector (the triplicate) must be returnedto
the TGA within 5 working day s of the date of importaion as the certified amount (rather than
the requested amount) is included in reportstothe International Narcotics Control Board.

What processes does your company havein placeto ensurethat all triplicatesare returned
within 5 working days?

If atriplicateis misplaced, astatutory declaration must be provided tothis effect. Failureto
providetriplicates or astatutory declaration is grounds for revokinga Company’s import
licence.

EXPORTING DRUGS FROM AUSTRALIA

Austrdiais sdf-sufficient in some drugs and chemicals, isin aposition to export some, and
accordingly, does so.

What advantages doesthishave for Australia?

Licences (Export)

A person or company can only export adrugfrom Austrdia, if they arealicensed exporter.
Then, that licensed exporter can only export adrugwith apermit beingissued by the TGA,
and within three months of tha permit being issued. The drugmust only be consigned to the
country specified in the permit, and the exporter must beprepared to produce the permit if
requested by the Customs.

Consignment of Prohibited Exports drugthrough the Post Officeis prohibited unless
authorised by TGA to do so. An gpplicant for alicence must put the goplication in writingto
TGA. If granted, theperson who istherecipient of alicence shal

e keep abook record of each controlled substance exported, showing date, quantity and full
name and wher eabouts of theimporter

¢ keep therecord books until such timethat TGA goprovestheir destruction

e beprepared to submit books for examination by an authorised officer a any reasonable
time of the day
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e submit weekly returnstothe TGA, with regpect totransactions referred to in the record
book

e undertake al precautions for safe keeping, to prevent loss or theft of drugs in his/her
possession

Licences are granted for aspecified period only, and they may berevoked by TGA, if the
above conditions are not met continuously over time.

Permits (Export)

Permits areissued by TGA. Licensed applicants must submit requests in writing, and must
specify the country of degtination.

Each drugexport requires aseparate permit. Furthermore, each request for apermit must be
accompanied by appropriate written Governmenta approva for import by theimporting
country.

The TGA is mindful of the commercial need to minimiseddays. Ddivery times between
distant States and Canberraneed to be considered when forwarding gpplications. Notethat
ten workingdays are required for processing gpplications and dispatching permits. Faxing
permit applications is acceptable and may assist the process.

Referring to your knowl edge of Audralia’sinternational obligations show how thissystem
of Licencesand Permits hel psmeet those obligationsand repongbilities

Just aswith import permits, sotoo may export permits be revoked if aholder fails to comply
with any of the conditions of their issue.

| f thisdid occur, what consequencesmay result for

e thecompany?

e employees?

Export of Precursors - licenang and pre-export notifications

As from 1 September 2002, anew schemewill be in placeto satisfy Audraia s obligation
under the 1988 Precursor Convention. This new scheme will aff ect exporters of patassium

permanganate, acetic anhydride and substances in Table Il to the Convention (See gppendix 1
M odule 1). Exporters of patassium permanganate and acetic anhydride will need to hold an
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export licence and to submit apre-export notification within 5 working day s of the intended
date of export.

Smilarly exporters of al Table Il precursors will need to hold alicenceif they are exporting
morethan 100 litres per consignment and to submit apre-export natification if the destination
country has made such arequest. A list of al the countries which have asked for pre-export
notification will be published in the Commonwedth gazette.

Thisprocess provides TGA with an opportunity to verify the exporter as alicence holder and
to take necessary action tostop the shipment if it is determined that it may be diverted into
illicit traffic. Verification must be co-ordinated with other overseas authorities and to
facilitate the efforts of the TGA, exporters should submit thepre-export notification form as
much ahead of the date of export aspossible.

Further information is avail able on the TGA website.
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UNIT SI X

MOVEMENT OF CONTROLLED DRUGS IN AUSTRALIA

In 1970, Austrdiaintroduced a sy $em to monitor the movement of Schedule 8 (SU SDP)
controlled drugs (including drugs of addiction and other dangerous drugs) from:

e thepoint of manufactureto export;

e thepoint of manufactureto “find” distribution sites viz. pharmacies, hospitds, clinics, and
universities;

e import point to orage and thenceto the above locdities.

What modes of trangport are most likely used in these tran Sers?

At present, in Austraiathere are more than 140 licensed Companies which must report such
movements. T he system enables interstate movement of drugs to be“tracked”, and these
movements total many thousands each week. Quantities of drugs used legaly for medical
and scientific purposes, can, in thisway, be estimated.

From the information provided in the weekly reports on drug movements, details of lega
drugtransactions are obtained. Theinformation aso helpsin the estimate of gock balances
held, and it assists in thepreparation of import and export quatas.

With referenceto earlier sectionsof your Training, why isAudralia obliged to preparethis
information?

The monitoring sy stem aso provides dataon Austraia s consumption of controlled drugs
which then helps in estimating our requirements, identifying usage trends, and all of this
helps fulfil our obligetions internationaly .

Again, whatinternational obligationsdo we have?
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REPORTING ON MOVEMENT OF CONTROLLED DRUGS BY
INDUSTRY

Instructionsto Companies on the actual mechanics of reporting, arevery detailed indeed.
This training will outlinewhat are considered to be the important areas for Trainees to know.

What types of Companies must Report Movements?

They are
Importers
Exporters
Formulators

M anufacturers
Resdlers

and

Wholesd ers

Explain what these typesof Companiesdo? (with your explanationsclearly revealing the
functiond difference between them).

The TGA hasprepared detailed reporting instructions for Companies which areinvolved in
the movement of controlled (Schedule 8) drugs. Contact the Treaties and M onitoring Unit of
TGA on 02 6270 4326 to obtain amonitoring information pack. These importart details must
be attended to diligently by senior personnel of the Companies involved.

To whom are the Reports forwarded?

Weekly reports areto betransmitted dectronicaly to: tms@hedth.gov.au

Clearly then, Companies must implement a range of State and Commonwea th
reguirements which deal with the control and monitoring of drugs and certain other
scheduled substances.

An employee may therefore be required to follow exactly, aset of instructions des gned
to enaure that the Company’s obligations are met. Such instructions are commonly
referred to as aStandard Operating Procedure (SOP). See appendix 1 for an example.

24



MODULE TWO RESTRICTED SUBSTANCES
CONVENTIONSREGULATIONS
MONITORING REPORTING

UNIT SEVEN

CONTROL RESPONSIBILIESIN THE STATES
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CONTROL RESPONSIBILITIES IN THE STATES
WESTERN AUSTRALIA

In WA poisons are controlled under the Poisons Act 1964 and Poison Regulations 1965.

A. Licences

The Heath Department of WA issues 4 different types of poisonslicences.

1 Licenceto procure, manufacture and supply poisons by wholesale deding.

2. Pharmaceutica chemists licenceto sdl poisons.

3. Licenceto sdl by retail poisons gecified in Schedule 2 to the Poisons Act 1964.

4, Licenceto sdl by retail poisons gecified in the Schedul e 7 to the Poisons Ad 1964.

Licences 1 covers wholesale manufacture and sales, licences 2 to 4 cover retail saes.

B. Permits

The Health Department of WA issues 5 different types of permits allowing the holder to
pur chase poisons specified on the permit for industrial, educational, advisory or research
pur poses, but not to re-sell or supply to others. The types of permits are:

6B Poisons Permit (Digribution of samples)

7 Poisons Permit (Indugria)

8 Poisons Permit (Educationd, advisory or research)
11AA Sockfeed M anufacturers Permits

13 Poisons Permit (Departmenta and Hospitd)
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DISTRIBUTION

If supplying Substances in Schedules 2, 3, 4, 7 and 8, there arerestrictions to whom the
Company may sdll.

1. It may sdl (distribute) to aCompany or person who holds acurrent Licence or Per mit
relevant to that compound or Schedule.

2. It may digributeto an*authorised person” such as: medicd practitioner;
veterinarians; retall pharmacists and dentists. Thesepegple do not need a Permit
becausethey aredready “authorised” by thefact of their qudifications and
professiona regstration under the Act.

What State Permits/Licencesdoesyour Company hol d?

Under the Act, what operationscan it undertake with regpect to Controlled Subgtances?

TRANSPORTATION

Obligations hererequire that any loss during trangoortaion must be reported to the Police and
the State Hedth Depatment. Trainees should report any perceived suspicious behaviour, or
any loss, or anythingout of order in this area, to a Company supervisor.
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STORAGE

1. Schedule 8 substances must bein avault or safe.

2. Schedule 4 substances must be located in a locked storage facility such as a cupboard,
room or entire warehouse, depending on the quantity required for storage. Security
systems like darms must bein placeto deter unauthorised entry, but which alows for
Fire Brigade access.

RECORDS

The Staterequires that Companies keep full records for twoy ears except for records of
Schedule 8 drugtransactions that must be kept for 7y ears, which, as required, can
subsequently be audited.
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MORE DETAILS ON LICENCES AND PERMITS
WESTERN AUSTRALIA

How are Licences and Permits Issued?

The person mug goply in writingto the Commissioner of Hedlth.
The application must be accompanied by the prescribed fee.

The applicant must esablish persond qudities and credentids to justify licence and/or
permit issue tothem.

A licence and/or permit issued under the Poisons Act relates only to thepremises
described in that licence and/or permit, and to no other premises.

Beforeissue, the Hedlth Department may check that thepremises are suitable for the
purposesstaed, clean, hy g enic and adequately equipped for manufacture, sale or supply
of the Controlled Substances to which the licence or permit is relevant.

| f premi seswere changed, what would the Law require?

What do the Appropriate Licences and Permits Authorise?

In WA, details of what is authorised are described in the Licence/Permit document(s).

Of course, licences and permits cover al classes of pharmaceuticas and chemicals, but
Trainees should note that these details are bey ond the scope of thisparticular Training.

Duration

Licences and Permits arevalid for between one (1) and three (3) years from the 1 July and
may be renewed on pay ment of afee.
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Inspection

Beforeinitial issue of Permits and/or Licences, an inspection of the premises may occur to
ensure compliance, and further inspections will occur on aroutine basis.

Suspension or Cancellation

Licences and/or Permits may be suspended or cancelled if

o thereislack of compliance by the Holder with the terms, conditions, limitations and
restrictions of thase Licences and/or Permits.

e theHolder, by subsequent behaviour or investigations reveds their lack of suitability to
possess aLicence and/or Permit.

¢ theHolder has been convicted of an offence against the PoisonsAct.

e theHolder ceases business operations at thosepremises outlined in the documents.

Where cancellation or suspension occurs, the actua original Licence and/or Per mit
documents must be surrendered to the Hedlth Department.

Taking thefirg three of the above circumstances write down the relevance and
regpong bilitiesof Trainees asemployees for each one separatdly.
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END USER DECLARATION

NSW Regul aions require that vendors of chemicals and pharmaceuticals should retain
records of al transactions for aperiod of two years, and tha Police and State Hedlth
Departments must have access to these. It now seems tha most, if nat al Saes have moved
to, or arein the process of implementing, equivadent similar sy stems.

Industry itsdlf, in many areas of Austraia, has introduced, and is using, a sy $em of
proformae caled END USER DECLARATIONS (EUD). (A sampleisincluded for you to
examine, please see gppendix 2.)

Lig the requirementsof a purchaser in order to comply with an EUD.

Which SUSDP shedulesareinvol ved here?

What isa vendor?

Industry associations are keen to seethis sysgem implemented by al members, and
eventualy, by dl vendors of these subgances, throughout al States and Territories.

An EUD must (wherein use) be completed for every single transaction (purchase), even
including account customers.

Trainees should notethat EUD’s have no lawful status. This does not mean that they do not
perform avery useful community function.

Outlinefully, dl theussful functionscarried out by an EUD sysem.

Traineesshould al sonote that wherein use

1. your Company will not supply Cortrolled Substances, unless afully completed EUD is
supplied, and

2. eventhough EUD’s have no lawful status, whereyour Compary is responsibly using
them, you as an employee must comply fully and willingly where and if you are
involved, as it will be“ Company Policy”’ , and therefore y our willing compliance will be
essentia as part of your conditions of employ ment.
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CONTROL RESPONSIBILITIES IN THE STATES
SOUTH AUSTRALIA

In South Austrdia, poisons and drugs are controlled by the Controlled Substances Act 1984.
The Regulations incorporate, thepoisons schedules of the Standard for the Uniform
Scheduling of Drugs and Poisons (SUSDP). All States have agreed to adopt these schedules,
and thus thereis generally uniformity throughout Austrdia

Why isthisgeneral uniformity of Scheduling very dedrabl e?

Can you think of any previouslack of uniformity in other areasbetween States which
contragswith this?

What detrimental effectshasthishad for Australia?
Lig somefor discusson.

The SUSDP dso contains details on packagngand labelling, together with Safety Directions,
Warning and First Aid Statements which arerequired to be printed on the label of the
relevant chemicas. These have also been adopted by each Sate.

A. Licences

In South Austraiaasysem of licences operates. Licences areissued by the Department of
Human Services (DHS).

1. M anufacturers Licence

e To manufacture, produce, pack and sell by wholesale certain schedules poisons
M anufacturing licences ref er to substances in Schedules 2 to 8 inclusively .

2. Wholesd e Licence
e Tosdl by wholesde deding certain scheduled poisons

Wholesd e licences refer to substances in Schedules 2 to 8 inclusively

In South Austraia, asysem of Licences aso exists to obtain and use (ie: to purchase, possess
and use) Controlled Substances, but certainly not to re-sdll or to supply to others.

Substances requiring a licence are dassfied in Schedules 4, 8 and some of 7.
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B. Permits

A permit isissued a no cog, for legtimate research and training purpaoses for any Poison or
Prohibited Substance. Applicants arerequired to stipulateprecisey what the substance or
substances will be used for. Currently in South Audrdiaal permits expire on June 30.

DISTRIBUTION

If supplying substances in Schedules 2, 3, 4, 8 and some of 7, there are restrictions to whom
the Company may sdll.

1. It may sel (distribute) to a Compary or person who holds a current Licence or Permit
relevant to that compound or Schedule.

2. It may digributeto an*“authorised person” such as: medicd practitioner;
veterinarian; retal pharmacist and dentist. Thesepersons do nat need aLicence
becausethey are dready “ authorised” by their quaifications and professiona
registration.

What State Permits/Licencesdoesyour Company hol d?

Under the Act, what operationscan it undertake with respect to Controlled Subgtances?

TRANSPORTATION

Obligations here requirethat any loss during trangoortaion must be reported tothe Police and
the Depatment of Human Services. Company employ ees should report any perceived
suspicious behaviour, or any loss, or anythingout of order in this area, to aCompany
supervisor.

STORAGE

1 Controlled (Schedule 8) drugs must be stored in accordance with the * Code of
Practice for the Siorage and Transport of Drugs of Dependence’, with access limited
topersons gipulated in the Licence.

2. Schedule 4 substances must be located in a locked storage facility such as acupboard,
room or entire warehouse, depending on the quantity required for storage. Security
systems like darms must bein placeto deter unauthorised entry, but which alows for
Fire Brigade access.

In South Austrdia, beforeaLicencefor Schedule 8 compounds is issued, a Crime Prevention

Report fromthe Policeis necessary. Thepurpose of this requirement is to ensure security
and prevent unauthorised access to Schedules 8 compounds.
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RECORDS

The Saerequires that Companies keep full records for twoyears which, as required, can be
audited subsequently .

(Plesseturn to next page)
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MORE DETAILS ON LICENCES AND PERMITS
SOUTH AUSTRALIA

How are Licences and Permits Issued?

e Written gpplication must be forwarded to the Hazardous Substances Section of the
Environmental Hedth Branch a the Department of Human Services.

e Theapplication must be accompanied by the prescribed fee.

e Theapplicant must esablish personal qudities and credentids to justify licence and/or
permit issue tothem.

e A licence and/or permit issued under the 1984 Act relates only tothe premises described
inthat licence and/or permit, and to no other premises.

e Beforeissue, the Department of Human Services must be satisfied that thepremises are

suitable for the purposes staed, clean, hyg enic and adequately equipped for manufacture,
sde or supply of the Controlled Substances to which the licence or permit is rel evant.

| f premi seswere changed, what would the Law require?

What do the Appropriate Licences and Permits Authorise?
¢ M anufacture, production, packaging and sa e by wholesae, schedul ed poisons.
e Sdeor supply by wholesae of schedul ed poisons.

e M anufacture and passession of scheduled poisons and prohibited subgances (Schedule 9
substances) for research purposes.

Of course, licences and permits cover d| classes of pharmaceuticas and chemicas, but
trainees should note that these details are bey ond the scope of this particular training.
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Duration

Licences expire annually and may be renewed annually for afee.

Inspection

Beforeinitial issue of Permits and/or Licences, an inspection of the premises may occur to
ensure compliance, and further inspections will occur on aroutine basis.

Suspension or Cancellation

It is an offence to breach conditions of Licence or Permit allocation.

Licences and/or Permits may be sugpended or cancelled if:

the holder obtained the Licence/Permit improperly.

thereis lack of compliance by the Holder with the terms, conditions, limitations and
restrictions of those Licences and/or Permits in the opinion of the Department of Human
Services.

the Holder, by subsequent behaviour or investigations reveals their lack of suitability to
possess a Licence and/or Permit.

the Holder has been convicted of an offence against the Act of 1984.

the Holder ceases business operations at thosepremises outlined in the documents.

Where cancellation or suspension occurs, the actua original Licence and/or Per mit
documents must be surrendered to the Department.

The person may apped tothe Supreme Court against the revocation.

Taking thefird three of the above circumstances write down the relevance and
respons bilitiesof Trainees, asemployees for each one separatdly.

36



MODULE TWO RESTRICTED SUBSTANCES
CONVENTIONSREGULATIONS
MONITORING REPORTING

END USER STATEMENT

South Austradian Regulations require that vendors of chemicals and pharmaceuticas should
retain records of dl transactions for aperiod of twoyears, and that Police and the DHS must
have access to these. It now seems that mog, if not dl States have moved to, or arein the
process of implementing, equivaent similar sy stems.

Industry itsdlf, in many areas of Austraia, has introduced, and is using, a sy $em of proforma
cdled END USER DECLARATIONS (EUD) (A sampleisincluded for you to examine, see
appendix 2.)

Lig the requirementsof a purchaser in order to comply with an EUD.
Which SUSDP schedulesareinvol ved here?

What isa vendor?

Industry associations are keen to seethis sysgem implemented by al members, and
eventually, by dl vendors of these subgances, throughout al States and Territories.

An EUD must (wherein use) be completed for every single transaction (purchase), even
including account customers.

Trainees should notethat EUD’s have no lawful status. This does not mean that they do not
perform avery useful community function.

Outlinefully, dl theuseful functionscarried out by an EUD sygem

Trainees should aso note where:

1. your Company will not supply Cortrolled Substances, unless afully completed EUD is
supplied; and

2. even though EUD’s have no lawful status, whereyour Compary is reponsibly using
them, you as an employee must comply fully and willingly where and if you areinvolved,
as it will be* Company Policy”, and therefore y our willing compliance will be essentia as
part of your conditions of employ ment.
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CONTROL RESPONSIBILITIES IN THE STATES
VICTORIA

In Victoria, poisons and Controlled Substances, are controlled by the Drugs, Poisons and
Controlled Substances Act 1981, and Regulations 1995. The Act incorporaes, viaaPoisons
Code, the poisons schedules of the Standard for the Uniform Scheduling of Drugs and
Poisons (SUSDP). All Sates have agreed to adopt these schedules, and thus thereis
generdly uniformity throughout Audralia

Why isthisgeneral uniformity of Scheduling very desrabl €?

Can you think of any previouslack of uniformity in other areasbetween States which
contragswith this?

What detrimental effectshasthishad for Australia?
Lig somefor discusson.

The SUSDP schedules also contain details on packagng and labelling, together with Safety
Directions, Warning and First Aid Statements which arerequired to be printed on the labd of
therdevant chemicals. These have dso been adopted by each Sate.

A. Licences

In Victoria asysem of licences operates. Licences areissued by the Depatment of Human
Servi ces.

1 Licences to Manufacture
Twotypes (classes) of Licences exist. They are:

1.1 M anufacture and sdll or supply by wholesale Schedule 8 or 9 poisons
1.2  Manufacture and sell or supply by wholesae Scheduled poisons (other than
Schedule 8 or 9 poisons)

2. Licence to Il by Wholesde

Two classes of Licences exist. They are:

21 Sdlorsupply by wholesae Schedul e 8 or 9 poisons
2.2 Sl orsupply by wholesale Schedul ed poisons (other than Schedule 8 or 9
poisons)
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B. Permits

In Victoria, asydem of Permits also exist to olbtain and use (ie: to purchase) Controlled
Substances, but certainly not to re-sdl or to supply others.

Substances thus requiring apermit are classified in Schedules 2, 3 4, 8 and some of 7.

Note: If, after purchase (with aPermit), tha item is converted to another scheduled
compound, then aLicenceis required.

DISTRIBUTION

If supplying Substances in Schedules 2, 3, 4, 8 and some of 7, there arerestrictions to whom
the Compay may sdl. A Compay may

1. sdl (distribute) to aCompany or person who holds a current Licence or Per mit
relevant to that compound or Schedule.

2. distributeto an“authorised person” such as: medicd practitioner; veterinarian; retail
pharmacist and dentist. These people do not need a Permit because they are dready
“authorised” through their qudifications and professiond registration under the Act.

What State Permits/Li cencesdoesyour Company hol d?

Under the Act, what operationscan it undertake with respect to Controlled Subgstances?

TRANSPORTATION

Obligations here require that any loss during trangportaion must be reported tothe Police and
the State Hedth Depatment. Employ ees should report any perceived suspicious behaviour,
or any loss, or anything out of order in this area, to a Company supervisor.
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STORAGE

In Victoria, beforea Licencefor Schedule 8 and some other higher risk drugsin Schedule4 is
issued, a security report from asecurity consultant goproved by the Drugs and Poisons Unit is
required. Thereport must cover suitability of the gorage fecility, the darm sy sem used,
procedures used to prevent unauthorised access tothe facility and the premisesin generd.

RECORDS

The Staterequires that Companies keep full records for three years which, as required, can
subsequently be audited.

How are Licences and Permits Issued?

e Theperson makingthe application must goply in writingto the Secretary of the
Department of Human Servi ces.

e Theapplication must be accompanied by the prescribed fee.

e Theagpplicant must esablish personal qudities and credentids to justify licence and/or
permit issuetothem.

e A licence and/or permit issued under the 1981 Act relates only tothe premises described
in that licence and/or permit, and to no other premises.

| f premi seswere changed, what would the Law require?

Beforeissue, the Department of Human Services must be satisfied that thepremises are

suitablefor the purposes staed, clean, hy g enic and adequately equipped for manufacture,
sde or supply of the Controlled Substances to which the licence or permit is rel evant.

What do the Appropriate Licences and Permits Authorise?

e Manufacture and sae or supply of Schedule 8 or 9 poisons.
e M anufacture and sde or supply of other Scheduled compounds.
e Sdeor supply by wholesae of Schedule 8 or 9 poisons.

e Sdeor supply by wholesade of other Scheduled compounds.
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Of course, licences and permits cover d| c asses of pharmaceuticas and chemicals, but
Trainees should note that these details are bey ond the scope of thisparticular Training.

Duration

Licences and Permits arevalid for 12 months from the date of issue, and may be renewed on
pay ment of afee.

Inspection

Beforeinitial issue of Permits and/or Licences, an inspection of the premises must occur to
ensure compliance, and further inspections will occur on aroutine basis.

Suspension or Cancellation

Licences and/or Permits may be suspended or cancelled if:

e thereislack of compliance by the Holder with the terms, conditions, limitations and
restrictions of those Licences and/or Permits;

e theHolder, by subsequent behaviour or investigations reveds their lack of suitability to
possess a Licence and/or Permit;

e theHolder has been convicted of an offence against the Act of 1981,
e theHolder ceases business operations at those premises outlined in the documents;

e Where cancellation or suspension occurs, the actua orignal Licence and/or Permit
documents must be surrendered to the Department.

Taking thefird three of the above circumstances write down the re evance and
respons bilitiesof Trainees, asemployees for each one separatdly.
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END USER DECLARATION

Victorian Regulations require that vendors of chemicals and pharmaceuticals should retain
records of all transactions for aperiod of threeyears, and that Police and authorised officers
of the Depatments mugt have access to these. It now seems that mog, if not al Sates have
moved to, or arein the process of implementing, equivalent similar sysems.

Industry itsdlf, in many areas of Austraia, has introduced, and is using, a sy $em of
proformae caled END USER DECLARATIONS (EUD). (A sampleisincluded for you to
examine. Please see gppendix 2.)

Lig the requirementsof a purchaser in order to comply with an EUD.

Which SUSDP shedulesareinvol ved here?

What isa vendor?

Industry associations are keen to seethis sysem implemented by al members, and
eventualy, by dl vendors of these subgances, throughout al States and Territories.

An EUD must (wherein use) be completed for every single transaction (purchase), even
including account customers.

Trainees should notethat EUD’s have no lawful status. This does not mean that they do not
perform avery useful community function.

Outlinefully, dl theuseful functionscarried out by an EUD sysem

Traineesshould alsonote that wherein use

1. your Company should not supply Controlled Substances, unless afully completed EUD is
supplied, and

2. even though EUD’s have no lawful status, whereyour Compary is reponsibly using
them, you as an employee must comply fully and willingly whereand if you are
involved, as it will be“ Company Policy”’ , and therefore y our willing compliance will be
essentid as part of your conditions of employ ment.
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CONTROL RESPONSIBILITIES IN THE
AUSTRALIAN CAPITAL TERRITORY

Inthe ACT medical and non medica poisons are controlled by the Poisons Act 1933,
Regulations, Poisons and Drugs Act 1978 and Regulations and the Drugs of Dependence Act
1989 and Regulations.

Provisions in the Poisons and Drugs ACT 1978 adopt by reference Schedules 1 to 8 of the
Standard for the Uniform Schedul ing of Drugs and Poisons, “ as amended from time to time,
and as modified by theM inister by insrument for thepurposes of this Ad”. Theprovisions
became effective on 31 M arch 1993.

M odification of the schedules by disalowable instrument has been employed onceonly. The
amphetamine precursors (1-chloro-pheny|-2-aminopropane, phenylacetic acid, 1-phenyl-2-
chloropropane, 1-phenyl-2-nitroprapene, 1-phenyl-2-prgpanol, 1-pheny|-2-propanone, 1-
pheny|-2-propanone oxime) werelisted in schedule 7 by disadlowabl e instrument on 20
October 1993. Theinstrument gave effect to the recommendations of the Nationd Working
Party on Anphetamine Control that sales of theprecursors be recorded.

Why isgeneral uniformity of Scheduling, by Statesand Territoriesvery dedrabl e?

Can you think of any previouslack of uniformity in other areasbetween States which
contragswith this?

What detrimental effectshasthishad for Australia?
Lig somefor discusson.

The SUSDP schedules also contain details on packagng and labelling, together with Safety
Directions, Warning and First Aid Statements which arerequired to be printed on the label of
the relevant chemicals. These have dso been adopted by each Sate.

A. Licences

Inthe ACT asystem of licences operates. Licences are issued by the Department of Health
and Community Care.

1 Licences to M anufacture
Twotypes (classes) of Licences exist. They are

1.1 M anufacture of Schedule 8 Drugs and Poisons
1.2 Manufacture of Schedule 7 Poisons

These manufacturinglicences refer to substancesin Schedules 8 and 7 only.
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2. Licenceto sdl by Wholesale
Again, two classes of Licences exist. They are:

2.1 Sdeof Schedule 8 Drugs and Poisons
2.2 Seof other Scheduled Drugs and Poisons

B. Permits

Inthe ACT, asystem of Authorisations aso exist to obtain and use (ie: to purchase) Poisons
and drugs of dependence, but certainly not to re-s=l| or tosupply athers.

Substances thus requiring apermit are classified in Schedules 7 and 8.

Note: If, after purchase (with aPermit), asubsanceis converted to another scheduled
compound, then aLicenceis required.

DISTRIBUTION

If supplying Substances in Schedules 2, 3, 4, 8 and some of 7, there arerestrictions to whom
the Company may sll.

1 It may sdl (distribute) to aCompany or person who holds acurrent Licence or Per mit
relevant to that compound or Schedule.

2. It may digributeto an*authorised person” such as: medicd practitioner;
veterinarian; retail pharmacist and dentist. Thesepersons do nat need a Permit
becausethey aredready “authorised” by their quaifications and professiona
registration under the Act.

What State Permits/Licencesdoesyour Company hold?

Under the Act, what operationscan it undertake with regpect to Controlled Subgances?

TRANSPORTATION

Obligations hererequirethat any loss during trangportaion must be reported to the Police and
the Sate Hedth Depatment. Company employ ees should report any percelved suspicious
behaviour, or any loss, or anything out of order in this area, to a Company supervisor.
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STORAGE
1. Schedule 8 substances must be stored in avault or safe.

2. Schedule 4 substances must be located in a locked storage facility such as a cupboard,
room or entire warehouse, depending on the quantity required for storage. Security
systems like darms must bein placeto deter unauthorised entry, but which alows for
Fire Brigade access.

Inthe ACT, before aLicence for Schedul e 8 and some Schedule 4 compounds isissued, a
Crime Prevention Report from the Policeis necessary. This requirement’samisto
ensure security and prevent unauthorised access to Schedul es 4 and 8 compounds.

RECORDS

Companies are required to keep full records for three years, which can be audited as required.

(Pleaseturn to next page)
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MORE DETAILS ON LICENCES AND PERMITS
AUSTRALIAN CAPITAL TERRITORY

How are Licences and Permits Issued?

e Theperson mug gply inwritingto the Chief M edical Officer.
e Theapplication must be accompanied by the prescribed fee.

e Theapplicant must esablish persona qualities and credentids to justify licence and/or
permit issuetothem.

e A licence and/or permit issued under the Act reates only tothe premises described in that
licence and/or permit, and to no other premises.

e Beforeissue, HCC must be satisfied that the premises are suitable for the purposes staed,

clean, hy gienic and adequatdy equipped for manufacture, sale or supply of the Controlled
Substances to which the licence or permit is relevant.

| f premi seswere changed, what would the Law require?

What do the Appropriate Licences and Permits Authorise?

e Manufacture of Schedule 8 substances.

e Manufacture of other Schedule 7 substances.

e Sdeor supply by wholesade of Schedul e 8 substances.

e Sdeor supply by wholesae of other Scheduled substances.

Of course, licences and permits cover al classes of pharmaceuticas and chemicds, but
Trainees should note that these details are bey ond the scope of thisparticular Training.

Duration

Licences and Permits arevalid for 12 months from the date of issue, and may be renewed on
pay ment of afee.

Inspection
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Beforeinitial issue of Permits and/or Licences, an inspection of the premises must occur to
ensure compliance, and further inspections will occur on aroutine basis.

Suspension or Cancellation
Licences and/or Permits may be sugpended or cancelled if

e thereislack of compliance by the Holder with the terms, conditions, limitations and
restrictions of those Licences and/or Permits.

e theHolder, by subsequent behaviour or investigations reveds their lack of suitability to
possess a Licence and/or Permit.

e theHolder has been convicted of an offence against the Act.
e theHolder ceases business operations at those premises outlined in the documents.

e where cancdlation or suspension occurs, the actua origna Licence and/or Permit
documents must be surrendered to Depatment of Hedth and Community Care.

Taking thefird three of the above circumstances write down the re evance and
respong bilitiesof Trainees, asemployees for each one separatdly.
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END USER DECLARATION

ACT Regulations require that vendors of chemicals and pharmaceuticas should retain
records of all transactions for aperiod of two years, and tha Police and State Hedth
Departments must have access to these. It now seems tha most, if nat al Sates have moved
to, or arein the process of implementing, equivaent similar sy stems.

Industry itsdf, in many areas of Austrdia, has introduced, and is using, asy $em of
proformae caled END USER DECLARATIONS (EUD). (A sampleisincluded for you to
examine, see gppendix 2.)

Lig the requirementsof a purchaser in order to comply with an EUD.
Which SUSDP shedulesareinvol ved here?

What isa vendor?

Industry associations are keen to seethis sysem implemented by al members, and
eventualy, by dl vendors of these subgances, throughout al States and Territories.

An EUD must (Wherein use) be completed for every single transaction (purchase), even
including account customers.

Trainees should notethat EUD’s have no lawful status. This does not mean that they do not
performavery useful community function.

Outlinefully, dl theussful functionscarried out by an EUD sygem

Trainees should aso note that wherein use

1. your Company should not supply Cortrolled Substances, unless afully completed EUD is
supplied, and

2. even though EUD’s have no lawful status, whereyour Compary is reponsibly using
them, you as an employee must comply fully and willingly whereand if you are
involved, as it will be* Company Policy” , and therefore y our willing compliance will be
essentia as part of your conditions of employ ment.
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CONTROL RESPONSIBILITIES IN THE STATES
QUEENSLAND

In Queensland, drugs, poisons and controlled substances are controlled by the Health (Drugs
and Poisons) Regulation 1996, made under the Queensland Hedth Act 1937. The Hedth
(Drugs and Poisons) Regulation 1996 has adopted by reference, certain parts of the Sandard
for the Uniform Scheduling of Drugs and Poisons (SUSDP), including the poisons schedules.
This adoption of the SUSDP was made with aview to nationa uniformity throughout
Austraia

Other parts of the SUSDP which have been adopted into Queensland’ s Regulation include
those sections onthe labdling and packagng of drugs and poisons. This includes first aid
directions, and warning and saf ety direction staements required to be included on the | abd of
relevant poisons for sae.

A. Licences

In Queensland anumber of different licences are issued by the Queensland Depatment of
Hedth under the provisions of the Health (Drugs and Poisons) Regulation 1996. These

licences are for the manufacture and whol esdling of restricted drugs and dangerous drugs, and
for the manufacture, wholesa e and retails of poisons.

1. Licencesto Manufacture

Three different licences exist. They are:

1.1 Licenceto M anufacture Restricted Drugs (Schedule 4; Schedules 1, 2, 3and 7
may also be manufactured under this licence).

1.2  Licenceto M anufacture Dangerous Drugs (Schedule 8 only)

1.3  Licenceto M anufacture and/or Sell by Wholesd e Poisons (Schedules 1, 2, 3

and 7 only).
A person holding alicence to manufacture arestricted drug, dangerous drugor a
poison is aso deemed to belicensed to sell that restricted drug, dangerous drug or
poison by wholesale.
A licenceis not required for the manuf acture of Schedule 5 or 6 poisons.

2. Licencesto Sdl by Wholesale

Three different licences exist. They are:

2.1  Licenceto Sell Restricted Drugs by Wholesd e (Schedule 4; Schedules 1, 2, 3
and 7 may aso be sold by wholesale under this licence)

2.2  Licenceto Sell Dangerous Drugs by Wholesae (Schedule 8 only)

2.3  Licenceto manufacture and/or Sdl by Wholesae Poisons (as in 1.3 above)

A Licenceis not required to wholesale Schedule 5 and 6 poisons.
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3. Wholesd e Representative’s Authority

Allows wholesade representatives employed by licensed manufacturers or wholesae
sdllers of restricted drugs to supply as samples Schedule 4 drugs to medica
practitioners, veterinarian surgeons and dentists.

B. Permits

In Queensland there are two types of permits issued under the provisions of the Health
(Drugs and Poisons) Regulation 1996. Theseare:

1. Cyanide Permit
2. Srychnine Permit

These permits are required by any personwho wishesto obtain, bein possession of or use
any subgance containing cy anide or stry chnine respectively. The permits do nat dlow the
holder to supply or sdl cyanide or strychnineto other people. Stringent conditions are
attached to each permit issued.

C. Authorities and Approvals

The Health (Drugs and Poisons) Regulation 1996 of Queensland allows for the Chief
Executive of the Department of Health to issue authorities and approvas to persons for
restricted drugs, dangerous drugs, controlled drugs and poisons and certain other poisons.

Authorities and approvals are issued by the Department, subject to sringent conditions and
are generaly specific to particular drug(s), or poison(s).

DISTRIBUTION

In supplying drugs or poisons goecified in Schedules 2, 3, 4, 7 and 8, there arerestrictions as
to whom alicensed person may sell these substances to.

1 A licensee may sdl or supply to another person who is dso licensed to manufacture
or sdl that paticular schedul &(s) of drug or poison.

2. A licensee may dso sell or supply to ‘authorised persons’ including but not limited to
medical practitioners, pharmacists, dentigs and veterinary surgeons. The authority of
these ‘authorised persorns’ is only tothe extent necessary for the conduct of their
respective professions.

3. Holders of aWholesale Representative’ s Authority may supply Schedule 4 drug
samples to medica practitioners, veterinary surgeons and dentists only .
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TRANSPORTATION

Delivery of adangerous drugto an authorised person may be made by registered post or by a
carrier or transport service where by signed or officidly receipted documentary proof of
consighment and ddlivery is obtained.

Dangerous drugs delivered in the above manner must be delivered or forwarded separatey
from any other goods and must bein a securely closed package addressed to the authorised
person.

Restricted drugs may be delivered to an authorised person by persond delivery or by
forwarding such restricted drug by pos or by acarrier or transport service.

If delivered in the above manner, arestricted drug must be contained in a securely closed
package addressed to the authorised person.

STORAGE

1 All Schedule 8 drugs and controlled drugs and poisons must be sored in areceptacle
approved in writingfor that purpose by the Chief Executive or in asecure placeto the
satisfaction of the Chief Executive. The gpproved receptacle generdly includes safes,
cabinets and vaults which have been gpproved by the Chief Executive.

2. Schedule 4 drugs must be kept in adispensary, $oreroom or other portion of a
premises which is partitioned off or similarly separated from any portion of the
premises which the publicis permitted to enter. Storage may aso bein acupboard or
drawer so situated in thepremises as to be inaccessibl e to the public.

3. Poisons in Schedules 2, 3 and 7 for wholesa e sale must be stored in amanner so as
inaccessible to the generd public.

Where dangerous drugs, restricted drugs or poisons are stored by alicensed manuf acturer or
wholesaer, such drugs or poisons must only be gored a thepremises gecified in the licence.

RECORDS

Records are required to be kept for the manufacture or wholesae sa e of dangerous drugs,
restricted drugs and poisons. Thefollowing details must be kept:

1. A person licensed to manufacture or sell by wholesale dangerous drugs must keep a
‘Drugs Regster’ a the premises gpecified in the licence in which must be recorded
details of each and every transaction in dangerous drugs. Such regster must be
retained for aperiod of not less than twoyears from the date of the last transaction.

2. A person licensed to manufacture or sell by wholesde restricted drugs must issueto
the purchaser or theperson supplied, an invoice containing details of each transaction.
A record of every invoice and the details contained therein must be retained for a
period of not lessthan twoyears from the date of the invoice.
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3. A person licensed to manufacture and/or sell by wholesale poisons specified in
Schedules 2, 3 and 7 must issueto theperson supplied, an invoice containing details
of thetransaction. A faithful record of every invoice must beretained at thelicensed
person’ splace of business for aperiod of not lessthan twoyears.
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MORE DETAILS ON LICENCES AND PERMITS
QUEENSLAND

How are Licences and Permits Issued?

The person must make written goplication on the prescribed form to the Chief Executive,
Department of Hedth.

The application must be accompanied by the prescribed fee. Notethereis currently no fee
required for apermit for cyanide or stry chnine.

The applicant must be afit and proper personto hold the licence or permit.
The application must be bonafide.

The applicant must be familiar with the provisions of the Health (Drugs and Poisons)
Regulation 1996 as they apply to theparticular type of licence or permit.

Thelicenceissued rel ates only tothepremises specified inthelicence. A licenceis issued
in respect of one premises only.

What do the Appropriate Licences, Permits and Authorities and
Approvals Authorise?

Licenceto M anufacture Restricted Drugs - manufacture of Schedul e 4 drugs; wholesd e
sae of Schedul e 4 drugs; manuf acture and/or sale of Schedule 2, 3 and 7 poisons.

Licenceto Sell Restricted Drugs by Wholesal e - wholesd e of Schedul e 4 drugs;
manufacture and/or wholesd e of Schedule 2, 3 and 7 poisons.

Licenceto M anufacture Dangerous Drugs - manufacture of Schedule 8 drugs; wholesale
saeof Schedule 8 drugs.

Licenceto Sell Dangerous Drugs by Wholesale - wholesale sal e of Schedule 8 drugs.

Licenceto M anufacture and/or Sell by Wholesd e Poisons - manufacture and/or wholesa e
sde of Schedule 2, 3 and 7 poisons.

Cyanide Permit - obtain, bein possession of and use cy anide or compounds containing
cyanide.

Srychnine Permit - obtain, be in possession of and use gry chnine.

Wholesa e Representative' s Authority - supply of Schedule 4 drug samples to medica
practitioners, veterinary surgeons and dentists.

Authorities and Approvals are specific to paticular drugs or poisons. Authorities and
Approvas may beforthe possession, prescribing, dispensing, purchase, sd e, obtaning,
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lending, gvingaway, supplying or use of the particular drugs or poisons and is a the
discretion of the Chief Executive.

Duration

All licences and Wholesale Representative' s Authorities issued by the Depatment arevalid
for aperiod of oneyear from the date of issue.

Wholesal e Representative' s Authorities are not renewable. A new gpplication must be made
on expiry of the authority .

Cyanide and Stry chnine permits are issued for up to amaximum of two years. Permits are
not renewable. A new application must be made on expiry.

Authorities and Approvas are issued over variable time periods dependant upon

circumstances specific to the Authority or Approva. Generdly amaximum period of two
years applies.

Inspection/Assessment

Prior to theissue of any licence inspection of thepremises and assessment of the gpplicant is
made by officers of Queensland Hedth.

Where a licensee changes location of the premises specified in the licence, inspection of the
new premises must be made prior to licensing of the new premises.

On agpplication for alicence to manuf acture restricted drugs or a licence to manufacture
dangerous drugs, the person nominated in the gpplication to persondly supervisethe
manufacture of the drugs must be assessed under specific qudification and experience
criteria

Suspension or Cancellation

Licences or permits may be cancelled or suspended if:

e thelicensee has been convicted or an offence against the provisions of the Act or
Regulation

e thelicensee is deemed by the Chief Executiveto be unfit to hold such alicence

e thelicensee s premises are deemed by the Chief Executiveto be unfit for the purpose for
which such licence was granted.
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e END USER DECLARATION

Queensland Regul ations require that vendors of chemicals and pharmaceuticals should retain
records of al transactions for aperiod of two years, and tha Police and State Hedlth
Departments must have access to these. It now seems tha most, if nat dl States have moved
to, or arein the process of implementing, equivaent similar sy stems.

Industry itsdlf, in many areas of Austrdia, has introduced, and is using, a sy gem of
proformae caled END USER DECLARATIONS (EUD) (A sampleisincluded for you to

examine, see gppendix 2.)

Lid the requirementsof a purchaser in order to comply with an EUD.
Which SUSDP schedulesareinvol ved here?

What isa vendor?

Industry associations are keen to seethis sysem implemented by al members, and
eventualy, by dl vendors of these subgances, throughout al States and Territories.

An EUD must (Wherein use) be completed for every single transaction (purchase), even
including account customers.

Trainees should notethat EUD’s have no lawful status. This does not mean that they do not
perform avery useful community function.

Outlinefully, dl theussful functionscarried out by an EUD sysem

Tranees should aso notethat wherein use

1. your Company will not supply Cortrolled Substances, unless afully completed EUD is
supplied, and

2. eventhough EUD’s have no lawful status, whereyour Compary is reponsibly using
them, you as an employee must comply fully and willingly whereand if you are
involved, as it will be“ Company Policy”’ , and therefore y our willing compliance will be
essentia as part of your conditions of employ ment.
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CONTROL RESPONSIBILITIES IN THE STATES
NEW SOUTH WALES

In New South Wales, poisons, restricted substances ($4) and controlled drugs (S8), are
controlled by the Poisons and Therapeutic Goods Act 1966, Poisons and Ther apeuti c Goods
Regulation 1994 and the Drug Misuse and Trafficking Act 1985. The Poisons and
Therapeutic GoodsAct provides for the Poisons list which, with some exceptions adopts
poisons schedules 1 to 8 of the Sandard for the Uniform Scheduling of Drugs and Poisons
(SUSDP). All States have agreed to adopt these schedules, and thus there is uniformity
throughout Audrdia

Whyisthisgeneral uniformity of Scheduling very dedrabl e?

Can you think of any previouslack of uniformity in other areasbetween States which
contragswith this?

What detrimental effectshasthishad for Australia?
Lig somefor discusson.

The SUSDP dso contains details on packagngand labelling, together with Safety Directions,
Warning and First Aid Statements which are required to be printed on the label of the
relevant chemicas. These have also been adopted by each Sate.

Licences and Authorities

In New South Wales a sy stem of Licences operates for wholesaling thergpeutic goods,
including Schedule 8 substances, and A uthorities are issued for manuf acturing and
wholesding veterinary substances. Licences and authorities are issued by the Pharmaceutica
Services Branch of the Department of Hedlth.

Additiondly, Licences areissued for the M anufacture of Schedule 8 substances.

All other licensing of manufacturers is handled by the Commonweslth.

Licenceto sdl by Wholesd e

Two classes of Licences exist. They are

e Sdeof Schedul e 8 substances
e Sdeof Schedule 2 and/or 3 or 4 substances

Authorities are dso issued for personswho are not licensed or otherwise authorised, to obtain
and use certain substances including substances in Schedule 7.
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DISTRIBUTION

If supplying Substances in Schedules 2, 3, 4, 8 and some of 7, there arerestrictions to whom
the Company may supply.

1 It may supply to aComparny or person who holds a current Licence or Authority
relevant to that compound or Schedule.

2. It may digributeto an*authorised person” such as: medicd practitioner;
veterinarian; retall pharmacist and dentist. Thesepersons do nat need aLicence
because they are dready “ authorised” by their quaifications and professiona
registration under the Act.

What State LicencesAuthoritiesdoes your Company hol d?

Under the Act, what operationscan it undertake with regpect to Controlled Subgtances?

TRANSPORTATION

Obligations hererequire that any loss during trangoortaion must be reported to the Police and
the State Hedth Depatment. Comparny employ ees should report any perceived suspicious
behaviour, or any loss, or anything out of order in this area, to aCompany supervisor.

STORAGE
1. Schedule 8 substances must bein avault or safe.

2. Schedule 4 substances must be located in a locked storage facility such as acupboard,
room or entire warehouse, depending on the quantity required for storage. Security
systems like darms must bein place to deter unauthorised entry, but which alows for
Fire Brigade access.

In New South Wales, before alicenceis issued, the security and suitability of thepremises
areinspected by the Pharmaceutical Services Branch of the New South Wa es Hedlth
Department.

RECORDS

New South Wales requires that Companies keep full records for twoyears which, as required,
can be audited subsequently .
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MORE DETAILS ON LICENCES AND AUTHORITIES
NEW SOUTH WALES

How are Licences and Authorities Issued?

e Theperson mug gply inwritingto the Chief Pharmacist of the Pharmaceutical Services
Branch of the State Department of Hedlth.

e Thegpplication must be accompanied by the prescribed fee.
e The agpplicant must esablish abonafide need for the authority licence and/or authority .

e A licence and/or authority issued, rdates only tothepremises described in that licence
and/or authority, and to no ather premises.

e Beforeissue, the Department of Health must be satisfied that thepremises are suitable for
the purposes sated, clean, hygenic and adequatdy equipped for manufacture, sale or
supply of the Controlled Substances to which the licence or authority is relevant.

| f premi seswere changed, what would the Law require?

What do the Appropriate Licences and Authorities Permit?
e M anufacture of Schedule 8 compounds.

e Supply by wholesde of Schedule 8 compounds.

e Supply by wholesade of other Schedul ed compounds.

e Supply by retal (in specified circumstances) of Schedule 2 substances.

Of course, licences and authorities cover al classes of pharmaceuticas and chemicals, but
Trainees should note that these details are bey ond the scope of thisparticular Training.

Duration

Licences to supply by wholesde arevaid until 30 September in theyear followingthe date
on which they wereissued, and may be renewed on pay ment of afeefor afurther 12 months.
Authorities are usually gpen-ended and thereis no chargefor their issue.
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Inspection

Beforeinitial issue of Authorities and/or Licences, an inspection of thepremises must occur

to ensure compliance, and further inspections will occur.

Suspension or Cancellation

Licences and/or Authorities may be suspended or cancdlled if:

e thereislack of compliance by the Holder with the terms, conditions, limitations and
restrictions of those Licences and/or Authorities;

e theHolder, by subsequent behaviour or investigations reveals their lack of suitability to
possess a Licence and/or an Authority;

e theHolder has been convicted of an offence against the Act or the Regulation;
e theHolder ceases business operations at thosepremises outlined in the documents;

e Annud fees not pad.

Where cancellaion or suspension occurs, the actua orignal Licence and/or Authority
documents must be surrendered.

Taking thefird three of the above circumstances write down the relevance and
respons bilitiesof Trainees asemployees for each one separatdly.
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END USER DECLARATION

New South Waes Regul aions requirethat vendors of chemicas and pharmaceuticals should
retain records of dl transactions for aperiod of twoyears, and that Police and State Hedlth
Departments must have access to these. It now seems tha most, if nat al Saes have moved
to, or arein the process of implementing, equivadent similar sy stems.

Industry itsdlf, in many areas of Austraia, has introduced, and is using, a sy $em of
proformae caled END USER DECLARATIONS (EUD) (A sampleisincluded for you to
examine, see gppendix 2.)

Lid the requirementsof a purchaser in order to comply with an EUD.
Which SUSDP schedulesareinvol ved here?

What isa vendor?

Industry associations are keen to seethis sysem implemented by al members, and
eventuadly, by al vendors of these subgances, throughout dl States and Territories.

An EUD must (wherein use) be completed for every single transaction (purchase), even
including account customers.

Trainees should notethat EUD’s have no lawful status. This does not mean that they do not
perform avery useful community function.

Outlinefully, dl theuseful functionscarried out by an EUD sysem.
Tranees should dso note that wherein use

1. your Company should not supply Cortrolled Substances, unless afully completed EUD is
supplied, and

2. even though EUD’s have no lawful status, whereyour Compary is reponsibly using
them, you as an employee must comply fully and willingly where and if you areinvolved,
asit will be* Company Policy’ , and therefore y our willingcompliance will be essentid
as part of your conditions of employ ment.
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CONTROL RESPONSIBILITIES IN THE STATES
TASMANIA

In Tasmaniaaccess to drugs and poisons is controlled under the Poisons Act 1971 and
Regulations 1975. The Act incorporates asystem for scheduling or classifying substances for
the purposes of controlling access and it is based on the model poisons schedules of the
Sandard for the Uniform Scheduling of Drugs and Poisons (SUSDP). All Sates have agreed
to adopt these schedules (with rare variations) and thus thereis near complete uniformity
throughout Audraia

Why isthisgeneral uniformity of Scheduling very dedrabl e?

Can you think of any previouslack of uniformityin other areasbetween States which
contragswith this?

What detrimental effectshasthishad for Australia?
Lig somefor discusson.

The SUSDP dso contains details on packagngand labelling, together with Safety Directions,
Warning and First Aid Statements which arerequired to be printed on the label of the
relevant chemicas. These have also been adopted by each Sate.

A. Licences

In Tasmaniaasy stem of licences operates which the Department of Hedlth and Human
Servicesissue.

1. Licencesto Manufacture
Twotypes (classes) of licences exist. They are

1.1 M anufacture of schedule 8 substances
1.2 M anufacture of other scheduled substances

The latter manufacturing licences ref er to substances in Schedules 2, 3, 4 or 7.

2. Licence to sll by Wholesde
Agan, two classes of licences exist. They are

2.1 SAeof schedul e 8 substances
2.2 S eof other scheduled substances included in schedules 2,3,4 or 7.
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B. Permits

In Tasmaniaasy stem of permits aso exist to alow aperson to oktain (ie purchase), possess
and use Controlled Substances. These permits generaly do not alow the permit holder to
supply the substance to another person unlessthepermit specifically authorises sae or supply
(eg alicensed wholesaler or retailer of aparticular substance or class of substances).

Substances thus requiring apermit are cl assified in Schedules 2, 3 4, 8 and some of 7.

Note: If, after purchase (with aPermit), tha itemis converted to another scheduled
compound, then aLicenceis required.

DISTRIBUTION

If supplying Substances in Schedules 2, 3, 4, 8 and some of 7, there arerestrictions to whom
the Company may sdll.

1. It may sdl (distribute) to a Company or person who holds acurrent Licence or Permit
relevant to that compound or Schedule.

2. It may digributeto an*authorised person” such as anamed medica practitioner;
veterinarian; retail pharmacist or dentist. These people do not need a Permit because
they aredready “authorised” by thefact of their qudifications and professiona
registration under the Act.

What State Permits/Licencesdoesyour Company hol d?

Under the Act, what operationscan it undertake with regect to Schedul ed Subgtances?

TRANSPORTATION

Obligations hererequired that any loss duringtrangportaion must be reported tothe Police
and the State Department of health and Human Services. Trainees should report any
perceived suspicious behaviour, or any loss, or anything out of order in this area, to a
Company supervisor.
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STORAGE

1 Schedule 8 substances must be kept in avault or safe gpproved by the Department of
Hedth and Human Services. Special security requirements apply for large quantities.

2. Schedule 4 substances must be located in a locked storage facility such as acupboard,

room or entire warehouse, depending on the quantity required for storage. Security
systems like darms must bein place to deter unauthorised entry, but which alows for

Fire Brigade access. This applies to Schedule 8 too.

In Tasmania, before aLicence for Schedul e 8 and some Schedule 4 substances is
issued, a Crime Prevention Report from the Policeis necessary. Theam of this
requirement is to ensure security and prevent unauthorised access to Schedules 4 and
8 compounds.

RECORDS

The Saerequires that Companies keep full records for twoyears which, as required, can
subsequently be audited.
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MORE DETAILS ON LICENCES AND PERMITS
TASMANIA

How are Licences and Permits Issued?

e Theperson mug gply in writingto the Secretary of the Sate Depatment of Hedth and
Human Services (DHHYS).

e Theapplication must be accompanied by the prescribed fee.

e Theapplicant must esablish personal qudities and credentids to justify licence and/or
permit issue tothem.

e A licence and/or permit issued under the 1971 Act relates only tothe premises described
inthat licence and/or permit, and to no other premises.

e Beforeissue, HCS must be satisfied that thepremises are suitable for the purposes gated,

clean, hygienic and adequately equipped for manufacture, sale or supply of the Controlled
Substances to which thelicence or permit is relevant.

| f premi seswere changed, what would the Law require?

What do the Appropriate Licences and Permits Authorise?

e M anufacture of Schedule 8 substances
e M anufacture of other Scheduled substances
e Sdeor supply by wholesae of Schedul e 8 substances

e Sdeor supply by wholesae of other Scheduled substances

Of course, licences and permits may cover any classes of pharmaceuticas and chemicds, but
Trainees should note that these details are bey ond the scope of thisparticular Training.
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Duration

Licences and Permits arevalid for 12 months from the date of issue, and may be renewed on
pay ment of afee.

Inspection

Beforeinitial issue of Permits and/or Licences, an inspection of the premises must occur to
ensure compliance, and further inspections will occur on aroutine basis.
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Suspension or Cancellation
Licences and/or Permits may be suspended or cancelled if

e thereislack of compliance by the Holder with the terms, conditions, limitations and
restrictions of those Licences and/or Permits.

e theHolder, by subsequent behaviour or investigations reveds their lack of suitability to
possess a Licence and/or Permit.

e theHolder has been convicted of an offence against the Act of 1971.

e theHolder ceases business operations at those premises outlined in the documents.

Where cancellation or suspension occurs, the actud original Licence and/or Permit documents
must be surrendered to DHHS

Taking thefird three of the above circumstances write down the relevance and
respons bilitiesof Trainees, asemployees for each one separatdly.

State Health Department Contact

The contact in Tasmaniais:

Chief Pharmacist

Pharmaceutica Services Branch

Department of Community and Hedlth Services
GPO Box 125B

HOBART TAS 7001
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END USER DECLARATION

Tasmanian Regul ations require that wholesaers of chemicas and pharmaceuticas should
retain records of dl transactions for aperiod of twoyears, and that Police and State Hedlth
Departments Poisons Ingpectors mugt have access to these. It now seems that mog, if not all
States have moved to, or arein the process of implementing, equivaent similar sy stems.

Industry itsdlf, in many areas of Austraia, has introduced, and is using, a sy $em of
proformae caled END USER DECLARATIONS (EUD) (A sampleisincluded for you to
examine, see gppendix 2.).

Lig the requirementsof a purchaser in order to comply with an EUD.
Which SUSDP schedul esareinvol ved here?
What isa vendor?

Industry associations are keen to seethis sysgem implemented by al members, and
eventualy, by dl vendors of these subgances, throughout al States and Territories.

An EUD must (wherein use) be completed for every single transaction (purchase), even
including account customers.

Trainees should notethat EUD’s have no lawful status. This does not mean that they do not
perform avery useful community function.

Outlinefully, dl theussful functionscarried out by an EUD sygem
Traineesshould alsonote that whereinuse :

1. your Company will not supply Controlled Substances, unless afully completed EUD is
supplied, and

2. even though EUD’s have no lawful status, whereyour Company is reponsibly using
them, you as an employee must comply fully and willingly whereand if you are
involved, as it will be“ Company Policy”’ , and therefore y our willing compliance will be
essentid as part of your conditions of employ ment.
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CONTROL RESPONSIBILITIES IN THE
NORTHERN TERRITORY

In the Northern Territory scheduled substances are controlled by the Poisons and Danger ous
Drugs Act, and Regulations 1983. The Act adoptsthe poisons schedules of the Sandard for
the Uniform Scheduling of Drugs and Poisons (SUSDP).

The contact officeis Poisons Control, Dgpartment of Hedlth and Community Services,
telephone (08) 8922 7341 or facsimil e (08) 8922 7200.

A. Licences

Inthe Northern Territory retailers of scheduled poisons are required to belicenced if they
ded in poisonsin Schedules 2, 6 or 7. It isintended to remove the requirement for licencing
of Schedule 6 retailers in the near future.

Applicants mug complete aprescribed application form. Persons wishingto retall Schedule
7 poisons require Agsafe accreditation for premises and personne.

B. Registration of premises
Premises used for wholesaing or manufacturing Poisons must be registered.

Wholesd ers of scheduled substances for human use must comply withthe Augraian Code of
Good Wholesaling Practice for Thergpeutic Goods for Human Use.

Samples of schedul ed substances to medical practitioners etc must be obtained from a
registered wholesaler. Sales representatives are not authorised to possessiprovide samples
unless an order is placed by the medical practitioner to aregstered wholesaler.

C. Authorisations

A sygem of Authorisations under various sections of the Act exists dlowingindividuals to
purchase, possess and use 4, S7 and S3 substances.

DISTRIBUTION

Scheduled Substances in Schedules 2, 3, 4, 7 or 8 may only be supplied to persons or
businesses authorised under the Poisons & Dangerous Drugs Act.

1. A business or person who holds a current Licence, Registration or Authorisation
relevant to that substance or Schedule.

2. M edical practitioners; veterinarians; pharmacists and dentists are deemed to be
authorised under the Act.
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STORAGE

1. Schedule 8 substances must be kept (except when in actual use) in alocked room,
safe, cupboard or container of atype approved by the Chief Hedth Officer.
Pharmacists are required to keep Schedule 8 in asafe.

2. Schedule 4and Schedule 7 substances must be stored so as to prevent unauthorised

access ie located in alocked storage facility such as acupboard, room or entire
warehouse, depending on the quantity required for storage.

RECORDS

The Poisons and Danger ous Drugs Act requires that records must be kept for twoyears.
These records must be available for audit by aPoisons Ingpector.

How are Licences, Registrations and Authorisations Issued?

e theperson mug gply in writing to the Chief Poisons Ingpector, Poisons Cortrol,
Department of Hedlth and Community Services.

e Theapplication must be accompanied by the prescribed fee.

e Theapplicant must esablish credentias to justify issue of the Licence, Regstration or
Authorisation.

e A Licence, Regstration or permit issued under the Act rel aes only tothepremises
described in the authorisation document.

e Theapplicant must provide evidence that the premises are suitable for the purposes sated,
and that gorage and record keeping comply with the Act.

Duration

Licences, Regstrations and Authorisations are vaid for varying periods from the date of
issue, but for no more than twoy ears from issue.

Inspection
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Inspections of premises are carried out on arisk management basis both beforeissue of a
Licence, Registration or Authorisaion, and after issue of such.

Suspension or Cancellation
Licences, Reg strations and Authorisations may be suspended or cancelled if

e thereislack of compliance by the holder with the Poisons and Danger ous Drugs Act or
conditions of thelicence, regstration or authorisation.

e theholder has been convicted of an offence against the Poisons and Danger ous Drugs Act.
e theholder ceases business operations at thase premises outlined in the documents.

e Where cancellation or suspension occurs, the actua orignal Licence, Regstration or
Authorisation documents mus be surrendered.
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Appendix 1
Sample Standard Operating Procedure

Packing of Schedule 8 (Narcotic) Material

This SOP details theprocedures to be followed when packing Schedule 8 materials.

A. General procedure

The standard procedures and methods of the produdion sysem areto be employed except for
the following points which relate specifically to narcotics.

C.

Approved personnel

Only personné listed on the Narcotic Supervisor's approved list (and personswith
Grade 3 Operator experience) are permitted to be engaged in the packing of nar cotics.

The Finishing Department Supervisor will select personned from the gpproved list for
the packing of any Schedule 8 materids.

For packing runs requiring large crews, persons with Grade 3 Operator experience
may be sdected by the Finishing Department Supervisor.

Issue and receipt of Schedule 8 materials

On receipt of thepackagngwork order from the Finishing Department, the Narcotics
Supervisor will issue the necessary materid from the Narcotics Store.

Theleading hand and Narcotics Supervisor will check weigh the material usingthe
digital e ectronic scales in the Dispensary, Packingor Liquid M anufacturing
Departments.

The gross weight is to be accurately recorded on the Production Documents and the
container.

The Narcotics Supervisor is to escort the materid to the appropriatefillinglinein the
Finishing Department.

All bulk containers and their covers areto beretained so the tare weights can be
checked at the end of therun.

The LeadingHand and the Narcotics Supervisor will then sign the Production
Documents in the appropriateplace.
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D. Production planning

1
2.

Only one Schedule 8 packagingwork order isto beissued a onetime.

Normally the bulk materid will be issued, the job completed, and the finished goods
stored in the Narcotics Sore entirdly withinthe one morning or afternoon in the case
of liquids.

Except for the Schedule 8 materid itsdf, items pertainingto the job may be
assembled beforehand and stored in thelocked Line 1 area

E. Packing area and access

1
2.

All Schedule 8 materials areto be packed on Line 1.

The LeadingHand in charge of thejob isto restrict access to al unauthorised
personnd while Schedule 8 material is in the room.

If aM achine Setter, Floorman or QA Inspector is required to enter while the Schedule
8 materid isin theroom, the Leading Hand will personaly supervise through-out the
required operations.

With the above exceptions, the only personnd who may enter the room during the run
are: a one of the Narcotics Supervisors, b. the quaity Assurance M anager, c. A

Senior Company Executive or authorised Poisons Inspector provided they are

accompanied by the Finishing Department Supervisor or his deputy, or one of the
Narcotics Supervisors.

Two of the doors of the Packing Room will belocked at al times during the run.
Thethird door will be closed, but not locked, during the run.

TheleadingHand will lock the third door, take charge of the keys and check al locks
whenever the packing team vacates the room while Schedul e 8 materid isinside.

In this case, immediately upon leavingthe locked room, the L eading Hand will notify
the Finishing Room Supervisor or Deputy, who will examine the locks.
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10.

11.

12.

13.

14.

15.

16.

CONVENTIONSREGULATIONS
MONITORING REPORTING

Packing procedure and reconciliation

All items of packaging materid areto be re-counted and recorded before commencing
therun.

All items of packaging materid areto be counted, recorded and reconcil ed after the
run.

None of the materids to be packed, the packagng materials rubbish or equipment is
to be removed from the room during the run.

For thefilling of liquid products, usethe Filamatic machine set to digpense the correct
target fill.

Thedigta dectronic balance graduated to display 0.19 intervasisto be used for
checkingthefill.

Check the accuracy of the baance with suitable standard wel ghts (1 gram and 200
grams) beforethe run.

Keep materid and empty battles near thefiller; keep the caps and labels in front of the
second operator.

The LeadingHand will carry out the weight control checks and report the results, as
per reqular operations on liquid fillinglines.

Any ilt, broken or damaged materia will be coll ected as best as possible.

The LeadingHand is to estimate the amount of materid involved and notify the
Narcotics Supervisor who will carry out areconciliation and decide on the gppropriate
action.

Damaged packagng material will beretained until the L eadingHand and the
Narcotics Supervisor have completed their reconciliation.

At the end of the packing run, the Narcotics Supervisor will check wei gh the empty
bulk containers, closures, etc. on suitable digta scales in the Dispensary, Packing or
Liquid M anufacturing Departments.

The Laboratory sanmples will consist of thefirst battle filled and labdled, and the last
bottle, which may contain less than the sandard fill.

The amount of bulk materid actualy used for thejob isto be caculated and checked
against the quantity origind ly issued.

The nett produdion and laboratory samples will be recorded separately on the Work
Order.

The LeadingHand and the Narcotics Supervisor will jointly check the reconciliation
of production.

END OF PROCEDURE
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APPENDIX TWO

Standard for the Uniform Scheduling of Drugs and Poisons - SCHEDUL ES
CLASSIFICATION

Poisons are classified accordingto the Schedul es in which they areincluded, as follows:

Schedule 1 blank.

Schedule 2 Pharmacy Medi d nes— Substances, the safe use of which may require
advice from a pharmacig and which should be available from apharmagcy or,
where a pharmacy serviceis not available from alicensed person.

Schedule 3 Pharmadst Only Medidne — Qubstances, the saf e use of which requires
professional advice, but which should be available to thepublic from a
pharmacig without prescription.

Schedule 4 Prescription only Medidne, or Prescription Animal Remedy —
Substances, the useor supply of which should be by or on theorder of
persons pemitted by Saeor Territory legidation to prescribe and should be
available from a pharmacid on prescription.

Schedule 5 Caution — Substanceswith alow potenttial for causing harm, the extent of
which can bereduced through the use of gopropriaepadkagingwith smple
warnings and safey diredionson the label.

Schedule 6 Poi son — Substances with amoderae potential for causing harm, the extent
of which can bereduced through theuse of distindive packaging with grong
warnings and safey direcionson the label.

Schedule 7 Dangerous Poison — Substances with a high potential for causing harm a
low exposure and which require special precautions during manufacture,
handling, dorage or use. T hese poi®ns should be available only to
gpecialised or authorised users who havethe kills necessary to handlethem
safely. Soecial regulationsredridingtheir availability, possesson, sorageor
use may goply.

Schedule 8 Contraled Drug— Substances which should be available for use but require
regriction of manufacture, supply, digribution, possession and use to reduce
abuse, misuse and physical or psychological dependence

Schedule 9 Pr ohi bited Substan ce — Substances which may be abused or misused, the
manufadure, possesson, saleor use of which should be prohibited by law
except when required for medical or scientific research, or for analytical,
teaching or training purposes with gpproval of Commonwealth and/or Sae
or T eritory Health Authorities.
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Prepar ations containing poisonslisted in two or more schedul es.

If apreparation containstwo or more poisons, theprovisions relating to each of the Schedul es
in which those poisons are included apply .

Whereit is not possible to comply bath with aprovision relating to one of those Schedul es
and with aprovision rdating to another of those Schedul es, the provision of the more
restrictive Schedule applies, unless acontrary intention is indicated in the Schedules or
relevant legislation.

The Schedules listed in order of greatest to least retriction are 8, 4, 7, 3, 2, 6, 5.
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MODULE THREE THE RECOGNITION AND
HANDLING OF SUSPICIOUS
ACTIVITIES

INTRODUCTION

In the course of their employ ment, employ ees (Trainees) must redise that some forms or
patterns of human behaviour by either known or unknown persons, may indicate apaentia
for illega redirection of precursor chemicals to drugs of dependence, or even to actud drugs
of dependence themselves.

It is therefore important tha employees, in order to minimise therisk of illega redirection
occurring, follow al legal requirements and Company policy, in pursuingther duties.
Commonwedth and State Laws must be complied with by your Company, which then
formulates its ownpolicies and procedures, which in turn refl ect those legal requirements of
Commonwedth and State. Your Company provides chemicas, pharmaceuticals or
equipment for legitimate use to reduce human and animal suffering

Write down for discusson, other | egitimate usesfor chemicals pharmaceuti cal sand
| aboratory apparatus

When redirected illegdly, human suffering occurs because of

e reduced avail ability to thosein legtimate need, and

e addiction and the consequential social problems thus caused.

Write down for discusson, beginning with the abovelig, other con sequencesfor the
general community caused by illegal redirection.

Employees by viglance, use of common sense, and practised recognition, can help prevent
illegd redirection by knowingthat some forms of human behaviour, might reved the
patentia for illegd dispersion of controlled substances.
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SUSPICIOUS BEHAVIOUR AND SUSPICIOUS ACTIVITIES

Suspicious behaviour and suspicious activity by anindividud, or groups, could be defined as
behaviour or activity whichyou may perceiveto be:

e not conformingto requirements of the Law.
e not conformingto Company Poalicy.

e inconsistent with“norma” or mostly “norma” patterns of behaviour in aparticular
situation.

Can you add to these three above? |f 0 write them down, and shareyour ideaswith fellow
trainees

THE IMPORTANCE OF RECOGNISING SUSPICIOUS ACTIVITY AND
BEHAVIOUR

Unless suspicious, irregular behaviour and/or activities are recognised, then it becomes more
difficult subsequently, for correction and gpprehension to occur.

Recognition then, should be seen by employ ees as thefird and most important step in
preventingillegd redirection. Theimportance then in recognition, is that it heps minimise
diversion, and therefore that in turn helps minimise the consequences.
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Return tothe questionsposed in the* Introdudion”.

I n the context of your work environment write down in tabular form all thelegitimate uses
for pharmaceuti cal s, chemical sand | aboratory apparatuswhich you and your group have
been ableto devise. Now againg each of these, write down a con sequence of illegal
redirection with regect to that use?

example
Leqitimate Use Consequenees of Diversion for lllicit Use
Relief of human pain (M orphine) e increased suffering of post-operative
patients
e increased suffering of those with termina
illness
e increased sufferingof road accident
victims

e risk of addiction and tolerancein the
persontakingthe drugillicitly

e risk of death or seriousinjury dueto
overdose by illicit use

Review your completelist. Thiswill giveyou ared insight into why informed, sensitive,
and sensible recognition is important for the community in which we are dl participants.
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(INDICATORS) IDENTIFICATION OF SUSPICIOUS BEHAVIOUR

Your Trainer (Supervisor) will possibly introduce y outo some plays where the scripts
consider thisissue. Therearefivesituations

1. TheDdivery
2. A new Customer

3. Later Identification (of asuspicious customer)

>

The Telephone Inquiry

5. The Sdes Representative and The Samples

Condder each in turn asded gnated by your trainer.

Compileyour own, and hence compilea group lig of “indicators’.

WHAT SHOULD OCCUR FOLLOWING RECOGNITION?

Asreveded earlier in this module, employ ees (trainees) play their mgor role in a ertness, and
sensitivity in the recognition of suspicious behaviour and activity.

A key quegtionis: “Who actually hand esthe matter once recognition hasoccurred?”
Your Company will have procedures in place. You should refer to any Standard Operating
Procedures (SOP) your Company may have concerning suspicious behaviour. In most cases
the patern of handlingwill be

1. Reportingyour concern to asuperior or supervisor promptly and quietly.

2. Your superior or supervisor will then seethat the Police are infor med.

In most, if not all cases, your Company probably will not require more from you than
commonsense, alertness and sensitivity, then reporting suspicious behaviour to a superior or
supervisor quietly and unobtrusively. If you deviate from thisthen undesirable consequences
could result such as:

e warning and d erting the offender who escapes detection and later apprehension.

e inextreme cases, placingyoursdf in possible physica danger.



MODULE THREE THE RECOGNITION AND
HANDLING OF SUSPICIOUS
ACTIVITIES

WHAT ARE THE CONSEQUENCES FOR VARIOUS GROUPS, IF
SUSPICIOUS BEHAVIOUR RECOGNITION AND HANDLING IS NOT
UNDERTAKEN?

A. Possible consequences for the person who is behaving suspiciously

1. Monday gan.
(Trainess should realisethat this point d udes to theinsidous undertones of human behaviour with
respect to theillicit drugtrade)

2. Apprehension and punitive action by the Law.

3. Inthecaseof somedrugs, severeinjury or even death.

B. Possible consequences for the industry
1. Decreasein public esteem, credibility

2. Lower profitability.

3. Loss of Import/Export Capecity

(How could thisoccur?)

C. What are the consequences for the Company?

1. Decreasein public esteem, credibility

2. Possiblelower profitability.

3. Poorer returns to shareholders.

4. Possibleloss, sugpension of permits and licences (State and/or Commonwedth)

(How could thisbe 307?)

D. Possible consequences for the Employee

Conseguences for the employ ee (Trainee) are directly affected by consequences which affect
the Compary.

Condder C (2, 3, 4 above), how could these affect an empl oyee?
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ASSISTANCE - From Whom ?

As explained earlier, employ ees who, because of experience, training, alertness and
sensitivity detect behaviour which they believe constitutes suspicious conduct, should:

e report to asenior colleague or supervisor who is aclearly identified person within your
Company.

e Then, that gppointed person hasthe authority to seek
e Policeassistance. The Policearetrained to take over at thispoint,you are not. If Police

inyour State seek it, they may aso cal in the Federd Police. Customs could even be
involved, depending on the Controlled Substance in question and the cir cumstances.

Your Company possibly belongsto a group called an Industry Association. Such
examplesinclude:

e Pharmaceutical Companies — M edicines Austrdia
e Chemica Companies - PACIA

e Stiencelndustry Audrdia(SA)

What are Medicines Audralia and PACI A?

These Associaions are sources of professionad support and advice for member companies.

Contacts for these Associations arelisted in the“ Outlineg’ for this training program.

Sate contacts for law enforcement agencies arelisted in Appendix 6 to the Code of Practice
for Supply Diversioninto lllicit Drug Manufacture.
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WHICH PEOPLE OR GROUPS COULD POSSIBLY DISPLAY
SUSPICIOUS BEHAVIOUR?

This training program re-iterates that informed dertness is akey quality required of
employ ess.

Two groups of pegple have been found to be potentia sources of illegal leakage of
Controlled Substances into the lllicit drug market. Thereare:

Company Personnel
and

Known Customers
aswdl as

Outgde persons of unknown authenticity.

In the cases of Company personne and customers, y ou must remember your training, and
still report to asupervisor or trusted senior colleague, even though the situation may well be
very awkward. Responsibility toyour Company, your family andyourself must aways
override one' s perception of colleague loydty in those situationswhere indicators of
suspicious behaviour exist, and your Company recognise them.
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GENERAL STATEMENT ON THE USE OF
THE THREE TRAINING MODUL ES.

M any Companies provide “in-house’ training for their personnel. This Program has been
designed to supplement tha trainingwith relevant information regarding narcotic and
psy chatrapic drugs and precursor chemicals to controlled drugs.

This training package can be used

for thetraining of Company personnel

inits entirety

as aresource to supplement and complement existingtrainingprograms in companies
as areference quide

M odules 1 and 2 have been presented as individua units. This will facilitate the process of
selecting those components mog relevant to the individua Company needs.

Thetraining program should be kept as aresource for future reference purposes.

Whilst great care has been taken in the development of Modules, Company
employees should seek expert advice from therelevant Commonweadlth, and
State/Territory authorities to ensure that their procedures meet lega
requirements. The information provided in this training should not be regarded
as the basis upon which Companies conduct al their operations with respect to
“Controlled Substances” but should form an integral part of the Good
Management Practices of the organisation. Regulations and other legal
requirements regularly change. You should ensurethat your Company has a
process for checking compliance with legislation on aregular basis. This may
be apart of your Company’ s Quality Assurance Nevertheless should
procedures in your Company depart radically from the descriptions in this
training package, it is recommended that you contect the relevant authorities
without delay to ascertain whether, and which changes should be put into effect.
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ROLE OF THE TRAINER

This guide should assist youto present the training materia in amanner which supports adult
learning. To be an effectivetrainer usethe program as fully as passible and develop group
discussion, encouragng everyoneto paticipate.

Before actingin therol e of trainer, you should be familiar with the training program and the
requirements of your Company personnd. To ensurethat your presentation is up-to-dae do
not hesitateto contact Commonwedth and State Government personne, or the Industry
Associations noted in thistraining package.

The main am of the trainer isto create a productive |earningenvironment in which the
trainee can participate, contribute and learn.

Other roles include:

e assessing which components of thetraining are rel evant to theparticular needs of
company personng

e devisinglearningstrateg es, gppropriateto theparticular trainee

TRAINING

For new trainers the following generd points should be helpful.

e M ake sureyou understand the purpose and outcomes of the modules. Nevertheless
guestions could well arise for which you may not have an immediate answer. Smply
indicate this to the trainees and that y ou will endeavour to provide such aresponsein due

course.

e Design goup activities - the moreinvolved trainees are with the learning process the more
fruitful the learning outcomes of the activity/ies will be.

e Preparelocad or Company specific examples reatingto thelearning.

e Ascertain whether your trainees have any difficulties which may affect their learning such
as language barriers/hearing defects.

e Towardstheend of each session, fecilitate the group to summarise the main points.
o Useexamples of drugrelated problems in society, from newspgper or magazine articles.

e Atthebegnningof anew session, revise using questions, or main points, from the
previous session.

¢ Introduce sessions with relevant, topical and stimulating questions which generate interest.
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L EARNING OUTCOMES

For Trainers, Learning Outcomes for each M odule are presented in this guide. These may
serveto

e function as aset of aims for the M odule.

e formabasis on which thetrainees could be assessed as having satisfactorily completed
thispiece of learning.
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TRAINER GUIDE NOTES FOR MODULE 1

This Guide contains the following

e Outlineof theM odule
e Learning Outcomes
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OUTLINE OF MODUL E ONE

ThisM odule provides a comprehensive overview of restricted substances, and why controls
arein place. It asks trainees (as employ ees of reevant chemica and pharmaceutical
companies) to consider their own knowledge about these matters, their reponsibilities and
findly what they can do to help prevent the diversion of chemicals to theillicit drug market.

TheM odule has been divided into units so tha selection of the most gopropriate components
can be madeto suit loca circumstances (avail ability of time, relevance for personnd).
However as far as practicable the modul e should be completed in its entirety and in the
seguence presented.

Division into units should aso improve flexibility of deivery. A number of training sessions
can be conducted over aperiod of timewithout an otherwise severe loss of continuity .

In thisM odule “ Discussion Questions” are placed a the end of goecific sections of

information. It is recommended that, as far as practicable, these be discussed before
proceeding to subsequent sections.

UNIT ONE
Introduction and Australia’s Responghility to The UN conventions
Themain am of unit oneis to introduce the three UN Conventions
ie.  “Sngle Convention on Narcotic Drugs, 1961”

“3ngle Convention on Psy chotropic Substances, 1971”

“United Naions Convention against Illicit Traffic In Narcotics and

Psy chotropic Substances” 1988.

and Austrdid s response, such as relevant legislation, monitoringand control procedures and
the authorities reponsible for them.
UNIT TWO

Definitions of Important Key Terms

This unit contains explanations of some back ground information and terminology so that the
relevant legislation, monitoringand control details can be more easily understood.
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UNIT THREE
Rationale for specia monitoring of contrdled drugs

Section one considers the Socid Consequences of Illicit Drugs and the consequence if these
drugs are not monitored.

Thethree main areas of interest are

e hedth

e SOCiety

e environment

Theterms “M anufacture’” and “ illega possession” are important and thetrainees should

discuss these terms, sothat they understand the full ramifications for themselves and the
Company.

Section two reviews clandestine laboratories and the risks they pose for society .

UNIT FOUR

Sodal, Medical and Industrial Relevance of “restricted substances’ and controlled
drugs

The main emphasis hereis to consider licit uses of drugs and restricted substances in society .

UNITHVE
Classification and scheduling of restricted substances

The areas covered are

e introduction tothe SUSDP (Sandard for the Uniform Scheduling of Drugs and Poisons)
(Appendix three of M odule Two cortains the schedules)

e thefunctions of the SUSDP

A practica exercisefor thetrainees could beto determine the SUSDP Schedul e Number of
some substances (possibly those with which they aredirectly involved in their particular
work situation, if thisinformation is not confidentid).
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UNIT SI X

Precursor ChemicalstoControlled Drugs and other substances or items which can be
used in the manufacture if illega drugs

Unit six considers procedures in the work place designed to prevent the diversion of
precursor substances and essentid chemicals. Assist relevant trainees to identify chemicals
and glassware (supplied by your Compary) that could be used in the manufacture of illega
drugs. Then identify theprocedures that are dready set in place, to help prevent the diversion
of these chemicas. Explain or discuss why specific procedures are used.

Factors which can influence therisk of theft of chemicas include:
The quantity carried in stock

Thelocation of the building

Thetype of building

Existing security arrangements (eg alarm sy stems)

Public access

Employ ee supervision

UNIT SEVEN

Programs coor dinated by relevant Agencies, Authorities, Professional groups

Unit seven reviews severd of the organisations workingto help prevent illicit drug
production. Theroles of theindividua organisations can be clarified by preparingatable
which depicts the functiona differences between the groups.

Example:

Organisations
Name of Program involvedin Task of Program
program

Contact Person
and Number

Frontline

Nationa Best
Practice

Drug Squad
Programs (Sate
based)

Code of Practice
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Some agencies may be ableto offer assistance which compliments your training program.
For example

Frontline - has atraining video (which you may be ableto borrow)

Drug squads have a liaison role with Companies and may offer their timeto help with
training

Industry Associations, for example “ The Code of Practice’ (Plastics And Chemicals
Industry Association, and the Science Industry Austraia)

National Best Practice brochure



MODULE FOUR TRAINERS GUIDE

LEARNING OUTCOMESFOR MODULE ONE

At the satisfactory completion of this module, the trainee should be able to

1. Provide aconcise explanation, supplemented with apprapriate examples of each of the
followingterms

. controlled substance

) narcotic drug

. psy chatrgpic drug

o precursor chemicals to controlled substances

. “essentid chemicas’ for the production of controlled substances
. amphetamines

. licit/illicit

2. Explain why specified chemical substances are, of necessity, controlled in Austrdia

3. Sate some of the undesirable serious socid and lega consequences which can result from
alack of adequate supervision of controlled substances.

4. Identify those subgtances, handled by thetrainee or the company in which he/she works,
which require special precautions with regpect to monitoringand control.

5. ldentify key personnd within the Company and from State or Commonwedth

Government authorities from whom assistance can be sought with respect to* retricted

substances” in their work responsibilities.

6. Describetherolethey play which ensures that legslative requirements and Company
requirements are met with respect to prevention of the diversion of restricted subsances

to theillicit drug market.

10
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7. Saethelocation of the Company’sprotocols for the correct handling, monitoring and
control of scheduled substances.

8. Clearly describetheimportance of “ther particular role’ in preventing the diversion of
chemicas.

9. Sate which substances in the workplace require monitoring.

11
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TRAINER GUIDE NOTES FOR MODULE 2

This Guide contains the following

° A Genera Outline of the M odule

e  Thedesired Learning Outcomes for trainees

12
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A General Overview of Module 2

(See” Introduction” of Module 2.)

As the module dedls with thethree UN Conventions of 1961, 1977 and 1988, it commences
with abrief history of the United N&ions, then its gructure of main organs, organs and
specidised agencies. It is recommended that you do use the chart, or asimilar overhead
trangparency in coveringthisintroductory section. Relevant details on thethree UN
Conventions are then written, followed by aconsideration of Audraian Law governing
import and export of controlled drugs and chemicas. Austrdid s laws, for the purposes of
training, aretreated as outcomes of our international commitments. Then follows a
consideration of State (Territory) Law with regpect tothese subgances. Theunit is
completed with information about control at the loca level where End User Documents may
be required by Industry and/or some Sates by Law.

TheM odulefollows alogca sequence from the Internationa, to Nationd, to Sate, and
finaly to the Indugry leve itsef. The M odule has been broken down into more or less sdlf-
contained units because, in some workplace settings, afew units may be considered by
traners asirrdevant in their particular context.

Suggested Methodology of Delivery

TheM odule has been written so tha information is interspersed with questionswritten in
bold italictype. These questions are designed for group discussion, or discussion after
written answers have been attempted, and at times simply for written regponses.

Although the M oduleis largely concerned with factual materid, Trainers are strongy urged
to adopt an “enquiry approach” with their trainees.

Revision Questions about Drugs
The discussion questions about drugs -

The Introduction
e Controlled drugs
e Restricted subgances
e precursor chemicals
and
UN Conventions
e narcotic drugs
e psycharopic drugs

are so placed asto revise materia covered in Module 1. If sometrainees have not attempted

M odule 1, thenthe trainer must ensure that trainees have afirm grasp of these concepts and
terms before proceeding further with thisM odule.

13
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The UN Conventions

Those of 1961 and 1971 arefairly straightforward and are therefore dealt with briefly in the
M oduleitsdf. However, moretimeis spent onthe 1988 Convention becausein the
intervening seventeen years, there was incressing illicit production of narcotic and
psychatropic drugs. It is recommended that trainees be encouraged to think carefully for
themselves, about some of the possible causes of this deterioration in theillicit drug scene
duringthis time.

The basic concepts tha determine inclusion of drugs and chemicals in these Conventions are:
e thesubgances have, in generd, legtimate scientific or medicinal use that must be
pratected;
e theabuseof certain substances gvesriseto public hedth, socid and economic
CONSEeqUENCES,
e Vvigorous measures are necessary to restrict their useto legtimate purposes; and

e to beeffective such measures require co-ordinated and universal action at the
internationa leve.

Control - Australia

Again, aswith earlier questions about types of drugs, a knowledge about Poisons/SUSDP
Schedules is assumed. If M odule 1 has not been attempted by trainees, then thetrainer
should refer to M odule 1 and ensure that the background and si gnifi cance of these Schedules
is covered before proceedingwith M odule 2.

This section of thetrainingin particular, is treated as an outcome of Austraid s obli gations
as aresponsible signatory of UN Conventions, especiadly the 1988 Convention. It is grongy
recommended that you facilitate learning in such away that the system of Licences and
Permits (both for Import and Export), and al the conditions imposed therein, are seen as
logical legd outcomes of the Conventions.

Also, this section of training is treated in such away that trainees:

0] should redlise the significance and rationale of the L aws under whose contextual
framework they are employed inindustry.

(i1 should be aware of their responsibilities as trusted employ ees.

(i)  grasp thefull significance of possible consequences for their Company and
themselves as Company employ ees, should negligence occur in the workplace
resultingin loss of Permits and Licences.

NOTE:

These points are made again later in the Module where State Laws are considered. In
most cases, asystem of State Licences and Permits contrds sade, manufacture,
distribution, storage and handling of drugs, poisons and controlled substances,
laboratory hardware and some therapeutic devices. Again, asin Commonweath
control (above), the same sorts of issues are tackled, and the same sorts of questions are
posed in order to reinforce these points.

14
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The section on Audradia concludes with abrief look a Drug M ovement, and the set questions
outline the focus which is recommended.

States

0] Asthereis some variation between Sate and Territory legslation in ther
requirements for Chemical, Pharmaceutical and L aboratory hardware suppliers, a
separateM odule section has been written for each Sate. (Thewriters are grateful for
the help and advice from Senior personnd in the various Sate and Territory Hedth
Departments.)

(i) Thereisagrea ded in common such as the adoption of SUSDP Schedul es and
associated recommendations.

(i)  Most haveasysem of Licences and Permits as referred to above. Although not
identicd, their sy stems have much in common.

(iv)  Thereisvariation in theloca method of classification and trestment of non-scheduled
precursor chemicals. This areais quite complex, and no attempt has been madeto
clarify it in M odule 2 or in this Guide. It is recommended to Trainers that should they
decideto tacklethis areain their work with trainees, then further persona research
should be undertaken, and expert advice sought a the Sateleve.

End User Declarations

(In South Austradia, these are cdled End User Statements)

Industry Associations presently encourage use of these documents. In some Sates, the
system is not enshrined in State Law. In others, such as New South Waes and South
Austrdlia, it gppears to be so.

Traners may wish to havetrainees attempt to completean EUD (EUS).

Learning Outcomes

As dready indicated, Learning Outcomes (which accompany this Guide) may serveto

e function as aset of ams for the M odule.

e formabasis on which M odule 2 trainees could be assessed as having satisfactorily
completed thispiece of learning.
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LEARNING OUTCOM ESFOR M ODULE 2

At the satisfactory completion of thisM odule, the trainee should be ableto

1 Sate some key functions of the United Nations with repect to World Hedth.

2. Describein clear detail, Austrdia s obligations under the UN Single Convention on
Narcotic Drugs, 1961, especialy with respect to their Company and their role within
the Compary.

3. Describein clear detail, Austrdia s obligations under the UN Convention on

Psy chotropic Substances, 1971, especidly with respect totheir Compary, and their
role within the Company .

4, Describein clear detail, Austraia s obligations under the UN 1988 Convention
against illicit trafficin Narcotic Drugs and Psy chotropic Substances, particularly with
respect to Articles 12 and 13, especialy with respect to their Comparny, and ther role
within the Compary .

5. Describein summary, Commonwealth Customs (Prohibited Imports) Regulations,
particularly asthey gply to Schedule 4 Drugs and Chemicals.

6. Describein summary, Commonwealth Customs (Prohibited Exports) Regulations,
particularly asthey goply to Schedule 8 Drugs and Chemicals.

7. Clearly explain and link Austrdia s Prohibited Import and Export Regulations to its
requirements and obli gations under thethree UN Conventions.

8. Clearly explain the responsibilities of employer and employeein meetingthe
requirements of holders of Licences and Permits for both Import and Export. Possible
consequences for employ ee and employ er of breaches of these responsibilities must
aso beableto beclealy stated.

0. Provide a genera explanation about the reporting requirements within Audraiafor
movements of controlled drugs.
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10.

11.

12.

13.

14.

15.

TRAINERS GUIDE

Describe the requirements which must be met before any of the following transactions

can be eff ected by an authorised company:
(i) issueof any restricted substanceto acustomer;

(i) physicd transfer of any resricted subsance, within acompany or between
companies.

Explain the purpose of an “ End User Declaration” document.

Describe briefly, how aparticular company can be audited to ensurethat control
measures have been appropriately completed.

Describe briefly, possible consequences for a company or personnd, if quantities of
controlled substances cannot be accounted for as required by relevant authorities.

Suggest an apprapriate course of action for acompany or personne, when a
controlled substance has been dispatched and not reached its legal destination.

Within therdlevant Sate, write down:
0] thetypes of Licences and Permits which exist;
(i) therights and responsibilities gven by Permits and Licences with respect to

such aress as Sdes, M anufacture, Distribution, Trangport, Sorage and
Record-keeping.
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TRAINER GUIDE NOTES FOR MODULE 3

This Guide contains the following

. A Genera Outline of M odule Three
e  Thedesired Learning Outcomes for trainees

o Four plays, Discussion Questions and Suggested Answers
e Alist of Indicators of Suspicious Behaviour

18
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A GENERAL OUTLINE OF MODULE THREE

M odule 1 included a Section which looked a the Code of Practice, developed by Industry
Associations. M odule 3 takes one paticular part of tha Code, and develops it morefully. In
essence, it deds with the Recognition and Handling of Suspicious Activities and Behaviour.

M odule 3 is written for Compary employ ees who presently, or who may in the future, handle
restricted substances, and who aso interface with members of the general public.

A. The Listof Indicators of Suspicious Behaviour

It is srongy recommended that you do nat gvethislist toyour trainees until the relevant
part of theM odule has been completed. M odule 3 has been written sothat gradudly, under
your guidance, and with your teaching skills, trainees will build up acomprehensive list
themselves. This will occur through use of discussion questions written throughout the

M odule, and by use of the Plays. Some groups of trainees may even develop indicators
which arenot listed. It is recommended that when dl avenues for development have been
exhausted, that Trainers may then divulge the remaining indicators to trainees.

B. Consequences for the Various Groups

In the consideration of Section C(4) of M odule 3, trainees redly need to have completed

M odule 2 for this areato be revised and developed. If M odule 2 (Units 5 and 7) has not been
completed, then C(4) should be deleted, or treatment of it delay ed, until amore suitable
0Ccasion arises.

C. The Plays

How theTraner uses these plays, may vary from one situationto another, and accordingto
the time and resources to which the Trainer has access, such as the number of trainees.

The plays could be

0] in thevery simples situaion, just read out by trainees in the group.
(i) used for role play situaions withinthe group of trainees.

(i)  acted by Company employees where the situaion of resources dlows this. They
could even be acted by personnd brought in from elsewhere by Trainers.
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Whatever the methodology employed, afunction of theseplaysisto illustrae, and to help
trainees recognise through their use, some of theindicators of sugpicious orders and
behaviours which areknown to exist. Another function of theplaysisto generateinterest. It
istherefore essentid for Trainers, in their preparation of theplays, to bear thisin mind.

In usingthe Plays, trainers should aso bear in mind, thelocal situation of their trainees.
That is:

e thetypeof Company (Chemicd, Pharmaceutica, Hardware Suppliers);
e thetypes of rdevant precursor chemicas supplied tothe Customers;

e thetypes of pharmaceuticas supplied tothe Community .

The order in which the Play s are treated is not important, and this can be varied accordingto
circumstances such as Company priorities and Traner preference. Also, trainers may wish to
use one or two playsin detal, and omit the others. Indeed, if this Srategy was deemed
desirable in generaingtheinterest outcomein trainees, it would be quite satisfactory and
desirableto do so.

D. The Outcomes of Recognition

Sofar, A, B, and C of this Guide have been concerned with Recognition of Sugpicious
Behaviour and Orders, the remainder of M odule 3 considers what must actually be done by
employ ees when sugpicions are aroused.

Although the M oduleis very straightforward from thispoint urtil its completion, Trainers
should redlise that this areamust be dedlt with both sengtively and discreetly. Consequently,
theM oduleis very brief a thispoint, and very few discussion questions are (quite
deliberately) written for trainees. Thiswill gve Trainers maximum opportunity to develop
this areathemselves, usingther skills of discretion and sensitivity, and taking fully into
account, theloca situation.

LEARNING OUTCOMES
As dready indicated Learning Outcomes for M odule 3, may in fact serveto

e function as aset of ams for the M odule

e form abasis on which the M odule 3 trainees could be assessed as having satisfactorily
completed thispiece of learning
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LEARNING OUTCOMESFOR MODULE 3

At the satisfactory completion of this module, the trainee should be able to

1 Satetheresponsibilities of an employee who deds directly with cusomers for
distribution or sale of controlled substances.

2. Nominate what they do, and to whomthey report, their supicions.

3. Describe how suspected events can be convey ed tothe relevant authority inthe most
effective manner.

4, Describe how prompt employ ee respornseto patentialy illega behaviour, can
minimiseillegal redirection.

5. Describein detail, the various typical indicators of sugpicious behaviour which might
indicate the potentia for futureillegd redirection of chemicals and or
pharmaceuticals.

6. Define suspicious behaviour/activity, and identify the key groups of personnel who
could display suspicious behaviour.

7. Satereevant company policy with respect to deding with suspicious
behaviour/activity.
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THE TEL EPHONE ENQUIRY

Setting: A suburban branch of a large chemical distribution company. The internal
sales staffer, Gina, has been with the company for several years and is
guickly suspicious of “B”.

Gina Barret Chemicads, can | help you?

B: Yes | wanted to place an order for some Pheny lacetic
Acid.

Gina: Do you have an account with us sir?

B: No. Istha necessary?

Gina: For that paticular chemicd yes.

B: And that would be the case everywhere else?

Gina Yes pretty much so. You would redlise of coursethat it’s a

Category 1 chemicd.

B: How doyou mean?

Gina: Wil sir we can’t take an order from you unless you have an account with us.

B: Ohwell that’s fine. I’ll open an account then. You do stock Phenylacetic Acid
then?

Gina Wdl wewouldn’t have it on our shelves right now. I'd haveto check on the

computer foryou. If wedo haveto get it in for youtherewould probably be
about aweek’s delay before we could deliver. How much wereyou wantingto

order?
B: We need 15 kilos. What isit akilo?
Gina Wil you'relooking a 500 dollars per kilo so that would be 7,500.
B: Fine. Doesit dwaystakethat longto get in? 1 mean we need it pretty quickly.

Can't youpeed it up abit?
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Gina;

Gina:

Gina

Gina;

Gina

Gina

Gina:

TRAINERS GUIDE

I’m afraid not. As | said I’'m not even 100% sure of its

avallability. But | can check with the warehouse fairly quickly on that if you
want meto.

Yes please. When could | know if it’s availabl e?

| could ringyou back in 15 minutes if that suitsyou.

It would probably bealot easier if | rangyou back in 15. 1I'm in and out so
you probably wouldn’'t catch me.

Widl I'm goingto need somekind of contact if you want meto let you know
about availability.

| see. Wdl I'll giveyou my mobile number.
It’s 018 333 3333.

And what wasyour hame sir?

Andrew Parsons. Bu likel said I'll ringyou back in about 15 minutes.

Wil I’ Il betaking my break soon so I'll leave the details with Jenny Bishop.
She'sinterna sales and can gveyou some more details about opening an
account. If I’'mnot around you can speak to her. Doyouwant her direct

number?

Yeah! that’d be good.

It’s 123 45678 (By prior arrangement this number could in fact be a Direct
number to -aCompany supervisor; Authority personne or tothe Drug Squad)

Thanks very much.

You' rewe come.

23



MODULE FOUR TRAINERS GUIDE

“THE TEL EPHONE ENQUIRY”

FOR DI SCUSSION

1. What procedurd differences are there when dea ingwith
Category 1, Category 2 and Category 3 drugs?

Category 1. For saleto account customers only, EUD required.
Category 2: EUD only required when sold to non-account customers.

Category 3:  Noreporting required. Thelist isto be used as a guide to alert
staff that these products may be used in the manufacture of illicit drugs.

I nfor mation taken fr om the Code Of Practice.

2. What isit about “B’Ss” enquiry that would arouse suspicion?

Orders a Category 1 drug without knowing the procedur e associated with
such a request.

|s a new customer .

Is mor e concer ned with availability than cost.
Doesn’t question the high price quoted.

Is hesitant to give a phone number.

Leaves a mobile phone number

3. What other information could Gina havetried to extract from“B” which
would help to identify them or their company ?

Company name

Address (home or business) or suburb/area
Pur pose for purchase
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How wouldyou phrase these further questions without arousing“B’s”
suspicions?

I’ll need your Company name to leave with Jenny.
I’ll need to include the cost of delivery. Where will we be delivering?
I’ll need some details if you want to open an account to place the order.

Who should Gina contact within her compary if she was suspicious of such
an enquiry ?

This will most likely be the person’s immediate superior however there may be
mor e than one per son who should/could be infor med.
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THE DELIVERY

Setting: Ausco Phamaceuticals is a large manufacturer of a range of drugs from
cough medicine to Schedule 8 drugs. The head storeman, Tim, knows he
is to expect delivery of 50 kilos of Pseudoephedrine between 2pm and
4pm thatday. The deliverytruck arrives and the following occurs.

Tim: You'refindly here. Wewerejust about to ring Sydney to let them know you
werelae.

Driver: No worries mate. You know what thetraffic's likethis time on aFriday. | got
stuck on the South Eastern for 1/2 an hour. So where do you want it?

Tim: Just back thetruck in hereabit and you'll befine.

Driver: | need Luke Jones to take receipt of this before | do anything. |Is hearound?

Tim: Nah, | think he's on a bresk.

Driver:  Wadl | can’'t hangaround. Do you want to sign for himand fix it up later?

Tim:

Wouldn't beworth my job sport. Just wait aminuteand I'll get him paged.

Driver:  Wadl can| start unloading?

Tim: Don’t touch anything. We haven't taken receipt of the order yet soyou're still
responsible.

Driver: O.K.
(Tim goes to the phone, pages Luke, picks up the accounts book and returnsto
thedriver. In acouple of minutes Luke appears.)

Luke: Sorry. | just 2epped out for aminute. Now, you wart asignature?

Driver: You'rethe nominated receiver?

Luke;

Luke:

(Checks the docket) Luke Jones?

That’s right.
(Lukesigns for delivery and the account formis completed. Thestock is
unloaded from the truck. Oncethe stock is on the warehouse floor a page
comes over the loud spesker for Luke Jones to takea‘phonecal in the office)

Damn....... it'll haveto wait.
26




MODULE FOUR TRAINERS GUIDE

Tim:

Luke;

Tim:

Luke:

Tim:

Luke:

Tim:

Luke:

| can secure it for you if you gve methekeys. We ve signed for it now.
No, wée ll do it together. These keys aregued to my side mate.
Whatever!
(Asthey placethe stock intothe vault Luke notices one box seems to have
been slightly damaged.)

Did you natice this when youtook it off the truck? It doesn’t look like much
but let’s check for sure. I'll get it sampled straight away .

Do youwant meto ringthrough?

No, let’s both get this finished and I'll lock it up. ThenI’ll get someone down
this afternoon.

Geez, no on€ s goingto want to come come down now, on aFriday afternoon.

Too bad. Thiscan't wait.
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“THEDELIVERY”

FOR DI SCUSSION

1. What irregularities or breaches of security are suggested (but not acted upon)
in the script?

The stock being signed for by anyone other than the nominated receiver.

Unloading befor e responsibility is clearly passed on to the firm taking
ddivery.

The stock being handled in the absence of the nominated recelver.
The keys to the vault being passed to someone without authority to have them.
Distur bed packaging.

2. At wha points inthe script could the stock have been interfered with if correct
procedure were not followed?

If the stock were unloaded before Ausco had taken official delivery.

If the nominated receiver were not in attendance throughout the delivery and
storage.

3. Who should Luke contact in reation to his concerns?

This will most likely be the person’s immediate superior however there may be
mor e than one per son who should/could be contacted.

4, Why should Luke act on his concerns so quickly ?

So thetruck driver and anyone eseinvolved in the handling of the order
can be located immediatdy.

To allow police time to begin enquiries befor e the weekend.
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5. What might be the consequences if Luke were content to leave the problem
until next week?

Any guilty party might have time to disappear
The weekend would be too long to | eave befor e beginning investigations
Memories can become blurred the longer the period of time

His lack of action could be seen as suspect by both his employer and the
police.
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IDENTIFICATION

Setting: “Scientific and Industrial” is a chemical and equipment distributor. Some
sales of equipmentis done over the counter as the following scene shows.
The sales person Neil becomes suspicious of the customer Mick.

The Scene:

Mick waks intothe sdes area. Heis a little shorter than thetgp of the window framesin the
office. Heiswearing grey trousers and ablue shirt. His hair is pulled back in anest pory tall
and heis unshaven and slightly bading.

Nel: Can | hep youthere?

Mick: Yes, | want to buy some equipment.
(Hetakes out alist from hispocket)

| need ahhh.......... a condenser, half adozen 500 ml. conicd flasks, a500 ml.
vacuum flask, abuchner funnd, aseparatingfunne and aheating mantle.

You cary that sort of guff don’t you?
Nel: Yeah! wedo. Who areyou with?

Mick: Oh! just asmal company. You wouldn’t know them.
So do you havethat suff in stock or wha?

Nell: Here, givemethelist and I'll just check over it and seewhat we ve got .
(Nell takes thelist and reads it. He hangs onto thelist and a this $age he feels
suspicious of Mick)

Nell: That shouldn’t beaproblem. I'll just check out the back. Can you wait a
minute?
Mick: Yeah! sure.

(Nel goes out the back and at this point either switches onthe video camerain
the shap or collects his thoughts and decides to make as useful observations
about M ick as possible without arousing his suspicions.)

Nell: We can help you with dmost everything except the condenser. | know we're
getting somein a couple of days so I'll ringyou when they arriveif you like. It
should only take one or two days. Have you got anumber | can contact you
on?
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Mick:

Nel:

Mick:

Nel:

Mick:

Neil:

Mick:

Nel:

Nel:

Mick:

Nel:

Mick:

Nel:

Uum......yeah! it's 222 2222. What about the other suff?

Yep, | can get that foryou now if you want.
How doyou want topay for it?

What does it cometo?

Ah! |et’s see.
(Grabs acdculator)

That’s $540.

I’ll pay by cash.

Rignt, well I’ Il just get it for you. You'resurethis’ll dl fit inyour car?
It’s mogly gasswareyou don't want to bresk any of it.
You don’t want usto arrange ddivery?
No. it’'sOK. I’'minthevan. Hegps of room.
(Mick collects the equipment from out the back and places it on the counter.)

That’s $540 thanks.

(Mick pulls out hiswallet to get the cash. As he does soNell catches a gimpse
of his license.)

I'll gveyou ahand carryingit out to the car.
Nah! I'll beright.
Wdl, I’ Il grab the door for you.

(AsMiick loads the equipment intothe car he coversit dl with alarge grey
blanket. Neil notes the car regstration.)

You should hear from me in acouple day s about the condenser.

No worries.
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“IDENTIFICATION’

FOR DISCUSSION

1. What physica details might Nell be ableto recal of Mick’s appearance?
Helght (against height of window frame)
Weight
Hair colour and style
Facial hair
Clothes
Distinguishing features

2. What kind of questions would have been appropriateto ask of Mick in relaion
to thissae?

Intention for use
Name of company
Company identification

3. In such dedlings what details about acustomer can be quickly and easily
observed without arousing their suspicion?

how they speak
product knowledge
familiarity with business procedure

peculiarities of vehicle
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WALK-IN CUSTOMER

Setting: Biltcorp is a chemical distribution company with sites around Australia. They
service mainly the aviation, cosmetic, photographic and mining industries.

The scene
A paentia customer drives up in acar without acompany logo and spesks to a sales staff
member, Theo, hopingto place an order.

Theo: Can | hdp youthere?

Greg: Yes mate, I'm Greg Ricci from Fleur Cosmetics. Here s my card.
(Hands over abusiness card)

Fleur Cosmetics Inc.
GregRicai

Product M anager

M ebourne Office
15 Chute S
Hawthorn

M obile: 018 22 3456

Greg: | wanted to place an order with you for some stock.
Theo: Right, do you have an account with us?
Greg: No, I'll probably need to open oneat alater stage. |1 only need some acetone

and sulphuric acid a the moment.
Do you have the acetone and sulphuric acid in stock now?
Theo: Shouldn’'t be aproblem. We usudly dway s have some in the warehouse.

We d prefer to wait until you're doing some regular business with us before
we d open an account for you. We d want some trade references, that sort of

thing.
Greg: Yeah! of course,
Theo: How much wereyou looking a ordering?
Greg: Let’s say 60 litres of each.
Theo: Andyou'll pay forthat by bank cheque?
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Greg:
Theo:
Greg:

Theo:

Greg:

Theo:

Greg:

Theo:

What would it cometo?
| can tdl you exactly ahhhh.......(workingit out)..... $1200
Not aproblem. I'll pay by cash. We can collect that today ?

No mateyou'll haveto wait acouple of days & least while we processthe
order and stores pus it through.

Where do we deliver?
Oh! weusudly collect it ourselves when you tel usiits ready .

No, we ll haveto get it toyou. Doweddiver to the Hawthorn address on
your card?

No, I'd preferyou don’t dothat. That wouldn’t suit a the moment. I'll gve
you another addressto ddliver it to, or I’'m quite happy to get our own courier
to collect if you can haveit ready by tomorrow. Saveyou abit of effort.

Why don'tyoutakeaseat and I'll arrange things.
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“WALK-IN CUSTOMER”

FOR DISCUSSION
What forms of company identification might you expect alegitimate customer
to have?
Company order book
Company letter heads
Company logo on car
Professional business card
Which of Greg's requests might arouse y our suspicions?
Offer to pay by cash
Immediate col lection

Collection by the company ordering

What details might be required to open anew account?
Initial business on C.O.D basis

Reputabl e trade r efer ences (names ‘ phone number s)
Banking details

Although the chemicds Greg names are Category 3 chemicals and do not
require reportingyou may fed uncertain of thelegtimacy of Greg s order.

What further questions could you ask of Gregwhich would help identify his
intentions?

Type of products to be manufactured
Quantity of product to be manufactured

Names of other business associates

If you were suspicious of Gregwho would you contact inyour comparny ?

35



MODULE FOUR TRAINERS GUIDE

This will most likely be the person’s immediate superior however there may be
mor e than one per son who should/could be contacted.

6. When would you spesk to someonein your compary if you had concerns?

Immediately.
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THE SALES REPRESENTATIVE AND THE SAMPLES

Setting: Awarehouse person (Kevin) at a large phamaceutical manufacturing
company notices that one of the sales representatives (Emily) is
requesting extra samples of a particular type of drug to supply to
doctors. The representative in question is requesting and distributing
much more than the other reps. The storeman becomes suspicious
butis unsure of what to do or who to tell. He knows that he is
allocating an unusually large amount of drug to the rep to fulfil her
requests for samples, and he has also seen her “borrowing” samples
from the other reps. The representative tends to become annoyed
when the supply of samples is delayed. Kevin decides to talk to his
superior, Alan.

Kevin: Hey! Alan, do dl thereps usudly get the same amount of samples?

Alan: Yeah! they areusudly alocated the same amount but they can request moreif
they want to supply someto doctors who have made a specific request.

Kevin: Widl, how do we know if they redly are supplyingthe samples to dodors?

Alan: The doctors sign asamplerequest or supply form. It should have the doctor’s

name and address and si gnature and also the name, strength and quantity of
tablets supplied. Thereps have to submit areconciliation sheet of samples
recelved and supplied each week.

Kevin: Does any one ever check on the doctors to verify that they actualy received
what is on the sanplerequest form? Does any one ever check the
reconciliation forms?

Alan: I’'mnot sure. | think tha is up totherep’s manager. Why the sudden interest
inwhat thereps are doing? Haven't you got enough to do aready ?

Kevin: | just wondered. | seemto be puttingalot more samplesin somereps’
cupboards than in others.

Alan: Wel may be some reps work harder than others. It is not our problem.
Kevin: | was just wondering. Who knows what they do with al these samples?
Emily seemsto begivingaway alot more samples than anyoneese. Maybe

we should check it out.

Alan: OK! It’sprobably nathingto worry about but | could gpesk to her manager if
youthink thereis aproblem.

Kevin: Yeah! | think may be you should.
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Alan goes to gpesk to Emily’s manager, Cathy. Cathy is reluctant a fird to
believe that there is any problem. Sheinsists that shetrugs dl her reps and
that it might be difficult to check with Emily’s doctors to verify that they have
actualy recelved the samples as listed on the sample request forms. When
Cathy does contact a number of the doctors they have difficulty remembering
the drugs they may have signed for and they certainly have trouble
remembering the quantities. However, a few say they received one or two
samples even though Emily’s request forms list them as recelving three or
four.

Cathy is now faced with adilemma:

Does she continue to accept Emily’s reconciliation forms as being honest and
accurate? Is shein aposition to accuse Emily of dishonesty on the somewhat
shaky evidence provided by a few doctors? Is Emily being dishonest or
merely careless in her recording of sample distribution? It is possible that
Emily is recordingthat she has supplied adoctor with four samples whilg only
gvinghim two (for which he has signed) and keeping the others for an illegd
purpose. It is possible that a busy dodor may jugt sign the form without
writing down the quantities received. Cathy and Emily have a friendly
working relationship which would be severdy damaged by an unfounded
accusation. Cathy is dso aware of the implications of dismissing someone
unfairly. Itistimeto cal in the Human Resources personndl.
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“THE SALES REPRESENTATIVEAND THE SAMPLES’

FOR DI SCUSSION

3 What procedures arein placeto control the lawful distribution of samples?

. What procedures are in place to control and account for the movement of drugs and
chemicas within a company? (Good M anagement Practices; Standard Operating
Procedures).

. Are these procedures governed by company policies or government regulations or
both?

o Is therearoutine verification procedure to ensure the accuracy of documentation and

procedures? (ie. does any one actualy check the reconciliation forms?)

. Whose responsibility is it to report suspicious behaviour? Remember, Alan initially
said “it’s nat our problem”.

. Do you think tha employees may be reluctant to rgoort sugpicious behaviour on the
part of afdlow employee?

. What has to be done to turn suspicion into evidence before making an accusation
against an employ ee?

. What aretheimplications for acompany in accusing or dismissing someone (possibly
unfairly)?
o How does a company reconcile good rd aions with its enployees with the need to

check on them?

. Which areas of a company may be susceptible to illicit diversion of drugs and
chemicals (eg. manufacturing, qudity control, warehouse, sales)?

. Arethecontrols the samefor dl Satesin Austrdia?
. Are some drugs more likely than others to be an attractive propaosition for illicit
diversion?
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SOME INDICATORS OF SUSPICIOUS ORDERS OR ENQUIRIES

INDICATORS WHICH CAN BE USED BY INDUSTRY PERSONNEL
TO IDENTIFY SUSPECT CUSTOMERS OR CHEMICAL SHIPMENTS

. A new customer or unfamiliar representative of an established customer who deviates
from previous ordering methods.

. A “wak-in" customer (personal gppearance).

. An offer topay an excessive pricefor certain chemicds or for rapid delivery.

o Cash pay ments, even for large purchases.

) Requests to have the merchandise del ivered in non-commercia or unmarked packing.

. Purchases in small containers even when industrial useis clamed.

o Irregular ordering patterns.

o Unusud quantities ordered.

. Orders or purchases by persons or conpanies with no obvious need for these
chemicds.

. Indications of intended use that is inconsistent with the chemical ordered.

. M erchandisethat is collected with thepurchaser’s own vehicle.

o Request for delivery by ar freight.

. Ddivery to apost office box or other incomplete address.

o Failure or unwillingness to supply atdephone number or an address.

. Lack of business acumen.

. Absence of standard business staionery.

. Reluctanceto supply awritten order.

. Orders for more than one precursor chemical.

o Orders to universities or well-known companies where the norma arrangements for
ordering are used but delivery is requested to a gecific individual.

) Orders to companies which are not known and cannot readily be traced in trade
directories.

) Orders for chemicas with ddivery instructions where the cost of delivery or routing
exceeds the cost of the merchandise.

. An established customer who deviates from previous orders or ordering methods.

) A customer who has difficulty in pronouncing chemica names, titles of equipment,
€etc.

. A customer who is vague about the company address, telephone number and reason

for desiringalisted chemical.
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o A customer who preferstopay by cashiers cheque, posta money order, etc.

. A customer who is not amember of atrade, professiond, or business association.

. A customer who furnishes fase or sugicious addresses, telephone numbers,
references etc.

. A customer whose communication either by telephone, mail or other means is not
conducted or prepared in a professiona manner.

. A customer who requests other unusual methods or routes of shipment, or who
provides unusual shipping, labd lingor packinginstructions.

o A customer who purchases unusua quantities or combinations of chemicals or
dasswarein contrast with cusomary practice and usage.

. Use of afreight forwarder as ultimate consi gnee.

o Use of intermediate consignee(s) whose location or business are incompatible with

the end-user’ s nature of business.

o Evasive responses to any questions, or responses tha indicate a lack of basic
knowledge of the industry, or inability to supply information on whether listed
chemicas are for domestic use or export.
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