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Executive Summary 
 
On 8 January 2003, the Australian Self-Medication Industry (ASMI) lodged application 
A30223 with the Australian Competition and Consumer Commission (the 
Commission). 

Broadly, authorisation was sought for the ASMI’s “Code of Conduct – Helping Prevent 
the Diversion of Pseudoephedrine-Containing Non-Prescription Medicines” (the Code).  
The Code is a voluntary code agreed between participants, who are suppliers of non-
prescription health care products containing pseudoephedrine, which requires, among 
other things that participating companies supplying products containing 
pseudoephedrine: 

• limit pack sizes available for sale; 

• participate in sales monitoring arrangements under which sales data would be 
collected and provided to government agencies (but not shared among 
participants); 

• refrain from supplying pharmacies with bonus stock; 

• support pharmacies in holding minimal stock weights; and 

• refrain from requiring pharmacies to participate in promotional activities that 
could encourage illicit diversion of products containing pseudoephedrine. 

The Code is one of several initiatives aimed at addressing the problem of illicit 
diversion of pseudoephedrine-containing products (such as over the counter oral 
decongestants used in the relief of colds and flu allergies) for the illegal manufacture of 
methylamphetamine (speed). 

The Code is not intended to regulate the sale of pseudoephedrine-containing medicines 
to the general public.  The sale of pseudoephedrine-containing medicines to the general 
public is the subject of other initiatives developed and implemented by government and 
state and territory law enforcement agencies. 

The Code is designed to be consistent with these other measures to provide for a 
uniform national approach to the problem of pseudoephedrine diversion for unlawful 
use.  The Code is intended to regulate the distribution of pseudoephedrine-containing 
non-prescription medicines from point of manufacture through to pharmacies.   

The Commission has considered the public benefits and anti-competitive detriment that 
are likely to flow from the proposed arrangements.  The Commission considers the anti-
competitive detriment from the arrangements is limited.  The Commission does not 
consider that the arrangements will unduly inhibit competition between signatories to 
the Code or between signatories and other competitors in the market. 

In addition, the Commission does not consider that the restrictions on supply of 
pseudoephedrine-containing non-prescriptions medicines which will result from the 
proposed arrangement will unduly impact on lawful users of these products. 
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The Commission considers that there are public benefits arising from the proposed 
arrangements.  In particular, the Commission considers that the proposed arrangements, 
along with other initiatives developed by government, law enforcement agencies and 
the pharmaceutical industry, will contribute to a reduction in the illicit diversion of 
pseudoephedrine-containing, non-prescription medicines for the illegal manufacture of 
methamphetamine (speed). 

The Commission therefore concludes that the public benefits likely to result from the 
arrangements would outweigh any anti-competitive detriment that may arise.  
Accordingly the Commission grants authorisation in relation to application A30223.  
Authorisation is granted for 5 years. 

On 13 February 2003, the Commission granted interim authorisation to the proposed 
arrangements.  Interim authorisation will continue to protect the proposed arrangements 
until the date the Commission’s final determination comes into effect or until the 
Commission decides to revoke interim authorisation. 
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1. Introduction 

Introduction 
1.1 Organisations that engage, or propose to engage, in certain anti-competitive 

business arrangements or conduct that could breach the TPA, may apply to the 
Commission for authorisation of such arrangements or conduct.  

1.2 If granted, authorisation provides immunity from legal action under the TPA in 
respect of the arrangements or conduct. 

Authorisation process 
1.3 Upon receiving an application for authorisation, the Commission invites 

interested parties to lodge submissions outlining whether they support the 
application or not, and their reasons for this.  

1.4 The Commission then issues a draft determination in writing, proposing either to 
grant the application (in whole, in part, or subject to conditions) or deny the 
application.  In preparing a draft determination, the Commission will take into 
account any submissions received from interested parties. 

1.5 Once a draft determination is released, the applicant or any interested party may 
request that the Commission hold a conference to discuss its operation and 
effect.  The Commission will also usually invite interested parties to lodge 
written submissions on the draft. 

1.6 The Commission then reconsiders the application, taking into account the 
comments made at the conference (if one is requested) and any further 
submissions received, and issues a written final determination. 

Statutory test 

1.7 Under sub-section 90 (6) and 90 (7) of the TPA, the Commission may grant 
authorisation to make and give effect to a proposed contract, arrangement or 
understanding if it is satisfied that: 

• the contract, arrangement or understanding would be likely to result in a 
benefit to the public; and 

• this benefit would outweigh the detriment to the public constituted by any 
lessening of competition that would be likely to result from the contract, 
arrangement or understanding. 

1.8 The Commission must assess the public detriment flowing from the anti-
competitive aspects of the arrangements and the public benefits arising from the 
arrangements.  If the public benefit outweighs the public detriment, the 
Commission may grant authorisation.  If not, authorisation will be denied.  
However, in some cases, it may still be possible to grant authorisation where 
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conditions can be imposed which sufficiently increase the public benefit or 
reduce the public detriment. 

The Applicant1 
1.9 The ASMI is a national representative association whose members are suppliers 

in Australia of consumer healthcare products that may be purchased by 
consumers without prescription from a medical practitioner.  A list of ASMI 
member and non-member companies and their subsidiaries who have agreed to 
abide by the Code is attached to the Code at Appendix A of this determination. 

1.10 The ASMI’s aim is to promote better health through responsible self-medication 
through ensuring that safe and effective self-care products are readily available 
to all Australians at a reasonable cost.  The ASMI works to encourage 
responsible use by consumers and an increasing role for cost-effective self-
medication products as part of the overall Australian health strategy. 

The Application 
1.11 On 8 January 2003, the ASMI lodged application A30223 with the Commission 

under subsection 88 (1) of the TPA.2   

1.12 The application sought authorisation to make or give effect to a contract, 
arrangement, or understanding, a provision of which would have the purpose, or 
would or might have the effect, of substantially lessening competition within the 
meaning of section 45 of the TPA. 

1.13 Broadly, authorisation is sought for the ASMI’s “Code of Conduct – Helping 
Prevent the Diversion of Pseudoephedrine-Containing Non-Prescription 
Medicines.”  The Code is a voluntary code agreed between participants, who are 
suppliers of non-prescription health care products containing pseudoephedrine, 
which requires, among other things that participating companies supplying 
products containing pseudoephedrine: 

• limit pack sizes available for sale; 

• participate in sales monitoring arrangements under which sales data would 
be collected and provided to government agencies (but not shared among 
participants); 

• refrain from supplying bonus stock; 

• support pharmacies in holding minimal stock weights; and 

                                                 
1 The following information about the ASMI is sourced from the ASMI website at www.asmi.com.au, 

and from the ASMI’s submission. 
2 The application has also been considered as an application under the Competition Codes of each of the 

participating Australian jurisdictions, namely, New South Wales, Victoria, Queensland, Western 
Australia, South Australia, Tasmania, the Northern Territory and the Australian Capital Territory. 
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• refrain from requiring pharmacies to participate in promotional activities 
that could encourage diversion. 

1.14 Amendments to the application, in the form of minor amendments to the Code, 
and amendments to the list of current signatories to the Code, were lodged with 
the Commission on 11 June 2003. 

1.15 The Code is one of several initiatives aimed at addressing the problem of illicit 
diversion of pseudoephedrine-containing products (such as over the counter oral 
decongestants used in the relief of colds and flu allergies) for the production of 
the prohibited methylamphetamine commonly known as “speed”. 

1.16 The application is described in greater detail in chapter 3 of this determination. 

Draft determination 
1.17 On 18 September 2003, the Commission released a draft determination 

proposing to authorise the proposed arrangements.  The Commission considered 
any anti-competitive detriment from the arrangements to be limited.  In 
particular, the Commission did not consider that the arrangements would unduly 
inhibit competition between signatories to the Code or between signatories and 
other competitors in the market. 

1.18 In addition, the Commission did not consider that the restrictions on supply of 
pseudoephedrine-containing non-prescriptions medicines which would result 
from the proposed arrangement would unduly impact on lawful users of these 
products. 

1.19 The Commission considered that there were public benefits arising from the 
proposed arrangements.  In particular, the Commission considered that the 
proposed arrangements, along with other initiatives developed by government, 
law enforcement agencies and the pharmaceutical industry, would contribute to 
a reduction in the illicit diversion of pseudoephedrine-containing, non-
prescription medicines for the illegal manufacture of methamphetamine (speed). 

1.20 The Commission concluded that the public benefits likely to result from the 
arrangements were sufficient to outweigh any anti-competitive detriment that 
may arise.  Accordingly the Commission proposed, subject to any request for a 
pre-decision conference, to grant authorisation in relation to the application for a 
period of 5 years. 

1.21 No interested party requested that the Commission hold a pre-decision 
conference in relation to the draft determination.  Three interested parties 
provided submissions in response to the draft determination.  These submissions 
were supportive of the draft determination.     

Interim Authorisation 
1.22 At the time of lodging the application, the Applicant requested interim 

authorisation for the proposed arrangements.  On 13 February 2003, the 
Commission granted interim authorisation in respect of the proposed 



 4

arrangements.  Interim authorisation will continue to protect the proposed 
arrangements until the date the Commission’s final determination comes into 
effect or until the Commission decides to revoke interim authorisation. 
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2. Background3 

Background to the industry 

The applicant 

2.1 The ASMI is a national industry representative association whose members are 
suppliers in Australia of consumer healthcare products that may be purchased by 
consumers without prescription from a medical practitioner.  The 23 ASMI 
members involved in the manufacture, marketing and sale of non-prescription 
pseudoephedrine-containing products who have agreed, subject to authorisation 
being granted, to abide by the Code account for approximately 98% of all such 
products supplied in Australia. 

2.2 The Commission has previously authorised the ASMI’s (formerly the 
Proprietary Medicines Association of Australia)4 Code of Practice.  This Code 
of practice relates mainly to the advertising and promotion of over-the-counter 
(non-prescription or proprietary) medicines.   

2.3 The complaints resolutions procedures contained in the Pseudoephedrine Code 
have been adopted directly from this Code of Practice. 

The regulation of therapeutic goods 

2.4 Legislation in each State and Territory regulates how therapeutic substances 
may be supplied.   

2.5 For example, in New South Wales, a Poisons List proclaimed under the Poisons 
and Therapeutic Goods Act 1966 allocates substances, including medicines, into 
different Schedules.  Substances which are only available with a doctor’s 
prescription are listed in Schedule 4; substances which may only be supplied by 
certain persons (such as doctors or pharmacists) are listed in Schedules 2 and 3.  
Medicines which are not scheduled may be sold anywhere (for example, at a 
supermarket).5 

2.6 These Schedules largely comply with the Standard for the Uniform Scheduling 
of Drugs and Poisons (SUSDP) which ensures that scheduling decisions are 
broadly consistent across Australia.  The SUSDP is administered by a 
committee of Commonwealth, state and territory government representatives 
known as the National Drugs and Poisons Scheduling Committee (NDPSC).6 

 

 
                                                 
3 Except where noted, the information in this section is taken from the ASMI’s submission. 
4 Trade Practices Commission: Determination, The Proprietary Medicines Association of Australia Inc in 

relation to its Code of Practice, Application no: A90549, 27 January 1994. 
5 NSW Health Pharmaceutical Services Branch Guide to Poisons and Therapeutic Goods Legislation for 
Medical Practitioners and Dentists, available from www.nsw.health.gov.au. 
6 This committee is established under Part 5B of the Therapeutic Goods Act 1989 (Cth). 
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The Therapeutic Goods Act 

2.7 Medicines7 must be listed or registered on the Australian Register of 
Therapeutic Goods (ARTG) established under the Therapeutic Goods Act 1989 
(the TG Act) before they can be sold in Australia. 

2.8 Higher risk products – for example, prescription medicines and over the counter 
medicines such as analgesics and cough/cold preparations – must be registered 
on the ARTG.  These products are rigorously tested to ensure their safety, 
quality and efficacy. 

2.9 Lower risk products, such as complementary medicines, are listed on the 
ARTG.  Listed medicines do not contain ingredients that are scheduled in the 
SUSDP.  The Therapeutic Goods Administration (the TGA) assesses these 
medicines with regard to quality and safety, but not with regard to efficacy 
(although manufacturers are required to have information substantiating any 
claims made about a product).  

2.10 The manufacturers of all therapeutic goods must be licensed under the TG Act 
and their manufacturing processes must comply with the principles of good 
manufacturing practice.  If these principles are not adhered to, the 
manufacturer’s license may be revoked. 

2.11 The TGA is responsible for administering the TG Act.   

2.12 The TG Act also regulates matters such as the advertising, labelling and 
appearance of registered therapeutic goods.   

Pseudoephedrine and other treatments or relief of symptoms of colds, flu and allergy 

2.13 Pseudoephedrine is an oral decongestant used in the relief of colds, flu and 
allergies.  Pseudoephedrine is contained in most commonly available over the 
counter pharmaceutical cold and flu tablets, capsules, liquid gels and syrups. 

2.14 Pfizer Pty Ltd, a major provider of prescription medicines and consumer health 
care products in Australia, has recently conducted market research into the 
usage of pseudoephedrine-containing medicines.  The main findings of that 
market research were: 

• 80% of people suffered from colds and flu/sinus/allergies on average 2.7 
times in the past 12 months 

• 58% of sufferers (46% of all people) treated at least some of the colds 
and flu/sinus/allergy suffered in the past 12 months with an over the 
counter (non-prescription) medicine.  Overall, 48% of all colds and 
flu/sinus/allergy were treated this way. 

                                                 
7 Unless it can be demonstrated that they are not therapeutic goods – that is, that they are foods or 
cosmetics. 
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• 51% of sufferers (25% of all people) treat colds and flu/sinus/allergy 
with pseudoephedrine-containing products. 

• Up to 43% (24% very likely, 19% quite likely) of people who previously 
purchased pseudoephedrine-containing cold and flu/sinus/allergy 
products from their pharmacy would now visit the doctor to obtain a 
prescription to do so if necessary. 

• 42% of those who would not visit a doctor (23% of past 
pseudoephedrine users) would treat with an alternative product, although 
4 in 10 of these people were unable to nominate the type of product. 

2.15 The following table, provided by the ASMI, details sales figures for products 
registered on the ARTG for the treatment or relief of symptoms of colds, flu and 
allergy.  The sales figures represent goods shipped from wholesalers to 
pharmacies and include the cough/cold allergy markets, including allergy nasal 
sprays in liquid/PSE free form. 

Form/PSE Total Units 
MAT 11/2001 

Total Units 
MAT 11/2002 

Sales AUS$ 
MAT 11/2001 

Sales AUS$ 
MAT 11/2002 

Solid/PSE free 6,446,941 6,354,446 82,476,456 89,467,854 

Liquid/PSE free 8,393,436 8,235,821 79,624,163 79,877,019 

Solid/PSE 9,989,787 9,629,357 82,100,938 82,009,158 

Liquid/PSE 385,373 314,806 2,889,686 2,481,846 

Total 25,215,537 24,534,448 247,091,288 253,925,877 

Source: ISM sales data November 2002. 

Form = formulation as a solid or liquid dose form. 
PSE = Pseudoephedrine. 
MAT = moving annual target. 

2.16 The leading brands of solid/PSE products include Sudafed, Codral, Clarinase 
and Demazin.  Leading brands of solid/PSE free products (antihistamines) 
include Telfast, Claratyne, Phenergan, and Polaramine. 

2.17 Liquid dose form of PSE containing products are not currently considered to be 
widely diverted. 

The pseudoephedrine supply chain 

2.18 To import bulk pseudoephedrine or pseudoephedrine-containing finished goods 
lawfully, the importer must apply to the TGA for permission to do so.  
Similarly, the lawful export of any product containing pseudoephedrine must 
also be approved by and reported to the TGA.   



 8

2.19 Chemical suppliers, manufacturers or contract manufacturers can import bulk 
pseudoephedrine powder.  Chemical suppliers may then supply bulk powder to 
manufacturers or contract manufacturers.  

2.20 Manufacturers produce pseudoephedrine-containing products which they market 
and sell, while contract manufacturers produce pseudoephedrine-containing 
products under contract for third parties.  All pseudoephedrine-containing 
products are registered on the ARTG by a sponsor (being an importer, exporter 
or manufacturer of the product).   

2.21 Finished pseudoephedrine-containing products may also be imported into 
Australia by a sponsor, as bulk tablets or capsules for packaging and labelling, 
or ready packaged for sale in Australia. 

2.22 The finished products are then supplied by the sponsor to a pharmaceutical 
wholesaler.  Pharmaceutical wholesalers are licensed under State and Territory 
legislation8.  Pharmaceutical wholesalers supply finished product to pharmacies 
in response to individual pharmacies orders.  

2.23 Infrequently, manufacturers may supply pharmacies directly. 

Background to the application 
2.24 As noted above, pseudoephedrine is an oral decongestant used in the relief of 

colds, flu and allergies.  However, pseudoephedrine is also a starting compound 
for the manufacture of methamphetamine (commonly known as “speed”).  It is 
estimated that one 30 tablet packet of a leading brand of cold and flu tablets 
(retail cost approximately $10) contains enough pseudoephedrine to 
manufacture one gram of pure speed (street value approximately $2000 in late 
2001).9   

2.25 Evidence suggests that the diversion of pseudoephedrine for the illicit 
production of speed is a growing problem in Australia.  One means of diversion 
is for organised gangs to employ ‘runners’ to go from pharmacy to pharmacy 
obtaining supplies of pseudoephedrine-containing products.10  These products 
are then transformed in backyard laboratories, into methylamphetamine crystals 
(the common form of speed).  Based on the information provided by the 
applicant, state and territory police departments and government health 
departments, it appears that, given the relevant knowledge (which is widely 
available on the internet), experience and equipment, this is a relatively 
straightforward, albeit dangerous, process. 

2.26 Information of the incidence of pseudoephedrine diversion is difficult to obtain. 
Law enforcement agencies have only recently begun compiling data regarding 

                                                 
8 Three of the major Australian pharmaceutical wholesalers are also manufacturers of pseudoephedrine-

containing products and are included in those companies who are signatories to the Pseudoephedrine 
Code. 

9 www.health.nsw.gov.au/health-public-affairs/mediareleases/2001/November/28-11-01.html 
10 Other means of diversion include thefts of finished product or raw material from other points along the 

supply chain. 
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the types and quantities of products being found in clandestine laboratories.  
Indeed, the Pseudoephedrine Code is one measure designed to more accurately 
track the incidents of pseudoephedrine diversion.  However, during 1999-2000, 
150 clandestine laboratories were found in Australia.  The majority of 
clandestine laboratories detected during 1999-2000 were found to be producing 
methamphetamine.  Nationally, in 1999-2000 drug offences involving 
amphetamines ranked third after cannabis and heroin.11   

Scheduling of pseudoephedrine-containing products 

2.27 As noted above (see paragraph 2.5), drugs and poisons are classified according 
to Schedules.  Each schedule indicates the degree of control required if the drug 
is marketed.  Standards are determined by the National Drugs and Poisons 
Schedule Committee (NDPSC), which recommends classification of drugs and 
poisons into Schedules for inclusion in the relevant legislation of the states and 
territories. 

2.28 In November 2001, the Minister for Health in NSW rescheduled 
pseudoephedrine single entity products (i.e. where pseudoephedrine is the only 
therapeutically active substance) from Schedule 2 (S2) to Schedule 3 (S3), with 
mandatory recording of sales. Both S2 and S3 products may be purchased only 
from a pharmacy: S2 products may be self-selected while S3 products must be 
kept in a place not accessible to the public and may be sold only by a qualified 
pharmacist, not a shop assistant. 

2.29 Subsequently, at its June 2002 meeting, the NDPSC recommended that 
pseudoephedrine single entity products be scheduled as S3 in all States and 
Territories, effective 1 January 2003.  All States and Territories have enacted 
legislation to this effect. 

2.30 The NDPSC considered the scheduling of remaining formulations (undivided, 
combination and slow release pseudoephedrine preparations) at its October 
2002, February 2003 and June 2003 meetings.  At its June 2003 meeting the 
Committee agreed to defer any further scheduling consideration of 
pseudoephedrine until its October 2003 meeting to allow consideration of 
pseudoephedrine extraction research and other measures agreed by the National 
Working Group on the Diversion of Chemical Precursors (see paragraphs 2.33 – 
2.36).12 

Other measures aimed at reducing/preventing diversion 

2.31 The chemicals industry, as represented by the Plastics and Chemicals Industry 
Association (PACIA) and the Science Industry of Australia (SIA), has 
developed a Code of Practice for prevention of supply diversion into illicit drug 
manufacture.  This Code covers pure chemicals and scientific equipment and 
glassware that may be used in the manufacture of illegal substances.  At present, 

                                                 
11 Excluding ACT and Australian Federal Police drug arrests data. See ABS statistics at: 

www.abs.gov.au/ausstats/abs@.nsf/0/4138DBA1832DD158CA256B35001967D2?Open 
12 National Drugs and Poisons Schedule Committee, Record of Reason Meeting 38 – June 2003, p95. 
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this Code does not have any legislative backing and is voluntary. It requires its 
signatories to have in place protocols which require identification of persons 
wishing to purchase particular pure chemicals, scientific equipment and 
glassware that may be used in the manufacture of illegal substances.  The 
PACIA and SIA work with police in all states and territories in implementing 
this code.  

2.32 At the 6th Chemical Diversion Conference held in Canberra in October 2002, 
attendees representing national and state law enforcement, State and 
Commonwealth Health departments, industry, pharmacy and researchers, 
endorsed the Pseudoephedrine Code (then in draft form). The Conference also 
agreed that rescheduling of any combination and/or slow release 
pseudoephedrine products is premature. 

2.33 Several other initiatives were proposed, including a National Working Group on 
the Diversion of Chemical Precursors, chaired by Senator the Hon. Chris Ellison 
(Minister for Justice and Customs) and the Hon. Ms. Trish Worth MP 
(Parliamentary Secretary to the Minister for Health and Aging), to be convened 
before the end of 2002 to seek a uniform, national approach to the issue.  This 
National Working Group met for the first time on 4 December 2002. The 
working group gave in-principle support to the implementation of the 
Pseudoephedrine Code. 

2.34 With respect to over the counter diversion, the meeting considered the Victorian 
approach to be a useful model for achieving a collaborative approach. The 
Victoria Police, the Victorian Department of Human Services, the Pharmacy 
Board of Victoria and the Victorian branches of the Pharmacy Guild and 
Pharmaceutical Society have worked together to produce information for use by 
pharmacists and their staff in dealing with requests for pseudoephedrine 
products.   

2.35 Similar initiatives have taken place in New South Wales, the ACT and South 
Australia and are planned for Queensland. 

2.36 These initiatives, while not mandatory for pharmacies, provide guidelines such 
as: 

• keeping shelf stock to a minimum and in areas that prevent self selection; 

• storing reserves safely and out of view; 

• generally restrict sales to one packet; and 

• report all suspicious sales. 

2.37 The Pharmaceutical Society of Australia has also issued a “Code of Practice – 
Pseudoephedrine (a professional standard for all PSA members in Australia).”  
This code is monitored and enforced by state and territory pharmacy boards, by 
them adopting it into the required standards of practice for registration of a 
pharmacist in their jurisdiction. 
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2.38 The above initiatives are primarily aimed at addressing the issue of diversion 
from the manufacture (the PACIA and SIA Code of Practice) and retail (the 
National Working Group on the Diversion of Chemical Precursors and 
Pharmaceutical Society of Australia Code) perspectives.  The ASMI’s 
Pseudoephedrine Code is primarily aimed at addressing this problem at the 
wholesale distribution level of the pseudoephedrine supply chain, with some 
overlap to the retail and import/manufacturer sectors. 
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3. The application and supporting submission 

The application 
3.1 The ASMI has sought authorisation for its “Code of Conduct – Helping Prevent 

the Diversion of Pseudoephedrine-Containing Non-Prescription Medicines.”  A 
copy of the Pseudoephedrine Code is attached at Appendix A of this 
determination. 

3.2 The ASMI is the peak national association for the non-prescription consumer 
healthcare products industry.  The Pseudoephedrine Code is a voluntary code 
developed by the ASMI in conjunction with marketers and manufacturers of 
non-prescription Pseudoephedrine-containing medicines.  The Pseudoephedrine 
Code has been finalised and agreed to (subject to authorisation being granted) 
by 23 companies involved in the manufacture, marketing and sales of 
pseudoephedrine-containing non-prescription products, accounting for 
approximately 98% of all such products supplied in Australia.  A list of ASMI 
member and non-member companies and their subsidiaries who have agreed to 
abide by the Code is attached to the Code at Appendix A of this determination.  
Additional participants may become bound by this Code by signifying their 
agreement to do so in writing to ASMI.13   

3.3 The Pseudoephedrine Code is designed to be consistent with the measures 
mentioned in chapter 2 (see paragraphs 2.31-2.38) to provide for a uniform 
national approach to the problem of pseudoephedrine diversion for unlawful use.  
The Code is designed to regulate the distribution of pseudoephedrine-containing 
medicines from point of manufacture through to pharmacies.  The Code is 
designed to ensure that that part of the supply chain involved in the wholesale 
supply of pseudoephedrine-containing products is as secure as possible.  In 
developing the Code, ASMI has consulted with NSW Police and been briefed by 
NSW Health.   

3.4 The Code is not intended to regulate the sale of pseudoephedrine-containing 
non-prescription medicines to the general public.  The sale of pseudoephedrine-
containing medicines to the general public is subject to the measures discussed 
in chapter 2 (see paragraphs 2.27 – 2.30 and 2.34 -2.36). 

3.5 The Code requires that, with respect to non-prescription medicines containing 
pseudoephedrine as the single active ingredient or pseudoephedrine in 
combination with other active ingredients, signatories agree to: 

• limit pack sizes to 1.8g of pseudoephedrine hydrochloride (or equivalent) in 
immediate release solid dose form or 2.2g in sustained release form, which 
in effect limits pack sizes to existing pack sizes, to limit the quantity 
available for diversion in any one pack; 

                                                 
13 Authorisation is sought under s 88 (10) to cover current and future signatories to the Pseudoephedrine 
Code. 
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• participate in a sales monitoring arrangement under which sales data will be 
collected and provided to appropriate government authorities14 (but not 
exchanged between participants), to assist health departments and law 
enforcement agencies in tracking diversions.  This sales monitoring will 
include; 

• monitoring total sales of pseudoephedrine-containing products; 

• where a specific product has been identified by an appropriate 
government authority as a cause for concern regarding illicit diversion, 
monitoring sales of the product to individual pharmacies, and licensed 
poison sellers, including dates and quantities supplied; 

• notifying suspicious orders to appropriate government authorities. 

• refrain from supplying bonus (i.e., give away or free) stock of 
pseudoephedrine-containing products, the sale of which cannot be 
monitored;  

• support pharmacies in holding minimal stock weights, to reduce available 
stock which might be stolen; 

• refrain from requiring pharmacies to participate in promotional activities; 

• promote the provisions of the Pseudoephedrine Code and awareness that 
pseudoephedrine-containing products may be targets for illicit diversion, 
and appropriate measures regarding the sale and storage of those medicines, 
in the pharmaceutical community; and 

• maintain appropriate standards of security in their own purchasing, storage 
and transport of pseudoephedrine-containing medicines. 

3.6 The Code also requires that participants ensure that promotional activities 
associated with pseudoephedrine containing medicines comply with all relevant 
legislation and guidelines covering the sale and promotion on non-prescription 
medicines including the Therapeutic Goods Act 1989; the Therapeutic Goods 
Regulations; the Therapeutic Goods Advertising Code and applicable self-
regulatory provisions such as the ASMI Code of Practice. 

3.7 To conduct the monitoring of sales required by the Code, ASMI has employed 
IMS Health Australia, a market research firm which collects sales data for the 
pharmaceutical and healthcare industries. 

3.8 The Code also contains complaints resolution processes which have been 
adopted directly from the ASMI Code of Practice as previously authorised by 
the Commission (see paragraph 2.2).  The applicant submitted that these 

                                                 
14Appropriate government authorities for the purposes of the Pseudoephedrine Code include, Federal and 

State Police Departments, the Therapeutic Goods Administration, state or territory health departments 
and state or territory pharmacy regulatory boards. 
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complaints mechanisms provide a quick, efficient and inexpensive means of 
resolving disputes as to whether breaches of the Code have occurred.  The 
complaints mechanisms provide for an independently chaired complaints panel, 
with consumer representation, and sanctions, including pecuniary penalties, for 
breach of the Code. 

3.9 This sanctioning process has also been adopted directly from the ASMI Code of 
Practice previously authorised by the Commission.  Depending on the severity 
of the breach of the Code applicable sanctions include: 

• requiring an undertaking to discontinue the advertising/conduct; 

• requiring the issuing of retractions and/or corrective statements; and 

• fines of up to $50,000. 

3.10 A party dissatisfied with a decision of the complaints panel may appeal the 
decision to the ASMI’s executive director. 

3.11 Full details of the Codes, complaints, sanctions and appeals processes are 
provided at page 6 of Appendix A of this determination. 

3.12 Failure of a participant to comply with a sanction imposed entitles the 
complaints panel to publish in relevant trade journals details of the breach and in 
the event of continued failure to comply, suspension or expulsion from the 
association. 

The applicant’s supporting submission 

The relevant market 

3.13 The applicant submitted that there are several potentially relevant markets 
including: 

• The wholesale market for therapeutic goods generally.  The applicant noted 
that signatories to the Code manufacture and supply, and pharmacies 
acquire from signatories to the Code, both pseudoephedrine-containing 
products and therapeutic goods other than pseudoephedrine-containing 
products. 

• The retail market for products used in the treatment or relief of the 
symptoms of colds, flu and allergies.  The applicant noted that 
pseudoephedrine-containing products which are registered on the ARTG 
(which means they have been evaluated for quality, safety and efficacy 
before being marketed) compete with other remedies, some of which are 
also registered on the ARTG, such as phenylpropanolamine, phenylephrine, 
and antihistamines, and some which are listed on the ARTG (meaning they 
have not been evaluated by the TGA for safety and efficacy before they are 
marketed).  Examples of this type of product include vitamin C and 
echinacea.  Consumers may also devise remedies which do necessitate a 
visit to a pharmacy, using products which are not on the ARTG at all. 
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• The market for illicit drugs.  The applicant notes that criminals engaged in 
the manufacture and supply of drugs including cannabis, heroin and 
amphetamines may acquire pseudoephedrine as a precursor of 
methamphetamine. 

3.14 The applicant submitted that, for the purposes of its application, the relevant 
market is that sector of the wholesale market in Australia for therapeutic goods 
generally which comprises products that are registered or listed on the ARTG 
for the treatment or relief of symptoms of cold, flu and allergy. 

Public benefit 

3.15 The applicant contended that the Pseudoephedrine Code is one of several 
initiatives designed to achieve a uniform, national approach to the problem of 
illicit diversion of pseudoephedrine-containing products, while maintaining the 
ready availability of these safe and useful products to lawful consumers at a 
reasonable cost to themselves and to the community as a whole.  The problem of 
illicit diversion of pseudoephedrine-containing products and other measures 
aimed at reducing/preventing diversion are discussed in greater detail in chapter 
2 of this determination. 

3.16 As noted in chapter 2, these other measures are aimed primarily at addressing 
the issue of diversion from the manufacture and retail levels.  The ASMI’s Code 
is primarily aimed at the wholesale distribution section of the pseudoephedrine 
supply chain.  The applicant contended that its Code is consistent with these 
other initiatives and forms an important part of the uniform national approach to 
dealing with the problem of diversion.  The applicant noted that it is working 
with all interested parties to ensure a nationally consistent approach and that 
authorisation of the Pseudoephedrine Code will enable the manufacture and 
wholesale distribution parts of the pseudoephedrine supply chain to play their 
part in this approach. 

3.17 The applicant stated that implementation of the Pseudoephedrine Code as an 
element in a uniform, national approach, would serve to delay rescheduling of 
pseudoephedrine-containing non-prescription medicines until the effectiveness 
of a national approach can be evaluated.  The applicant contended that 
rescheduling of pseudoephedrine-containing non-prescription medicines would 
be against the public interest (particularly it other solutions to the problem of 
illicit diversion are successful) as: 

• a substance having a safety profile warranting its availability without the 
intervention of a doctor should be scheduled so as to provide ready access 
to legitimate consumers;  

• there is no evidence to suggest that pseudoephedrine poses a safety risk to 
legitimate consumers;  

• currently there is no alternative to pseudoephedrine for oral administration 
with equivalent safety and efficacy; 
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3.18 Further, the applicant contended that restricting access to pseudoephedrine-
containing products (through rescheduling to S4, prescription only): 

• reduces access to a safe and effective medication for the vast majority of 
(lawful) consumers;  

• increases lawful consumers’ costs since a prescription would be required; 

• increases costs to Medicare from increased visits to doctors for minor 
conditions; and 

• increases workloads for doctors, including potential exposure to ‘patients’ 
seeking prescriptions for the purpose of illicit diversion. 

3.19 Surveying into the usage of non-prescription pseudoephedrine-containing 
medicines (as summarised at paragraph 2.14 of this determination), estimated 
that up to 43% of all users of these medicines would visit a doctor to obtain a 
prescription to do so if necessary.  Based on this data, the applicant estimated 
that if pseudoephedrine containing-medicines were rescheduled as S4 the 
resultant increase in visits to doctors would be 5.5 million per annum at an 
additional cost of $94 million per annum.  The applicant also estimated that the 
increase in sick leave required to do so would be 1.3 million days per annum. 

3.20 The applicant’s submissions with respect to the public benefits of each specific 
provision of the Code are addressed below (at paragraphs 3.24 – 3.28) along 
with the applicant’s submissions as to the effect on competition of each 
provision of the Code. 

Effect on competition 

3.21 The applicant submitted that the only aspects of the Pseudoephedrine Code 
which could effect competition are: 

• limiting pack sizes (to essentially existing pack sizes); 

• sales monitoring arrangements under which sales data would be collected 
and provided to government agencies (but not exchanged between 
signatories to the Code); 

• refraining from supplying bonus stock; 

• supporting pharmacies in holding minimal stock weights; and 

• refraining from requiring pharmacies to participate in promotional activities 
that could encourage diversion. 

3.22 The applicant submitted that the only parties who would be disadvantaged under 
the Code would be criminals seeking to obtain pseudoephedrine-containing 
medicines for the purpose of illicit diversion.  The applicant stated that although 
signatories would be restricted by the Code, they would be equally restricted, 
and consequently still able to compete on a level playing field. 
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3.23 The applicant’s submissions with respect to the effect on competition on each 
specific provision of the Code are discussed below. 

Public benefit and effect on competition of specific provisions of the Pseudoephedrine 
Code 

Limiting pack sizes (effectively to existing pack sizes) 

3.24 The applicant noted that limiting pack sizes inhibits competition in the market 
by preventing participants introducing larger pack sizes of pseudoephedrine-
containing products.  The applicant noted that the effect of this would be to limit 
the quantities available for diversion in any one pack.  The applicant submitted 
that current pack sizes are sufficient and appropriate for incidents requiring 
lawful use.  Accordingly, the applicant submitted this provision has the public 
benefit of directly contributing to the reduction in the volume of illicit diversion. 

Sales monitoring 

3.25 The applicant submitted that these provisions are unlikely to have any anti-
competitive effect as participants are not required to share sales information 
with each other thereby precluding any possibility of such information being 
used for anti-competitive purposes.  The applicant contended that the provisions 
for sales monitoring produced a public benefit through providing to health and 
police agencies information to assist them in dealing with the issue of diversion 
on a national basis. 

Refraining from supplying bonus stock 

3.26 The applicant noted that refraining from supplying bonus stock inhibits 
competition in the market as such bonus stock is often used as a means of 
reducing the unit price of stock sold to individual pharmacies.  However, the 
applicant submitted that as bonus stock is traditionally given away, not sold, it 
cannot be monitored under the Code’s national sales monitoring system.  The 
applicant contended that refraining from supply bonus stock produces a public 
benefit by ensuring the accuracy of information supplied to health and police 
agencies, thereby assisting with efforts to deal with pseudoephedrine diversion. 

Supporting pharmacies in holding only minimal stock weights 

3.27 The applicant submitted that this provision inhibits competition in the market by 
preventing participants seeking to induce pharmacies to take delivery of 
pseudoephedrine-containing products in large quantities (for example by 
ordering all their requirements for some months ahead, to be taken in one 
delivery).  However, the applicant contended that as it is in the interest of 
participants to ensure pharmacies do not run out of stock, the encouragement of 
minimal stock holdings is unlikely to lead to lawful consumers being unable to 
acquire supplies sufficient to meet their genuine needs.  The applicant further 
submitted that encouraging minimal stock levels provides a public benefit by 
reducing available stock which might be stolen from pharmacies. 
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Refraining from requiring pharmacies to participate in promotional activities 
that could encourage diversion 

3.28 The applicant noted that this provision could reduce competition between 
participants by preventing them from seeking to induce pharmacies to promote 
pseudoephedrine-containing products to customers.  However, the applicant 
contended that as these promotional techniques could encourage diversion, the 
provision would also inhibit illicit diversion. 

Balance of public benefit and detriment 

3.29 The applicant submitted that given the important objective of the Code, to assist 
in the achievement of a national approach to managing the problem of diversion 
for illicit purposes while maintaining ready access to safe and useful medicines 
for consumers at the lowest practical cost, each of the above listed aspects of the 
Code is likely to produce a benefit to the public which outweighs the minor 
effects on competition in the relevant market. 

Period of authorisation 

3.30 The applicant submitted that given the nature of the problem which the Code is 
designed to address, no time limit should be placed on the authorisation. Rather, 
the Commission should rely on its statutory power of revocation should 
circumstances change to such an extent that the exercise of that power becomes 
warranted. 
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4 Submissions by interested parties 

Submissions prior to the draft determination 

4.1 The following is a list of submissions received by the Commission prior to the 
draft determination and placed on its public register. 

• Senator the Hon. Chris Ellison; 

• National Coordinating Committee on Therapeutic Goods; 

• National Working Group on the Diversion of Chemical Precursors; 

• Victoria Police; 

• Department of Health, Western Australia; 

• Australian Consumers Association; 

• South Australia Police; 

• Australian Customs Service; 

• Department of Human Services, Victoria; 

• Pharmaceutical Society of Australia; 

• Australian Pharmaceutical Advisory Council; 

• Australian Medical Association. 

4.2 All submissions received by the Commission supported authorisation of the 
Pseudoephedrine Code. 

4.3 These submissions are in addition to those letters of support for the ASMI’s 
application for authorisation provided to the Commission by the ASMI as part 
of its submission in support of its application for authorisation from Senator The 
Hon. Christopher Ellison, NSW Police and the National Drugs and Poisons 
Schedule Committee. 

4.4 In addition to those submissions listed here, the Commission also received one 
confidential submission in support of the Pseudoephedrine Code, from a state 
health department, which has not been placed on its public register.  This 
submission contained details of initiatives designed to address the problem of 
illicit diversion of pseudoephedrine-containing non prescription medicines 
which the department did not wish to be made publicly available.   

4.5 Interested parties generally noted the growing problem of illicit diversion of 
pseudoephedrine-containing products and that they considered the 
Pseudoephedrine Code would complement other measures designed to restrict 
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opportunities for illicit diversion.  Beyond generally supporting authorising the 
Code, interested parties made the following specific comments. 

4.6 NSW Police stated that recent trends have shown that pharmaceutical products 
containing pseudoephedrine are a significant source of supply for illicit drug 
manufacturing by organised crime syndicates throughout Australia. 

4.7 NSW Police noted that the ASMI had actively consulted with diversion 
investigators from NSW and other jurisdictions.  NSW Police submitted that the 
Code developed by ASMI is a positive proactive measure in limiting access to 
pseudoephedrine products that are being used by clandestine drug laboratories to 
produce methylamphetamine.   

4.8 NSW Police stated that development of the Code complements similar advice to 
retail pharmacies relating to the management of these products. 

4.9 NSW submitted that the Code contains practical measures to address the issue 
of diversion and is consistent with work already in place in the chemical and 
scientific sector aimed at preventing diversion of legitimate substances.  NSW 
Police stated that the Code is an important national measure which it supports as 
a major diversion initiative to combat illicit drug manufacture. 

4.10 South Australia Police and Victoria Police provided submissions along similar 
lines.  Both fully supported authorisation of the Code. 

4.11 State health departments similarly noted the growing problem of diversion and 
that the Code would complement other measures they and others had and were 
developing to address the problem.  Health departments submitted that the Code 
was an important element of a nationally consistent approach across all levels of 
the supply chain to addressing the problem of illicit diversion. 

4.12 The Department of Human Services (Victoria) noted that as part of this overall 
strategy pharmacists were being encouraged to maintain minimal stock levels on 
display and store products in a way that limits self selection.  Pharmacists have 
also been advised to avoid in-store promotional activities which suggest large 
stocks might be held.  

4.13 The Department of Human Services submitted that unrestrained competitive 
activity from the pharmaceutical industry with respect to pseudoephedrine 
containing products would have an adverse effect on efforts currently being 
made to reduce diversion, and ultimately, drug abuse.  It submitted that while 
the Code does restrict competition in some areas, it provides a level playing 
field, which assists pharmaceutical companies to act as responsible corporate 
citizens and play their part in minimising this important public health problem. 

4.14 The National Coordinating Committee on Therapeutic Goods (NCCTG) stated 
that while tackling the problem of illicit diversion, the Code was structured so as 
to ensure pharmacies can continue to meet the needs of legitimate consumers.  
The NCCTG noted that pharmacists will still be able to place normal seasonal 
orders, to be received as and when required. 
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4.15 The submission provided confidentially by one state health department stated 
that the Code will help ensure responsible marketing of pseudoephedrine-
containing products.  It was submitted that the restriction on pack sizes would 
not detrimentally affect consumers as large pack sizes are not needed for a self 
limiting medical condition.   

4.16 The department noted that placing further restrictions on retail sales (i.e. 
rescheduling) could make it more difficult and more expensive for legitimate 
consumers to gain access to products containing pseudoephedrine.  The 
department also noted that there appears to be no suitable alternative nasal 
decongestant to pseudoephedrine.  The Pharmaceutical Society of Australia 
(PSA) also stated that it did not consider rescheduling of pseudoephedrine 
containing products to S4 was appropriate. 

4.17 In addition, the PSA, while fully supportive of authorisation of the Code, did 
propose some amendments to the Code.  A number of these proposed 
amendments were adopted by the ASMI and incorporated into the amended 
version of the Code provided to the Commission on 12 June 2003. 

4.18 Those concerns and amendments proposed by the PSA which were not picked 
up by the ASMI are discussed below. 

4.19 The Code requires participants to ensure all promotional activities associated 
with pseudoephedrine-containing products comply with all relevant legislation.  
The Code then explicitly refers to certain Commonwealth regulatory 
requirements.  The PSA submitted that the reference in the Code to participants 
regulatory obligations should be expanded to explicitly refer to state and 
territory legislation. 

4.20 In response, the applicant submitted that the existing list of regulatory 
obligations is not intended to be comprehensive. 

4.21 The Code requires that participants provide sales monitoring data to appropriate 
government authorities on request.  The PSA submitted that a more proactive 
approach to reporting unusual activity be required, rather than supplying 
information only on request. 

4.22 In response, the applicant noted that the Code does require suspicious orders to 
be reported to appropriate authorities.  Additionally, the applicant noted that 
sanctions may be imposed on participants who fail to provide information to 
appropriate government authorities on request.  The applicant submitted that 
while the intent of the Code is to encourage participants to report unusual 
activities proactively, proactive reporting is difficult to define for the purposes 
of enforcement of the Code. 

Submissions in response to the draft determination 

4.23 The Commission received three submissions in response to the draft 
determination.  These submissions, provided by ACT Health, the Tasmanian 
Department of Police and Public Safety and the Pharmaceutical Council of 
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Western Australia, supported authorisation of the Pseudoephedrine Code.  These 
submissions were also placed on the Commission’s public register.  
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5. Commission evaluation 

5.1 The Commission’s evaluation of the application is in accordance with the 
statutory tests outlined in chapter 1 of this determination.  Accordingly, the 
Commission is required to assess the likely public benefits and detriment arising 
from the proposed arrangements.  If the public benefit outweighs the public 
detriment, the Commission may grant authorisation.  If not, authorisation will be 
denied.  However, in some cases, it may still be possible to grant authorisation 
where conditions can be imposed which sufficiently increase the public benefit 
or reduce the public detriment. 

Future with and without test 
5.2 In order to identify and measure the public benefits and anti-competitive 

detriment generated by the proposed arrangements, the Commission applies the 
‘future with-and-without test’ that was first established by the Australian 
Competition Tribunal.15  This requires a comparison of the public benefit and 
public detriment that the proposed arrangements would generate in the future if 
the authorisation is granted with the position if the authorisation is not granted.  
The scenario in which authorisation is assumed not to have been granted is 
termed the counterfactual. 

5.3 With respect to the current application, the Commission considers that there are 
two possible scenarios which could be assumed if authorisation were not 
granted.16  Either: 

• the other initiatives currently in place, along with any others which may be 
developed, will continue to be applied to address the problem of illicit 
diversion of pseudoephedrine; or 

• should these measures prove to be ineffective, governments may elect to 
reschedule all pseudoephedrine-containing medicines to S4, requiring a 
doctors prescription to purchase. 

5.4 A third possible scenario would be for all remaining formulations of 
pseudoephedrine-containing medicines which are currently scheduled as S2 
(undivided, combination and slow release pseudoephedrine preparations) to be 
also rescheduled as S3.17  However, the Commission does not consider that its 
assessment of the public benefits and anti-competitive detriments likely to flow 
from the Pseudoephedrine Code would be significantly different under this 
scenario than under the first scenario noted in the preceding paragraph. 

                                                 
15See, for example, Re Australasian Performing Rights Association (1999) ATPR ¶41-701. 
16In considering possible alternative scenarios the Commission has assumed that if authorisation is 

denied the proposed conduct (implementation of the Pseudoephedrine Code) will not occur. 
17Currently only pseudoephedrine single entity products (i.e. where pseudoephedrine is the only 

therapeutically active substance) are scheduled as S3. 
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5.5 The Commission notes that the other initiatives developed to address the 
problem of illicit diversion, as detailed in chapter 2 of this determination, are 
designed to address the problem without having to resort to rescheduling of 
pseudoephedrine-containing medicines to S4.  All interested parties, including 
those government and law enforcement agencies that have provided comments 
to the Commission on the Pseudoephedrine Code, support these initiatives, 
along with the Code, as a co-ordinated national approach to addressing the 
problem of illicit diversion.  Additionally, the Commission is not aware of any 
firm proposal to reschedule pseudoephedrine-containing non-prescription 
medicines if authorisation is not granted. 

5.6 Therefore, the counterfactual employed by the Commission in assessing the 
proposed arrangements is that, in the absence of authorisation, the proposed 
arrangements will not go ahead but that the other initiatives currently in place, 
along with any others which may be developed, will continue to be applied to 
address the problem of illicit diversion of pseudoephedrine.  

5.7 If pseudoephedrine-containing non-prescription medicines were subsequently 
rescheduled to S4, this may constitute a material change of circumstance 
sufficient for the Commission to review the authorisation.   

5.8 The Commission notes that the applicant has submitted that implementation of 
the Pseudoephedrine Code will assist in reducing or removing the need for 
pseudoephedrine-containing medicines to be rescheduled, which in itself 
constitutes a public benefit.  This issue is discussed in paragraphs 5.85 to 5.87 of 
this determination. 

The relevant market 
5.9 Defining the markets affected by conduct proposed for authorisation assists in 

assessing public benefits and public detriment from any lessening of 
competition from that conduct.  However, depending on the circumstances, the 
Commission may not need to comprehensively define the relevant markets as it 
may be apparent that a net public benefit will or will not arise regardless of how 
broadly or narrowly these markets are defined.   

5.10 The applicant has submitted that the relevant market is that sector of the 
wholesale market in Australia for therapeutic goods generally which comprises 
products that are registered or listed on the ARTG for the treatment or relief of 
symptoms of cold, flu and allergy. 

5.11 When assessing the effect of an arrangement in a market context, it can be 
useful to look at the relevant market(s) in separate dimensions, particularly the 
product, functional and geographic market dimensions. 

The relevant product market(s) 

5.12 Defining the relevant product market (or markets) requires identification of the 
goods and/or services supplied by those parties to the proposed arrangements 
which will be affected by the proposed arrangements and sources, or potential 
sources of substitute products. 
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5.13 The Commission notes that the proposed arrangements relate to an agreement 
between competing wholesale suppliers of pseudoephedrine-containing non-
prescription medicines. 

5.14 For the purpose of identifying the relevant product market dimension the 
Commission notes the following market features: 

• Industry surveying (see paragraph 2.14) indicates approximately 50% of 
cold and flu/sinus/allergy sufferers use pseudoephedrine-containing 
medicines as part of their treatment. 

• Other potential remedies for cold and flu/sinus/allergy sufferers include: 

• other ARTG registered products which do not contain pseudoephedrine 
such as phenylpropanolamine, phenylephrine and antihistamines as 
well as other ARTG listed (but not registered) products such as vitamin 
C and echinacea; 

• prescription medications, although the cost of obtaining these remedies 
is generally higher than for non-prescription remedies, requiring a visit 
to a doctor to obtain a prescription.  Additionally, such remedies are 
generally used to treat more sever cases and therefore arguably are not 
directly substitutable for more readily available remedies; and 

• consumer devised and other herbal/health food shop available remedies 
which do not require a visit to a pharmacist. 

5.15 Broadly therefore, given the apparent degree of substitutability between 
pseudoephedrine-containing non-prescription medicines and other similar 
products used to combat colds and flu/sinus/allergy conditions, the Commission 
considers the appropriate product market, for the purposes of considering the 
current application, is likely to be the market for the supply of similar cold and 
flu/sinus/allergy remedies. 

The relevant functional market(s) 

5.16 Defining the relevant functional market (or markets) requires identification of 
the vertical stages of production and/or distribution which may be affected by 
the proposed arrangements. 

5.17 All parties to the proposed arrangements are wholesale suppliers of 
pseudoephedrine-containing non-prescription medicines (and in fact supply 98% 
of all such products sold in Australia).  However, the Commission considers that 
the retail market in which pseudoephedrine-containing medicines are sold is 
also important to its consideration of the proposed arrangements given that the 
proposed arrangements could potentially impact on the supply and marketing of 
these products at the retail level and ultimately on the terms and conditions on 
which these products are available to end consumers. 

5.18 Therefore, the Commission considers two functional markets relevant to the 
current application: 
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• the wholesale market in which Code participants supply pseudoephedrine-
containing medicines; and  

• the retail market in which pseudoephedrine-containing medicines are sold. 

The relevant geographical market(s) 

5.19 Defining the relevant geographic market (or markets) requires identification of 
the areas over which suppliers affected by the proposed arrangements currently 
supply, or could supply, the relevant product(s) and to which consumers could 
practically turn. 

5.20 Most suppliers in the wholesale market for the supply of cold and 
flu/sinus/allergy remedies are large national and/or multinational companies 
with Australia wide distribution channels.  Given this, customers of the 
suppliers of these products (pharmacists) are generally not limited in their 
choice of supplier by geographical location.  The Commission therefore 
considers the market for the wholesale supply of these products is likely to be a 
national market. 

5.21 For the purpose of identifying the relevant geographic market for the retail 
supply of cold and flu/sinus/allergy remedies the Commission notes the 
following market features: 

• cold and flu/sinus/allergy remedies are sold through pharmacists 
(exclusively through pharmacists in the case of pseudoephedrine-containing 
remedies), supermarkets, health food and other general stores; 

• most cold and flu/sinus/allergy remedies are available in most areas; 

• the cost of purchase of cold and flu/sinus/allergy remedies for consumers in 
their immediate geographical area is low relative to the search costs 
involved in seeking out alternative sources of supply; 

• cold and flu/sinus/allergy remedies are generally purchased for immediate 
use and individual consumers are generally not able to anticipate their 
requirements for these products in advance. 

5.22 Broadly therefore, it appears that there is a lack of substitutability between 
similar cold and flu remedies available within a consumer’s immediate 
geographical area and those available from outside that area.  Therefore, the 
Commission considers that the retail market(s) for cold and flu/sinus/allergy 
remedies are likely to be a series of localised markets confined to those 
suppliers within immediate convenient reach of the purchaser.  

Conclusion on the relevant market(s) 

5.23 Broadly, the Commission considers the relevant markets for the purposes of 
considering the current application are likely to be the wholesale and retail 
markets for the supply of cold and flu/sinus/allergy remedies.  In this instance, 
the Commission does not consider it necessary to comprehensively define the 
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relevant markets, as it considers that a net public benefit will arise from the 
proposed conduct regardless of whether it is defined more narrowly.  In 
particular, the Commission considers that the public benefits which will arise 
from the proposed conduct are likely to be generated in the community more 
generally, rather than be confined to a particular market or markets.  

Features of the relevant market(s) 

5.24 In assessing the proposed arrangements it is relevant to note some of the main 
features of these markets.  The Commission notes the following with respect to 
the wholesale and retail markets for the supply of cold and flu/sinus/allergy 
remedies: 

• At the wholesale level, Code participants supply 98% of all 
pseudoephedrine-containing products sold in Australia as well as a 
significant proportion of remedies sold through pharmacists which do not 
contain pseudoephedrine. 

• At the retail level, cold and flu/sinus/allergy relief products are sold 
primarily through pharmacists, with some non ARTG registered products 
also sold through supermarkets, convenience and health food stores. 

• There are significant restrictions in place at both the wholesale and retail 
level for both the promotion and sale of ARTG registered products, as 
detailed in chapter 2 of this determination. 

• Competition between the major retail suppliers of cold and flu/sinus/allergy 
relief products, and the only retail suppliers of pseudoephedrine-containing 
medicines, being pharmacists, is also heavily regulated by legislative 
restrictions on the number and location of competing pharmacists in any 
one area.18  Legislative restrictions also limit ownership of pharmacies to 
registered pharmacists.19  

Effect on competition 

5.25 Authorisation is sought for the ASMI’s “Code of Conduct – Helping Prevent the 
Diversion of Pseudoephedrine-Containing Non-Prescription Medicines.”  The 
Code is a voluntary code agreed between participants, who are suppliers of non-
prescription health care products containing pseudoephedrine, which requires, 
among other things that participating companies supplying products containing 
pseudoephedrine: 

• limit pack sizes available for sale; 

                                                 
18 Under the National Health Act 1953, the Commonwealth Government imposes location based controls 

on approving new pharmacies and the relocation of existing pharmacies for Pharmaceutical Benefits 
Scheme Purposes. 

19 Under each state or territories Pharmacy or Pharmacists Acts only registered pharmacists can own 
pharmacies. 
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• participate in sales monitoring arrangements under which sales data would 
be collected and provided to government agencies (but not shared among 
participants); 

• refrain from supplying bonus stock; 

• support pharmacies in holding minimal stock weights; and 

• refrain from requiring pharmacies to participate in promotional activities 
that could encourage diversion. 

5.26 In general terms, agreements between competitors: to provide goods or services 
on common terms; to market (or limit the marketing of) products in a common 
manner; or to participate in common sales monitoring arrangements, are likely 
to lessen competition relative to a situation where each party individual 
determines its own terms and conditions of supply.  However, the extent of the 
detriment and the impact on competition will depend on the specific 
circumstances involved. 

5.27 The applicant has submitted that while the Code does place some restrictions on 
participants, all participants would be equally restricted, and consequently still 
be able to compete on a level playing field.  The applicant has further submitted 
that where the Code does place restrictions on competition in the market, these 
restrictions are minor and that the only parties who would be disadvantaged 
under the Code are those seeking to obtain pseudoephedrine-containing 
medicines for the purpose of illicit diversion. 

Commission evaluation 

5.28 Whilst agreements between competitors in relation to terms and conditions of 
sale are generally likely to lessen competition relative to a situation where each 
competitor individually determines its own terms and conditions, with respect to 
the proposed arrangements the Commission notes that: 

• While the arrangements place some restrictions on wholesalers ability to 
supply pseudoephedrine-containing products, all wholesalers will be 
similarly restricted; 

• The extent to which any such restrictions will impact on the terms and 
conditions on which these products will be available to the public should be 
considered in the context of other restrictions on the supply of these 
products already in place as detailed in chapter 2, and the features of the 
relevant market section of this chapter, of this determination; and 

• All ASMI members (comprising 98% of the total wholesale market for non-
prescription pseudoephedrine-containing products in Australia) have 
voluntarily agreed to be bound by the Code. 

5.29 The effect on competition of each of the relevant provisions of the Code is 
discussed below.   
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Limiting pack sizes 

5.30 Under the proposed arrangements, participants would be required to limit pack 
sizes to 1.8g of pseudoephedrine hydrochloride (or equivalent) in immediate 
release solid dose form or 2.2g in sustained release form to limit the quantity 
available for diversion in any one pack.  This restriction could detrimentally 
affect consumer choice in regard to these products. 

5.31 The applicant has submitted that the effect of this provision is to limit pack sizes 
to those sizes currently available.  One (informal) submission received by the 
Commission contended that some packs currently on the market contain more 
than 1.8 (or 2.2) grams.  However, the submission supported removing these 
packs from sale and limiting pack sizes to those proposed under the Code. 

5.32 The Commission notes that the intention of the provisions of the Code aimed at 
limit pack sizes is to limit pack sizes to those currently available on the market.  
The Commission understands that some packs currently available may contain 
greater quantities of pseudoephedrine than the upper limit proposed under the 
Code.  However, the Commission understands that these pack sizes are not 
common.  Further, no manufacturer of these packs (or any other interested 
party) has raised any objection to the proposed limit. 

5.33 Therefore, while the proposed limit may preclude some presently available pack 
sizes from being sold in the future, the Commission considers that the effect of 
the proposed limit will be essentially be to limit pack sizes to existing 
commonly available and sold pack sizes. 

5.34 The applicant submitted that current pack sizes are sufficient and appropriate for 
lawful use and that the only parties who would be affected by the size limit 
would be those seeking to purchase packs for illicit diversion.  Those interested 
parties who provided comments on the issue also supported this contention. 

5.35 Consumers often choose to purchase goods in larger quantities than are 
necessary to meet immediate requirements in order to avail themselves of the 
bulk discounts which may be available in doing so.  However, the Commission 
considers that, given the nature of the product, this practice is likely to be less 
common with pseudoephedrine-containing medicines than with some other 
products.  Incidents of use of such products are infrequent and unpredictable and 
this combined with the limited shelf life of these products means that the 
attractiveness of purchasing them in large quantities is diminished.  
Additionally, the fact that pseudoephedrine-containing products are not 
generally marketed and sold in larger quantities also suggests that there is not a 
significant market for larger pack sizes. 

5.36 Given this, the Commission considers that while the proposed arrangements will 
inhibit competition in the market by preventing participants introducing larger 
pack sizes of pseudoephedrine-containing medicines, the Commission does not 
consider that this restriction will generate a significant detriment to lawful users 
of these products. 
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Sales monitoring 

5.37 Under the proposed Code participants would be required to participate in a sales 
monitoring arrangement under which sales data will be collected and provided 
to appropriate government authorities (but not exchanged between participants), 
to assist health and police agencies in tracking diversions. 

5.38 The applicant submitted that these provisions are unlikely to have any anti-
competitive effect as participants are not required to share sales information 
with each other, thereby precluding any possibility of such information being 
used for anti-competitive purposes. 

5.39 The Commission would be concerned about agreements between competitors to 
share sales information if the sharing of such information was, for example, a 
precursor to developing market sharing arrangements.  Any such arrangements 
would reduce the competitive pressures, for example, in relation to choice, 
quality, innovation and price, between participants. 

5.40 However, the intent of the arrangements proposed under the Code is to provide 
sales information only to an independent third party, to be used by government 
and law enforcement agencies in order to monitor aggregate sales levels to assist 
in tracking incidents of illicit diversion.  Nothing in the proposed arrangements 
requires this information to be shared with or among competing suppliers of 
pseudoephedrine-containing medicines. 

5.41 The Commission considers that each participant providing sales information to 
appropriate government authorities, provided such information is not exchanged 
between participants, or provided back to participants by government authorities 
in anything other than aggregate form, is unlikely to impact on competition in 
the market. 

5.42 However, the Commission notes that while the proposed arrangements do not 
require sales information to be shared among participants, neither do they 
preclude this from occurring. 

5.43 The authorisation sought by the applicant, and which the Commission is 
proposing to grant, is only in respect of each signatory to the Code unilaterally 
participating in sales monitoring arrangements and of this data being provided to 
relevant government agencies as provided for in the Code. 

5.44 To the extent that any conduct involving the provision or exchange of sales 
information between signatories to the Code may raise concerns under the TPA, 
this conduct would not be protected from the operation of the relevant 
provisions of the TPA by the authorisation granted.  

Refraining from supplying bonus stock and supporting pharmacies in holding 
minimal stock weights 

5.45 Under the proposed arrangements participants would be required to refrain from 
supplying bonus (i.e. give away or free) stock of pseudoephedrine-containing 
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products and support pharmacies in holding minimal stock weights of these 
products. 

5.46 The applicant submitted that refraining from supplying bonus stock may inhibit 
competition as bonus stock is often used as a means of reducing the unit price of 
stock sold to individual pharmacies.  The applicant further submitted that 
supporting pharmacies in holding minimal stock weights may inhibit 
competition by preventing participants seeking to induce pharmacies to take 
delivery in large quantities. 

5.47 As noted by the applicant, the provision of bonus stock is one means of reducing 
the unit price of stock sold to pharmacies.  Similarly, pharmacies purchasing 
stock in large quantities may also reduce unit costs both through taking 
advantage of any discounts for purchasing larger quantities which might be 
available, and by reducing the number of required deliveries and associated 
costs. 

5.48 To the extent that the proposed arrangements reduced the capacity of 
pharmacists to avail themselves of opportunities to enjoy such discounts, this 
would, if the resultant increase in the unit price of pseudoephedrine-containing 
medicines were to be passed on to the public, constitute a detriment to the 
public. 

5.49 However, the Commission notes that no interested party who provide comments 
on the proposed arrangements, including consumer associations and pharmacists 
associations, raised this as an issue.  This suggests that either the quantum of 
any discounts which may be affected by the proposed arrangements are not 
considered significant, or that those in the industry consider that other means of 
providing such discounts to pharmacists are likely to be developed or employed 
more frequently.  Indeed, nothing in the proposed arrangements in any way 
restricts competition between participants on prices. 

5.50 Therefore, while the proposed arrangements could potentially increase the price 
of pseudoephedrine-containing medicines to consumers, based on the 
information provided by the applicant and interested parties, the Commission 
does not consider that any associated price increases are likely to be significant. 

5.51 An associated issue in relation to supporting pharmacies in holding minimal 
stock weights is the impact that this may have on the availability of these 
products to consumers.  Were the supply of pseudoephedrine-containing 
medicines to lawful consumers restricted as a result of the proposed 
arrangements this would constitute a detriment to the public. 

5.52 The applicant submitted that as it is in the interest of participants to ensure 
pharmacists do not run out of stock, the encouragement of minimal stock 
holdings is unlikely to lead to lawful consumers being unable to acquire 
supplies sufficient to meet their genuine needs.  Interested parties supported this 
assertion and also noted that the Code was consistent with other initiatives 
which also encouraged minimal stock holdings. 
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5.53 Given the views expressed by the applicant and interested parties, and given that 
the practice of minimal stock holdings has been and is likely to continue to be 
implemented by pharmacists irrespective of whether authorisation is granted to 
the Code, the Commission does not consider participants encouraging minimal 
stock holdings by pharmacists is likely to impact on availability of 
pseudoephedrine-containing medicines to lawful consumers. 

Refraining from requiring pharmacies to participate in promotional activities 
that could encourage diversion 

5.54 Originally the Code required that participants refraining from requiring 
pharmacists in high diversion areas to participate in promotional activities 
which could encourage diversion.  However, the PSA noted that there may be 
some ambiguity as to what constitutes a high diversion area.  Subsequently, the 
applicant amended this provision to require that participants refraining from 
requiring (any) pharmacies participate in promotional activities that could 
encourage diversion. 

5.55 The Commission notes that the Code merely states that participants refrain from 
requiring pharmacists to participate in promotional activities.  Participants 
would still be free to offer pharmacists the opportunity to participate in 
promotions, and decisions about whether to participate would still rest with the 
pharmacist.  Consequently the Commission does not consider that this provision 
of the Code will generate any detriment to the public. 

Sanctions 

5.56 Under the proposed Code, a complaints panel can apply sanctions (including 
financial penalties) to participants who breach the Code.  The complaints 
resolution, sanctions and appeals processes contained in the Code have been 
adopted directly from the ASMI’s general Code of Practice as authorised by the 
Commission in 1994. 

5.57 In its final determination authorising the ASMI’s Code of Practice, the 
Commission stated that it considered the Codes complaint procedures to be 
efficient, fair and accessible. 

5.58 The Commission further noted that, given that the Code of Practice was 
voluntary (as is the Code currently before the Commission for authorisation) the 
ability to impose sanctions was an important factor in ensuring compliance with 
the Code and that the public benefits which would flow from effective operation 
of the Code would be realised.   

5.59 The Commission has not received any evidence which would cause it to 
reconsider its view of these complaints procedures, since granting authorisation 
to the ASMI’s Code of Practice. 

5.60 Additionally, the Commission notes that all signatories to the Pseudoephedrine 
Code, being the firms to which sanctions would be applicable, have voluntarily 
agreed to be bound by the Code, including its provisions regarding sanctions.  
These same firms are also signatories to the ASMI’s general Code of Practice.  
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This suggests that Code participants are satisfied that the complaints resolution, 
sanctions and appeals processes contained in the Code are fair and reasonable. 

Conclusion 
5.61 The Commission considers that the Code has the potential to result in some 

small lessening of competition.  However, for the reasons outlined above, the 
Commission considers that the proposed arrangements will not, in practice, 
result in any significant anti-competitive detriment. 

5.62 The Commission notes that the restrictions on supply which will result from the 
proposed arrangements are minor, particularly given the structural features of 
the markets that already exist.  Specifically, products covered by the Code are 
already scheduled as either S2 or S3 by the ARTG, which places significant 
restrictions on their availability for sale.  Additionally, competition between 
retailers of these products (pharmacists) is also restricted by legislative 
restrictions on the number and location of competing pharmacists in any one 
area. 

5.63 While the proposed arrangements could potentially increase the price of 
pseudoephedrine-containing medicines to consumers, based on the information 
provided by the applicant and interested parties, the Commission considers that 
any associated price increases is unlikely to be significant. 

5.64 Similarly, while the proposed arrangements may restrict the quantity of 
pseudoephedrine-containing products available to consumers in any single 
purchase, the Commission does not consider that such restrictions will 
detrimentally impact on lawful users of these products. 

5.65 Given that the proposed restrictions on signatories to the Code are minor, the 
Commission does not consider that the proposed arrangements will significantly 
effect competition between suppliers of pseudoephedrine-containing non-
prescription medicines.  While the arrangements may restrict participants’ 
ability to compete with suppliers of non pseudoephedrine-containing medicines, 
no interest party has raised this as a concern.  Additional, the fact that the 
suppliers of 98% of all pseudoephedrine-containing medicines in Australia have 
agreed to be bound by the Code suggests that they do not consider that it will 
significantly inhibit their ability to compete with other suppliers of cold and 
flu/sinus/allergy relief products.   

Public benefits 

5.66 The applicant claimed that the Pseudoephedrine Code is one of several 
initiatives designed to achieve a uniform, national approach to the problem of 
illicit diversion of pseudoephedrine-containing products, while maintaining the 
ready availability of these safe and useful products to lawful consumers at a 
reasonable cost to themselves and the community. 
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5.67 The applicant further submitted that implementation of the Code as an element 
of this uniform national approach would serve to delay rescheduling of 
pseudoephedrine-containing non-prescription medicines while the effectiveness 
of this approach can be evaluated.  The applicant submitted that any move 
towards rescheduling would detrimentally impact on the cost and availability of 
these products to lawful consumers. 

5.68 Specifically, the applicant contended that the Code would: 

• reduce the volume of pseudoephedrine-containing medicines available for 
diversion (through the limit on pack sizes and through supporting 
pharmacies in holding minimal amounts of stock); 

• provide health department and law enforcement agencies with information 
to assist them in dealing with the issue of diversion (through the provisions 
covering sales monitoring and refraining from supplying bonus stock); and 

• discourage incidents of diversion (through the provisions not to engage in 
promotional techniques which may encourage diversion). 

5.69 Interested parties generally noted the growing problem of illicit diversion of 
pseudoephedrine-containing products and considered the Pseudoephedrine Code 
would complement other measures designed to restrict opportunities for illicit 
diversion. 

5.70 The Code was supported as part of ongoing initiatives to address illicit diversion 
by all government authorities, law enforcement agencies and industry 
participants who provided submissions to the Commission.  

Commission evaluation 

5.71 The Commission accepts the applicant’s and interested parties’ contentions that 
illicit diversion of pseudoephedrine-containing products is a growing problem in 
the community.  Illicit diversion increases the availability of pseudoephedrine 
for conversion to methamphetamine (speed) containing drugs, giving rise to 
health and safety concerns as outlined in chapter 2 of this determination. 

5.72 The Commission considers that any (successful) initiative implemented to 
address this problem would generate a public benefit. 

5.73 The Commission notes that government health departments, law enforcement 
agencies and industry have all developed initiatives aimed at addressing the 
problem of illicit diversion, as discussed in chapter 2 of this determination.  The 
applicant contended that the Pseudoephedrine Code is designed to work in 
tandem with these other initiatives as part of a uniform national approach to the 
problem of pseudoephedrine diversion for unlawful use.  All interested parties, 
including government health departments, law enforcement agencies, consumer 
groups and pharmaceutical associations have supported this contention. 

5.74 The Commission accepts that the Pseudoephedrine Code will assist in 
discouraging diversion of pseudoephedrine-containing products and that this 
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constitutes a benefit to the public.  The Commission considers that the 
Pseudoephedrine Code will assist in reducing illicit diversion both through 
complementing other initiatives already in place and directly through: 

• limiting the quantities of pseudoephedrine available for ‘over the counter’ 
diversion in any one transaction by limiting pack sizes;20 

• encouraging the limiting of quantities stored at pharmacists and available to 
be stolen by encouraging the holding of minimal stock weights; 

• providing information to government and law enforcement agencies in 
order to allow incidents of diversion to be more accurately tracked and 
allow initiatives to address the problem to be better developed and directed; 
and 

• discouraging activities which may promote diversion. 

5.75 The Commission notes that the Pseudoephedrine Code, while complementing 
initiatives in place at the retail level, is primarily aimed at regulating the supply 
of pseudoephedrine-containing medicines from point of manufacture through to 
pharmacies and at providing wholesale sales information to governments and 
law enforcement agencies to assist in the tracking of incidents of diversion. 

5.76 While the Commission accepts that implementation of the Code will assist in 
discouraging diversion both directly, and through complementing other 
initiatives at the retail level, the Commission considers that other initiatives 
implemented to address the issue of illicit diversion, such as those developed by 
the National Working Group on the Diversion of Chemical Precursors, state 
governments, law enforcement agencies and the pharmaceutical industry are 
more likely to materially impact on levels of diversion.  These initiatives are 
discussed in detail in chapter 2 of this determination.  Broadly they include the 
rescheduling of pseudoephedrine single entity products from S2 to S3, meaning 
these products must be kept in a place not accessible to the public and may be 
sold only by a pharmacist, the production and dissemination of information to 
pharmacists on the problem of illicit diversion and the steps which can be taken 
to address diversions, and guidelines for the retail sale of pseudoephedrine-
containing medicines by pharmacies including: 

• keeping shelf stock to a minimum and in areas that prevent self selection; 

• storing reserves safely and out of view; 

• generally restrict sales to one packet; and 

• report all suspicious sales. 

                                                 
20Other government initiatives at the pharmacy level encourage pharmacists to limit purchases of 

pseudoephedrine-containing medicines to one pack per transaction. 



 36

5.77 The Commission notes that these initiatives have been developed independently 
of the Pseudoephedrine Code and have and will continue to be implemented 
irrespective of whether authorisation is granted to the Code.   

5.78 The Commission considers that while the Pseudoephedrine Code will make 
some direct contribution to reducing incidents of over the counter diversion of 
pseudoephedrine-containing products, which constitutes a public benefit, the 
Commission does not consider that the reductions in levels of over the counter 
diversion as a result of implementation of the Code, over and above those 
reductions likely to result from other initiatives implemented will be significant.  

5.79 However, as noted above, the Pseudoephedrine Code will also contribute 
indirectly to reducing illicit diversion through complementing other initiatives 
implemented, and through the provisions for sales monitoring which will allow 
incidents of diversion to be more accurately tracked, which the Commission 
also accepts generates a public benefit. 

5.80 The other means of illicit diversion of pseudoephedrine-containing medicines is 
thefts of finished products or raw material from points along the supply chain, 
including wholesalers and pharmacists directly.  The measures contained in the 
Code to assist in preventing theft of pseudoephedrine-containing medicines 
from pharmacies (for example, encouraging pharmacists in holding minimal 
stock weights) are discussed above.  The Code also contains provisions aimed 
directly at reducing incidents of diversion from wholesalers. 

5.81 The Code states that participants should be able to demonstrate that they 
maintain appropriate standards of security for their staff and pseudoephedrine-
containing medicines.  Additionally, the Code encourages participants to review 
their security provisions with police or an appropriate security firm. 

5.82 The Commission notes that while the Code encourages participants to take 
adequate measures to ensure the security of pseudoephedrine-containing 
products stored on their premises, nothing contained within the Code actually 
requires participants to take any action to ensure security requirements are 
adequate.  Additionally, the provisions of the Code encouraging security 
measures to be considered amount to a single, broadly framed, paragraph. 

5.83 The Commission also notes that, to the extent that theft from premises is a 
concern, pseudoephedrine-containing medicine wholesalers, like any other 
business whose stock may be the target of theft, already have significant 
commercial incentives to ensure adequate measures are in place to prevent such 
thefts from occurring. 

5.84 Consequently, while the Commission considers that the Pseudoephedrine Code 
may be of some benefit in ensuring participants have in place adequate security 
measures to discourage diversion from their premises, the Commission does not 
consider that the Code will significantly impact on the practices of participants 
in this respect.  Therefore, while there is a public benefit in ensuring participants 
premises are secure, the Commission considers the public benefits generated by 
the Code in this regard to be limited. 
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5.85 The applicant submitted that implementation of the Pseudoephedrine Code as an 
element of a uniform, national approach to dealing with the problem of illicit 
diversion would serve to delay rescheduling of pseudoephedrine-containing 
medicines, until the effectiveness of this approach can be evaluated, and 
presumably, if this approach is deemed effective, eliminate the need for 
rescheduling altogether. 

5.86 The applicant submitted that rescheduling of pseudoephedrine-containing 
medicines to S4 should be seen as a last resort as it increases the cost and 
inconvenience to both lawful users and the community more generally of 
obtaining these products. 

5.87 The Commission notes the applicant’s assertion that authorising the proposed 
arrangements would serve to delay rescheduling of pseudoephedrine-containing 
medicines, until the effectiveness of the Code and other approaches can be 
evaluated.  The Commission is not satisfied that this constitutes a public benefit.  
Whether any rescheduling is likely to generate a public benefit sufficient to 
outweigh and public detriment is a matter for governments to consider when 
deciding whether to reschedule pseudoephedrine-containing medicines. 

Conclusion 
5.88 For the reasons outlined, the Commission considers that there are public 

benefits arising from the proposed arrangements.  In particular the Commission 
considers that the proposed arrangements, along with other initiatives developed 
by government, law enforcement agencies and the pharmaceutical industry, will 
contribute to a reduction in the illicit diversion of pseudoephedrine-containing, 
non-prescription medicines for the illegal manufacture of methamphetamine 
(speed). 

5.89 While the Commission considers that other initiatives already in place, in 
particular initiatives directly at pharmacists to reduce over the counter illicit 
diversion, are likely to more directly reduce incidents of illicit diversion, the 
Commission considers that the proposed arrangements will complement these 
other initiatives and contribute to a reduction in illicit diversion. 

Balance of public benefit and public detriment 

5.90 The Commission considers that the anti-competitive detriment from the 
proposed arrangements is limited.  The Commission does not consider that the 
arrangements will unduly inhibit competition between signatories to the Code or 
between signatories and other competitors in the market. 

5.91 In addition, the Commission does not consider that the restrictions on supply of 
pseudoephedrine-containing non-prescriptions medicines which will result from 
the proposed arrangement will unduly impact on lawful users of these products. 

5.92 The Commission accepts that there are public benefits arising from the proposed 
arrangements.  In particular, the Commission considers that the proposed 



 38

arrangements, along with other initiatives developed by government, law 
enforcement agencies and the pharmaceutical industry, will contribute to a 
reduction in the illicit diversion of pseudoephedrine-containing, non-
prescription medicines for the illegal manufacture of methamphetamine (speed). 

5.93 Consequently, following consideration of the arguments advanced by the 
applicant and interested parties, the Commission concludes that the public 
benefits likely to result from the arrangements will outweigh the anti-
competitive detriment. 

5.94 The applicant has contended that no time limit should be placed on the 
authorisation.  Rather, the applicant argued, the Commission should rely on its 
statutory power of revocation should circumstances change to such an extent 
that the exercise of that power becomes warranted. 

5.95 In general, authorising arrangements for a limited time period allows the 
Commission, at the end of the period of authorisation, to evaluate whether the 
public benefits upon which its decision is made actually eventuate in practice 
and the appropriateness of the authorisation in the current market environment. 

5.96 With respect to the current application, the Commission notes that the majority 
of the initiatives proposed to address the issue of illicit diversion, including the 
Pseudoephedrine Code the subject of this application, have only recently been 
implemented, or are still being developed.  The successes or otherwise of these 
initiatives in dealing with the issue of illicit diversion will not become clear for 
some time.  Particularly given that the Pseudoephedrine Code is designed as one 
element of a uniform national approach to dealing with the problem of illicit 
diversion, and that this approach may well change over time dependent on its 
success or otherwise, the Commission considers the imposition of a time limit 
on authorisation in this instance is appropriate.   

5.97 The Commission proposes to grant authorisation subject to a five-year time 
limit.  

5.98 It is open to the applicant to reapply for authorisation at the expiration of this 
time limit.  In the event that an application for reauthorisation is received by the 
Commission, whether reauthorisation should be granted will be considered 
based on the circumstances at that time. 

5.99 In addition, as noted above, the Commission may review the authorisation, prior 
to the expiry of the authorisation, if there has been a material change of 
circumstances since the authorisation was granted. 

5.100 The authorisation the Commission is proposing to grant does not in any way 
allow agreement between signatories to the Pseudoephedrine Code to provide or 
exchange sales information amongst themselves.   

5.101 The Commission has a role in endorsing effective industry codes of conduct that 
aim to achieve best practice within an industry.  The endorsement process is 
quite distinct from the authorisation process.  The authorisation process is set 
out in the TPA and only indicates that a code passes a certain legal test.  
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Authorisation does not indicate that a code is best practice and, this 
authorisation can in no way be held out as endorsement or approval by the 
Commission of the Pseudoephedrine Code. 
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6. Determination 

The application 

6.1 On 8 January 2003, the Australian Self-Medication Industry lodged application 
A30223 with the Commission. 

6.2 Application A30223 was made under subsection 88(1) of the TPA for 
authorisation to make and give effect to a contract or arrangement, or arrive at 
an understanding, a provision of which would have the purpose, or would or 
might have the effect, of substantially lessening competition within the 
meaning of section 45 of the TPA. 

6.3 In particular, the ASMI sought authorisation for its “Code of Conduct – 
Helping Prevent the Diversion of Pseudoephedrine-Containing Non-
Prescription Medicines.”  The Code is a voluntary code agreed between 
participants, who are suppliers of non-prescription health care products 
containing pseudoephedrine, which requires, among other things that 
participating companies supplying products containing pseudoephedrine: 

• limit pack sizes available for sale; 

• participate in sales monitoring arrangements under which sales data 
would be collected and provided to government agencies (but not shared 
among participants); 

• refrain from supplying bonus stock; 

• support pharmacies in holding minimal stock weights; and 

• refrain from requiring pharmacies to participate in promotional activities 
that could encourage diversion. 

6.4 The arrangements for which authorisation is sought are detailed in Chapter 3 of 
this determination.  A Copy of the Pseudoephedrine Code is at Appendix A of 
this determination. 

Statutory test 

6.5 For the reasons outlined in this determination, the Commission is satisfied that, 
in all the circumstances the making and giving effect to the arrangements for 
which authorisation is sought under sub-section 88(1) of the TPA: 

• is likely to result, in a benefit to the public; and 

• that this benefit would outweigh the detriment to the public constituted 
by any lessening of competition that is likely to result, from giving 
effect to the arrangements. 
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Determination 

6.6 The Commission therefore grants authorisation to application A30223 for five 
years. 

6.7 This decision is subject to any application to the Australian Competition 
Tribunal for its review. 

6.8 This determination is made on 22 October 2003.  If no application for review 
of the determination is made to the Australian Competition Tribunal, it will 
come into force on 13 November 2003.  If an application is made to the 
Tribunal, the determination will come into force: 

• where the application is not withdrawn – on the day on which the 
Tribunal makes a determination on the review; or 

• where the application is withdrawn – on the day on which the 
application is withdrawn.  

Conduct not authorised  

6.9 The authorisation granted does not in any way allow agreement between 
signatories to the Pseudoephedrine Code to provide or exchange sales 
information amongst themselves. 

Interim authorisation 

6.10 On 13 February 2003, the Commission granted interim authorisation to the 
proposed arrangements.  Interim authorisation will continue to protect the 
proposed arrangements from action under the TPA: 

• where no application is made to the Tribunal for review of the 
Commission’s determination, until the date that the Commission’s final 
determination comes into effect; 

• where an application is made to the Tribunal for review of the 
Commission’s determination, until the day on which the Tribunal makes 
a determination on the review; or 

• until the Commission, or the Tribunal in the event of an application for 
review of the Commission’s determination, decides to revoke interim 
authorisation.  

Commission endorsement of codes 

6.11 The Commission has a role in endorsing effective industry codes of conduct that 
aim to achieve best practice within an industry.  The endorsement process is 
quite distinct from the authorisation process.  The authorisation process is set 
out in the TPA and only indicates that a code passes a certain legal test.  
Authorisation does not indicate that a code is best practice and, this 
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authorisation can in no way be held out as endorsement or approval by the 
Commission of the Pseudoephedrine Code. 
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Appendix A: Code of Conduct – Helping Prevent the 
Diversion of Pseudoephedrine-
Containing Non-Prescription Medicines



11 June 2003   1

 

Code of Conduct - Helping Prevent the Diversion of Pseudoephedrine-
Containing Non-Prescription Medicines 

INTRODUCTION 

Pseudoephedrine is a safe and effective nasal decongestant used in the relief of symptoms 
of colds and flu and allergies.   However, the diversion of pseudoephedrine and 
pseudoephedrine-containing medicines for the illicit production of methylamphetamine 
(speed) is a growing problem within our community. 

By developing and voluntarily adopting this Code of Conduct, the non-prescription 
medicines industry wishes to demonstrate its commitment to the responsible sale and 
promotion of non-prescription pseudoephedrine-containing medicines, to ensure that 
legitimate customers continue to have appropriate access to this safe and effective 
medicine whilst reducing the potential for illicit diversion. 

This Code was developed by ASMI in 2002, revised 2003, in conjunction with the then 
current marketers and manufacturers of non-prescription pseudoephedrine-containing 
medicines. It contains a series of General Provisions followed by Specific Provisions 
relating to a list (which may be amended from time to time) of particular products or 
active ingredients. 

The ASMI member and non-member companies and their subsidiaries listed in Appendix 
1 (“Participants”) have agreed to abide by this Code.  

Additional Participants may become bound by this Code by signifying their agreement to 
do so in writing to ASMI. This Code may be amended by agreement of all Participants 
for the time being. 
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COMPLAINTS 

The ASMI complaints resolution process as set out in Parts 9, 10 and 11 of the ASMI 
Code of Practice, as amended from time to time, will apply to complaints of non-
compliance with this Code (see Appendix 2). 

DEFINITION 

Pseudoephedrine – includes all salts of pseudoephedrine. 

REGULATORY OBLIGATIONS 

Participants must ensure that promotional activities associated with pseudoephedrine-
containing medicines comply with all relevant legislation and guidelines covering the sale 
and promotion of non-prescription medicines in Australia, including the Therapeutic 
Goods Act 1989; the Therapeutic Goods Regulations; the Therapeutic Goods Advertising 
Code and applicable self-regulatory provisions such as the ASMI Code of Practice. 

PROCEDURES 

(i) Sales Monitoring 

(a) Participants must monitor the total sales of their pseudoephedrine-containing 
products.   

(b) Where specific products have been identified by an appropriate government 
authority as a cause for concern with regard to illicit diversion, Participants 
must monitor (or have monitored for them) product sales to individual 
pharmacies and licensed poisons sellers.  The information gathered must 
include: 

• Identification of product and amount of active ingredient per pack 
• Name and address of purchaser  
• Quantity supplied 
• Date supplied  

(c) Ideally, all monitoring should be conducted monthly but Participants must 
undertake monitoring at least quarterly. 

(d) Participants must provide all information monitored upon request and in 
confidence to formally authorised persons associated with an appropriate 
government authority viz; the Police, the TGA or State or Territory Health 
Departments, State or Territory pharmacy regulatory boards as listed in 
Appendix 3 and as revised from time to time. 

 

(e) Nothing in this Code requires Participants to disclose any information to other 
Participants. 
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(ii) Record Keeping 

Participants must keep sales data for at least 2 (two) years.  

(iii) Liaison Officer 

Participants must nominate one or more liaison officers (at management level) with 
specific responsibility to ensure that: 

- appropriate systems and procedures exist and are maintained to facilitate accurate 
sales monitoring and recording; 

-  ‘suspicious’ orders and enquiries are reported to the appropriate authorities of those 
listed in Appendix 3, as amended from time to time. 

(iv) Notification of Suspicious Orders or Enquiries 

Participants must use their discretion and prior experience when dealing with any order 
for any medicines that are known to be subject to diversion for illicit use. 

If any suspicions exist regarding a specific order, Participants must notify the appropriate 
authorities of those listed in Appendix 3, as amended from time to time. 

Specific Provisions 

Medicines Containing Pseudoephedrine As The Single Active Ingredient 

Promotional Activities 

To assist in minimising diversion at various points in the supply chain, bonus stock must 
not form part of any promotional activity because, unless there is a sale, the supply 
cannot be reliably monitored. 

Medicines Containing Pseudoephedrine as The Single Active Ingredient or 
Pseudoephedrine in Combination with other Active Ingredients. 

Pack Sizes 

No Participant may supply pseudoephedrine (either as a single entity or in combination 
with other active ingredients) in a pack size containing more than 1.8g of 
Pseudoephedrine Hydrochloride (or equivalent) in immediate release solid dose form or 
more than 2.2g in  sustained release form. 

Promotional Activities 

Participants should consider the mix and quantity of promotional activities.  Participants 
should carefully consider whether promotional activities such as the use of mystery 
shoppers, window displays, floor bins and counter units are appropriate for 
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pseudoephedrine-containing products.  Participants should not require pharmacists to 
implement such promotional activities. 

Participants should support pharmacists in holding minimum stock weights of 
pseudoephedrine-containing products. 

Promulgation of “Responsible Conduct” Message 

To reinforce the non-prescription medicine industry’s commitment to helping combat the 
problem of illicit diversion, Participants’ sales personnel should emphasise to the 
pharmacy profession the procedural provisions of this Code.  Participants’ personnel 
should promote the message to pharmacists that pseudoephedrine-containing products 
can be targets for illicit diversion and that appropriate measures regarding the storage and 
sale of these medicines should be taken. 

Furthermore, sales personnel should help promulgate any key outcomes and messages 
agreed between all industry stakeholders regarding the professional and legislative 
standards associated with the sale of pseudoephedrine-containing medicines. 

Security 

Illicit diversion necessarily involves the criminal element of our society.  Participants 
involved in the manufacture, marketing and sales of pseudoephedrine-containing 
medicines should be able to demonstrate that they maintain an appropriate standard of 
security for their staff and their pseudoephedrine-containing medicines.  Participants may 
wish to review their security provisions with police or an appropriate security firm.   

Areas that should be considered include; 

 The ordering & transport of raw materials used in production 
 The storage of bulk and finished products 
 The transport of finished product 
 The safety of company personnel 
 Disposal and destruction of unwanted and/or expired product 
 A process for notification to police of any thefts or suspicious activities. 

 

Adopted: 13 February 2003 – ACCC interim authorisation. 

Revised:  4 June 2003 

Australian Self-Medication Industry 
Level 4, 140 Arthur Street 
North Sydney  NSW  2060 
Telephone 02 9922 5111 
Facsimile 02 9959 3693 
Website www.asmi.com.au 
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Appendix 1 – ASMI members and non-members and their subsidiaries 
who have agreed to be bound by this Code (“Participants”) 
Name ABN Registered address 
3M Pharmaceuticals Pty Ltd 000 222 408 9-15 Chilvers Road 

THORNLEIGH   NSW   2120 
API Ltd 57 000 004 320 11 Grand Avenue 

CAMELLIA   NSW   2142 
Aventis Pharma Pty Ltd 31 008 558 807 27 Sirius Road 

LANE COVE  NSW   2066 
Bayer Consumer Care 
A Division of Bayer Australia Pty Ltd 

000 138 714 875 Pacific Highway 
PYMBLE   NSW   2073 

Boehringer Ingelheim Pty Ltd 52 000 452 308 85 Waterloo Road 
NORTH RYDE   NSW   2113 

Boots Healthcare 64 000 071 278 101 Waterloo Road 
NORTH RYDE   NSW   2113 

Chem mart Pty Ltd 
A Mayne Group Ltd Company 

92 001 235 374 115 Sheriff Street 
UNDERDALE   SA   5032 

Chemists’ Own Pty Ltd 45 000 585 197 18 Lancaster Street 
INGELBURN   NSW   2565 

Faulding Healthcare Pty Ltd 
A Mayne Group Ltd Company 

25 000 875 034 115 Sheriff Street 
UNDERDALE   SA   5032 

ICN Pharmaceuticals Australasia Pty Ltd 64 001 083 352 Unit 85, Level 1, 
79-97 St Hilliers Road 
AUBURN   NSW   2144 

Johnson & Johnson Pacific Pty Ltd 73 001 121 446 Level 3, 
1 Bay Street 
BROADWAY   NSW   2007 

Mayne Consumer Products 88 007 870 984 55 Kirby Street 
RYDALMERE   NSW   2116 

Natural Bio Pty Ltd 101 785 737 3/7 Jubilee Avenue 
WARRIEWOOD   NSW   2102 

Nelson Laboratories BN 97 833 891 3/7 Jubilee Avenue 
WARRIEWOOD   NSW   2102 

Novartis Consumer Healthcare Australasia 
Pty Ltd 

46 004 535 513 35-39 Corporate Avenue South 
ROWVILLE   VIC   3178 

Pfizer Consumer Healthcare 
A Division of Pfizer Pty Ltd 

50 008 422 348 32 Cawarra Road 
CARINGBAH   NSW   2229 

Pharm-a-care Laboratories Pty Ltd 003 468 219 3/7 Jubilee Avenue 
WARRIEWOOD   NSW   2102 

Reckitt Benckiser Pty Ltd 17 003 274 655 44 Wharf Road 
WEST RYDE   NSW   2114 

R P Scherer Holdings Pty Ltd 61 007 219 990 217 Governor Road 
BRAESIDE   VIC   3195 

Schering-Plough Pty Ltd 57 000 235 245 11 Gibbon Road 
BAULKHAM HILLS   NSW   2153 

Sigma Pharmaceuticals Pty Ltd 88 004 118 594 1408 Centre Road, 
CLAYTON   VIC   3168 

Soul Pattinson (Manufacturing) Pty Ltd 18 000 026 031 19a Garema Circuit 
KINGSGROVE   NSW   2206 

Whitehall Consumer Healthcare Pty Ltd 75 000 477 154 17-19 Solent Circuit 
Norwest Business Park 
BAULKHAM HILLS   NSW   2153 
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Appendix 2 – ASMI Code of Practice March 2003 
Parts 9, 10 and 11 
 
9.0 SANCTIONS 

9.1 Breaches 

9.1.1 Where a breach of the Code has been established, the Complaints Panel must first 
classify what kind of breach has occurred, in accordance with the classification set out 
below:   

Minor Breach a breach of the Code that has no safety implications and will 
have no effect on how consumers or healthcare professionals 
view the product or its competitors 

Moderate Breach a breach of the code with no safety implications but will 
impact on the perceptions of the consumer or healthcare 
professionals regarding the product or competitor product. 

Severe Breach a breach of the Code that has safety implications or will have a 
major impact on how consumers or healthcare professionals 
view the product or competitor products 

Repeat Breach when the same or a similar breach is repeated in the promotion 
of either a particular product, or any product of a company, 
which had been found to be in breach of the Code within the 
preceding 24 months. 

 

9.1.2 After classifying the breach, the Complaints Panel must consider whether or not it will 
impose any sanctions.  The Complaints Panel is not obliged to impose a sanction where 
breaches of the Code have been established. 

9.1.3 In determining whether or not to impose a sanction and, if so, what that sanction 
should be, the Complaints Panel will consider all the circumstances of the case, including 
whether: 

 publication has ceased; 
 steps have been taken to withdraw the material published; 
 corrective statements have been made; 
 the breach was deliberate or inadvertent; 
 the Member that is the subject of the complaint has previously breached the Code; 
 there were or are safety implications; and 
 the perceptions of healthcare professionals or consumers have been or will be 
affected. 
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9.2 Sanctions Able To Be Applied By The Complaints Panel 

9.2.1 Undertaking to discontinue advertising 

The Complaints Panel may require the Member to give an undertaking in writing to 
discontinue any practice which has been determined to constitute a breach of the Code on 
or before a date determined by the Complaints Panel, such date being determined in line 
with the severity of the breach of this Code. 

The Panel may require the undertaking to oblige the Member to cease publication in any 
media (until they can be supported) of an advertisement or of a particular claim or claims 
which, in the advertisement before the Panel, have been determined to constitute a breach 
of the Code. 

Where a breach of 5.1.4 involving failure to provide substantiation is found, the Panel 
may direct the Member to provide substantiation to the complainant, within such time as 
the Panel may specify. 

9.2.2 Retraction and/or corrective statements 

The Complaints Panel may require the Member to issue retraction statements and/or 
corrective statements or advertisements and/or to use its best endeavours to retrieve 
advertisements found to be in breach on such conditions as the Complaints Panel 
specifies, as appropriate.  The format, size, wording, mode of publication and method of 
distribution of such statements/advertisements shall be specified by the Complaints Panel 
in its determination and will in general conform to the original statement/advertisement. 
This does not preclude the party that is the subject of the complaint from suggesting 
minor amendments to the retraction or corrective statements. However, the Complaints 
Panel through its Chair may set a time limit on any such suggestions and is under no 
obligation to accept the amendments. Subject to the appeal process set out in the Code, 
the decision of the Complaints Panel is final.  The time for lodging an appeal is 
unaffected. 

9.2.3 Fines 

The Complaints Panel may issue a fine to the subject company in accordance with the 
schedule of fines, detailed below.  The fine to be paid within 30 days of being advised 
subject to any appeal that may be lodged under Clause 11.2 of the Code. 

BREACH FINES 

Minor Breach NIL 

Moderate Breach Maximum:  $20,000 

Severe Breach Maximum:  $40,000 

Repeat Breach Maximum:  $50,000 
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9.2.4 Failure of the offending Member to comply with any of the above sanctions shall 
entitle the Complaints Panel to direct the Association to publish in the next edition of the 
Association's Newsletter details of the breach of the Code and the Association's 
consequent requirements for remedial action as described in 10.2.1, 10.2.2 and 10.2.3. 

9.2.5 Continued refusal by the offending Member to undertake the required remedial 
action/s shall entitle the Complaints Panel to direct the Association to publish details in 
the trade press of the Member's breach of the Code, the Association's requirements for 
remedial action/s and the prospect of suspension or expulsion from the Association in the 
event of the continued failure by the Member to comply, and notify the ACCC if deemed 
necessary. 

9.2.6 One or more of the following sanctions against a Member notified in writing may 
be applied by the Complaints Panel where breaches of Clause 7.3 of the Code have been 
established. 

9.2.6.1 That the Member discontinue immediately distribution of the CMI. 

9.2.6.2 That corrective measures be taken to redraft the CMI in accordance with he 
findings of the Complaints Panel. 

9.2.6.3 That the Member issue retraction and/or corrective statements, as appropriate, 
flagging the redrafted CMI. 

9.2.6.4 That the matter be referred to TGA as a breach of Schedule 13. 

9.2.7 Abuse of the Code 

If in the course of hearing a complaint lodged by an Industry member, the Complaints 
Panel considers that the complaint has been submitted as a competitive tool and for 
vexatious reasons, the Complaints Panel may request the complainant to show cause why 
the Complaints Panel should not impose a charge of $2,000 for vexatious use of the 
Code. 

9.3 Sanctions Able To Be Applied By Committee Of Management 

9.3.1 The Complaints Panel may recommend to the Committee of Management application 
of further sanctions.  Such further sanctions may consist of one or more of the following or 
any other action deemed appropriate by the Committee of Management, under the 
procedures laid down in Section 9 of the Code. 

9.3.1.1 Suspension of the Member from the Association for a period to be determined by 
the Committee of Management, under the provisions of the Rules of the Association. 

9.3.1.2 The expulsion of the Member from the Association, under the provisions of the 
Rules of the Association. 
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9.3.1.3 Notification, wherever applicable, to the overseas parent company of the offending 
Member of its expulsion from the Association. 

9.3.1.4 Notification of the offending Member’s suspension and/or expulsion from the 
Association in the editors of all trade journals. 
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10.0 RIGHT OF APPEAL 

For the purposes of the appeal procedure, “Member” includes non-member companies 
agreeing to be bound by the Code (refer definition of “Member”). 

10.1 Compliance With Sanctions 

In the event of a Member being required by a determination of the Complaints Panel to 
cease or withdraw a promotional activity, the Member shall at once make every 
endeavour to comply with the ruling pending any appeal against the decision pursuant to 
this Code.  A promotional activity thus suspended shall not be recommenced before the 
appeal process has been concluded, nor shall any similar promotional activity be 
commenced during the period in question. 

10.2 Appeal Against Determinations Of The Complaints Panel 

The appeal process will be conducted following the principles of fairness and equity for 
both parties to the appeal process.  The appeal will have regard to section 8.3 and 8.4 of 
the Code of Practice. 

10.2.1 A party dissatisfied with a determination of the Complaints Panel may, within 10 
working days of being notified of the determination, lodge a written appeal to the 
Executive Director of the ASMI setting out the grounds for objection.  

10.2.2 The unsuccessful party to an industry generated appeal must reimburse ASMI its 
out-of-pocket expenses associated with the determination of the appeal (such as fees 
payable to the Arbiter) unless the Arbiter determines that each party should contribute a 
specified proportion, in which case each party must contribute that proportion. This 
payment is separate from and in addition to any fines payable to ASMI in accord with the 
schedule of fines outlined in clause 10.2.3 

10.2.3 If the complaint is resolved by agreement after the initiation of the formal complaint 
process and before determination of the complaint by the Arbiter, the parties must bear 
ASMI’s out-of pocket expenses associated with the complaint in such proportions as they 
may agree or, failing agreement, in equal shares. 

10.2.4 The Executive Members of the Committee of Management will be advised of the 
appeal lodgement within 7 working days. 

10.2.5 The appeal shall be held not later than 28 days after receipt of the written appeal. 
The parties shall be advised of the date, time and place of the appeal meeting and any 
adjournment thereof. 

10.2.6 The appeal shall be determined by an independent person (the “Arbiter”) 
appointed by the Marketing & Ethics Subcommittee with appropriate legal and trade 
practice expertise and not involved in any previous hearing of the particular complaint, 
sitting alone on an at-call basis.  Parties to the appeal shall not introduce medical 
expertise to assist the Arbiter in deliberating the scientific or medical aspects of the 
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appeal.  The arbiter can request that the ASMI Executive Director appoint an independent 
scientific or medical expert to advise the arbiter in their deliberation. 

10.2.7 Three copies of the written appeal shall be received by the Executive Director and 
a copy will be provided to both the company which lodged the original complaint and the 
Arbiter.  The responding company will have 10 working days within which to provide 
three copies of any written response to the appeal to the Executive Director, should it so 
wish.  The written response will be forwarded to the appellant company and to the 
Arbiter. 

10.2.8 To avoid the appeal becoming a new hearing on fresh material, the materials to be 
considered by the Arbiter shall be confined to the evidence that was before the 
Complaints Panel; the determination and reasons of the Complaint Panel and any written 
submissions of the parties.  In exceptional circumstances the Arbiter may decide to accept 
material that was not available when the complaint was heard by the Complaint Panel, 
such as new published material or changes to product registration. 

10.2.9 The parties will indicate in writing whether they wish to attend and speak at the 
meeting. The party may appear in person or through representatives or both. The names 
and positions of the nominated persons are to be notified to the Executive Director prior to 
the date of the appeal meeting who will then inform the Arbiter prior to the meeting. 

10.2.10 At the appeal meeting referred to in 11.2.2 and 11.2.6 above, the Arbiter shall 
ensure proper consideration of the appeal, whilst not being bound by the rules of 
evidence.  The Arbiter shall; 

a)  give the parties the opportunity to make oral representations.  In the event of an 
oral representation, the following procedures shall apply; 

• the party bringing the appeal will be heard first and that party shall be entitled to 
reply to any oral representations made on behalf of the other party; 

• with the consent of the Arbiter proceedings may be adjourned for a short time 
between oral submissions; 

• neither party may intervene during the other party’s oral presentation, or direct 
questions to the other party;  

• the Arbiter may ask questions of either party and may (but shall not be obliged to) 
ask a question of a party at the suggestion of the other party.  

b) The Arbiter shall give due consideration to any written representations submitted 
by the parties prior to the meeting. 

10.2.11 The Arbiter in reaching a determination may confirm, revoke or modify the 
decision of the Complaints Panel.  The Arbiter may request the Complaint Panel to 
reconvene to reconsider the complaint in the event that; 



11 June 2003   12

a) a procedural error is identified by the Arbiter; 

b) new technical or scientific information is presented.  

The procedures of the Complaints Panel under these circumstances will be determined by 
the Chair of the Complaints Panel in consultation with the Executive Director.  Upon 
such reconsideration the Complaints Panel may confirm, revoke or vary its previous 
determination(s). 

10.2.12 Within 10 working days following the conclusion of the appeal meeting, the 
Arbiter shall determine whether to confirm, modify or revoke any determination made or 
sanction applied or recommended by the Complaints Panel and shall notify the Executive 
Director in writing of the determination and of the reasons for it.  The determination of 
the Arbiter shall be final, except where the Arbiter recommends suspension or expulsion 
of a Member.  

10.2.13 The Executive Director shall, as soon as practicable, inform the parties in writing 
of the Arbiter’s decision, and shall also so inform the Committee of Management where 
the Arbiter recommends suspension or expulsion of a Member.  The Executive Director 
shall not comment or engage in correspondence in relation to the substance of the 
decision or reasoning of the Arbiter.  
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11.0 MONITORING OF ADVERTISING  

11.1 Objectives 

To support compliance with the ASMI Code of Practice, the Promotional Monitoring 
Panel will pro-actively monitor selected promotional material of Members on a regular 
and ongoing basis. 

11.2 Aims of the Monitoring Process 

• To encourage compliance with the ASMI Code of Practice through the review of 
all printed, audiovisual, computer based and associated product related non-
mainstream advertising materials in light of the provisions of the Code. 

• To provide comment on compliance issues where requested 
• To provide an ongoing mechanism for the identification of trends in health matters, 

marketing activities or changes in technology which may indicate the potential need 
for amendments to the Code of Practice 

• To provide and publish statistical data on the rate of compliance. 

11.3 Scope 

All forms of promotional material which are not subject to the formal approval process 
may be reviewed by the Panel. 

11.4 Membership Of The Promotional Monitoring Panel 

The Marketing & Ethics Subcommittee will determine the composition of the Promotional 
Monitoring Panel which will include adequate representation from the medical and 
pharmacy profession, patient/consumer groups and Industry. 

The Chairperson of the Promotional Monitoring Panel will be independent of the 
Australian Self-Medication Industry and its member companies. 

The Monitoring Sub-Committee is comprised of the following members:- 

Permanent Members: 

Chairman  – independent of ASMI and its member companies 
One community pharmacist 
One member from the medical profession 
One member of the ASMI Secretariat 
One member of a relevant patient or consumer support group 

Rotating Members 

One Medical or Scientific Director of a member company without a conflict of interest 
One Marketing Director of a member company without a conflict of interest. 
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11.5 Protocol For The Activities Of The Promotional Monitoring Panel 

This protocol delineates the activities of the ASMI Promotional Monitoring Panel (PMP), 
which is responsible for the examination of promotional materials, and linked activities 
within nominated therapeutic categories, with regard to compliance with the Code of 
Practice. 

OPERATING PROCEDURES 

Specific types of advertising materials will be requested of member companies from 
within the various therapeutic categories on a random basis. 

Member companies will be required to submit to the PMP through the Secretariat, nine 
copies of the selected type of advertising material issued by the member over a period to 
be specified by the Committee, eg. 3 months, for the therapeutic category under review.  

It is acknowledged that although the PMP has the right to request all types of promotion 
material during a review, companies will only be required to submit, within 15 working 
days of receipt of the request, all material of the type specified by the Secretariat. The 
Marketing & Ethics Subcommittee will, from time to time, determine the subject matter 
to be reviewed by the Monitoring Panel. 

A written statement, signed by the company representative confirming that the supplied 
material constitutes all the selected material for the category under review will be 
required. 

The Chairman of PMP and one member of the ASMI Secretariat will pre-sort material so 
that only material that makes promotional claims is sent to Panellists for review. In 
addition large pieces of material will not be sent to panellists but reviewed on the day of 
the PMP meeting. 

The Secretariat will provide a copy of each piece of material to each member of the PMP 
at least seven (7) days prior to the meeting date, together with any other relevant 
information eg. consumer information, or other observations. 

Meetings will be held quarterly to allow time for feedback to the companies and company 
response. 

If, following the review of the submitted material, the PMP considers that there has been 
a failure to comply with the Code of Practice, the member in question will be contacted in 
writing by the Secretariat, supplied with the relevant portion of the Minutes, and asked to 
give, within 15 working days of receipt of the request, any answer, clarification or 
explanation deemed necessary.  The PMP will consider the response and provide if 
necessary any further advice or comment to the company or refer the matter on to the 
Marketing & Ethics Subcommittee. 
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11.6 Therapeutic Categories 

Allergy Treatment (anti-histamines, steroid inhalers) 
Pain relief, including arthritis and all paracetamol, aspirin and NSAID containing 
analgesics 
Oral 
Topical 
Complementary healthcare products  
Anti-microbial 
Antiseptics and disinfectants 
Cough/cold/flu 
Throat lozenges, gargles, sprays 
Cough mixtures 
Decongestants 
Expectorants 
Combination products 
Dermatological (include anti psoriatic, skin care) 
Anti-dandruff shampoos 
Anti-fungals, anti-virals, anti-bacterials, anti-parasitics 
Acne preparations 
Devices (include pregnancy test kits, tampons, condoms, lubricant, bandages and sports 
aids) 
Complementary healthcare products 
Herbals and Nutritionals (in combination of as single ingredient products) 
Vitamins and minerals  
Gastro-intestinal and urinary 
Preparations for relief of heartburn (antacids, H2 antagonists)  
Anti-diarrhoeals, anti-emetics, haemorrhoidal preparations, laxatives 
Anti-helminthic 
Miscellaneous 
Ear drops 
Eye drops 
Oral Care 
Smoking cessation 
Sunscreen 
Weight loss 

11.7 Promotional Categories 

Press releases 
Posters 
Brochures 
Pamphlets/leaflets 
Catalogues 
Direct mail 
Point-of-sale materials: shelf wobblers, giant packs, mobiles, bins/display stands, etc. 
(Photographs to be submitted if impractical to submit original materials) 
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Detail aids 
Education materials for retailers 
Narrow-cast TV/radio 
Internet 
Training materials 
On pack promotions 
Other 

11.8 Reporting 

The PMP will report to the Committee of Management as required.  In addition, the PMP 
will issue an Annual Report for inclusion in the ASMI Annual Report.   This Report will 
include the therapeutic categories and the type of material reviewed, the number of items 
reviewed, the number and type of problems detected, and the number of Code of Practice 
complaints generated. 

In addition the Monitoring Panel will provide ongoing reports to the Marketing & Ethics 
Subcommittee on issues concerning the Code of Conduct, which require review. 
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Appendix 3 – Contact Details 

NOMINATED COMMONWEALTH & STATE MEDICINES OFFICERS 
COMMONWEALTH 
Mr Philip K. Harrison 
 

BH 02 6232 8636 
MOBILE 0412 205 568 
FAX 02 6232 8687 
E-MAIL PHILIP.K.HARRISON@HEALTH.GOV.AU 

Mrs Yvonne Aggett Bh 02 6232 8637 
Ah 02 6258 7949 
Mobile 0401 149 410 
Fax 02 6232 8637 
E-mail Yvonne.Aggett@health.gov.au 

NEW SOUTH WALES 
Mr John E. Lumby 

Bh 02 9879 3214 
Ah 02 9987 4742 
Mobile 0411 267 553 
Fax 02 9859 5165 
E-mail jlumb@doh.health.nsw.gov.au 

VICTORIA 
Mr Keith Moyle 

Bh 03 9637 4066 
Bh 1300 364 545 
Ah 03 9574 9098 
Fax 03 9637 4080 
Mobile 0408 285 857 
E-mail keith.moyle@dhs.vic.gov.au 

Mr Richard Bell  
 

Bh 03 9637 4055 
Ah 03 9572 1969 
Fax 03 9637 4080 
Mobile 0408 598 663 
E-mail richard.bell@dhs.vic.gov.au 

SOUTH AUSTRALIA 
Mr W. (Bill) B. Dollman 

Bh 08 8226 7110 
Ah 08 8232 9443 
Mobile 0401 124 834 
Fax 08 8226 7102 
E-mail bill.dollman@dhs.sa.gov.au 

Mr RicJ. Grant  Bh 08 8226 7114 
Ah 08 8251 2299 
Mobile 
Fax 08 8226 7102 
E-mail ric.grant@dhs.sa.gov.au 

QUEENSLAND 
Mr Chris Healey 

Bh 07 3234 0960 
Ah  
Mobile 0403 053 090 
Fax 07 3234 1480 
E-mail chris_healey@health.qld.gov.au 

Mr Peter Dyer Bh 07 3234 0349 
Ah  
Mobile 0412 747 509 
Fax 07 3234 1480 
E-mail peter_dyer@health.qld.gov.au 
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TASMANIA 
Mr John Galloway 

BH 03 6233 3293 
AH 03 6228 5736 
MOBILE 0438 332 064 
FAX 03 6233 3904 
E-MAIL JOHN.GALLOWAY@DHHS.TAS.GOV.AU 

Ms Mary Sharpe Bh 03 6233 3766 
Ah 03 6239 0106 
Fax 03 6233 3904 
E-mail mary.sharp@dhhs.tas.gov.au 

AUSTRALIAN CAPITAL 
TERRITORY 
Mr George Stefanoff 

Bh 02 6207 3974 
Ah 02 6281 4091 
Mobile 0409 665 402 
Fax 02 6205 0997 
E-mail george.stefanoff@act.gov.au 

NORTHERN TERRITORY 
Ms Helgi Stone 

Bh 08 8922 7035 
Ah 08 8927 0328 
Mobile 
Fax 08 8922 7200 
E-mail helgi.stone@nt.gov.au 

WESTERN AUSTRALIA 
Mr Murray Patterson 

Bh 08 9388 4980 
Ah 08 9480 4960 
Mobile 
Fax 08 9388 4988 
E-mail murray.patterson@health.wa.gov.au 

Ms Lesley Fry Bh 08 9388 4980 
Ah 08 9480 4960 
Mobile 
Fax 08 9388 4988 
E-mail lesley.fry@health.wa.gov.au 
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AUSTRALIAN POLICE FORCES: CONTACT NUMBERS FOR CHEMICAL 
DIVERSION DESK  

The Police officers responsible for the conduct of investigations into drug related 
offences in each State (or for NSW, each Region) are set out below.  

State/Territory Address Phone / Fax 
ACT Australian Federal Police 

ACT Drug Team, GPO Box 401 
Canberra ACT 2601 

Ph   (02) 6256-7464 
Fax (02) 6256-7676 

NSW Level 4, Prince Alfred Park 
Building, 219-241 Cleveland St 
Strawberry Hills NSW 2012 

Ph  (02) 1800-648-161 
Fax (02) 9316-5993 

VIC Drug Squad 12th Floor, 412 St 
Kilda Rd, Melbourne VIC 3000 

Ph  (03) 9865-2618 
Fax (03) 9865-2655  

QLD State Drug Investigation Group 
GPO Box 1440 Brisbane QLD 
4000 

Ph  (07) 3364-4337 
Fax (07) 3364-4254 

WA Level 7, Curtin House, 60 Beaufort 
St Perth WA 6000 

Ph  (08) 9223-3558 
Fax (08) 9223-3566 

SA Drug & Organised Crime 
Investigation Branch  GPO Box 
1539, Adelaide SA 5001 

Ph  (08) 8463-7800 
Fax (08) 8463-7818 

TAS Level 5, 43 Liverpool St Hobart 
Tas 7000 

Ph  (03) 6230-2695 
Fax (03) 6230-2333 

NT PO Box 3976 Winnellie NT 0821 Ph  (08)  8922-3141 
Fax (08) 8922-3171 

 



11 June 2003   20

PHARMACY BOARDS OF AUSTRALIA 

 

I.W.A. Dean  
Registrar 
Pharmacy Board of NSW 
Locked Bag 2 
PO HAYMARKET   NSW   1240 
02 9281-7736,  
fax 02 9281-2924 
 
 
Stephen Marty  
Registrar  
381 Royal Parade  
PARKVILLE   VIC   3052 
Australia 
61 3 9903-9587,  
fax 61 3 9903-9661 
E-mail: registrar@pbvic.com.au 
 
 
R.B. Clampett 
Registrar  
361 Goodwood Rd  
WESTBOURNE PARK   SA   5041 
Australia  
08 8357-8992,  
fax 08 8357-8993 
E-mail: pharmsa@senet.com.au 
 
 
Executive Officer 
Pharmacists Board of Queensland 
GPO Box 2438 
BRISBANE   QLD   4001 
Australia 
General Enquiries: (07) 3225 2517 
Fax Number: (07) 3225 2527 
Email: pharmacy@healthregboards.qld.gov.au 
www.pharmacyboard.qld.gov.au 
 

Pharmacy Council of Western Australia 
21 Hamilton St 
SUBIACO   WA   6009 
Tel: 08 9388 2886  
Fax: 09 388 2940 
Email: pcwa@hcn.net.au      
 
 
 
Pharmacy Board of Tasmania 
299 Macquarie Street 
HOBART   TAS   7000 
Tel: 03 6224 9699 
Fax: 03 6234 3834  
Email: jwilson@a1.com.au      
 
 
 
 
Pharmacy Board of the Australia Capital 
Territory 
Eclipse House  
6th floor  
197 London Circuit  
CANBERRA CITY   ACT   2601 
Tel: 02 6205 1599  
Fax: 02 6205 1602 
Email: natalie_gresham@dpa.act.gov.au    
 
Pharmacy Board of the Northern Territory 
GPO Box 4221 
DARWIN   NT   0801 
Ph: 089 992 865 
Fax: 089 992 426 
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EXPLANATORY NOTES TO CODE OF CONDUCT 

Sales Monitoring 
The monitoring of total sales data is useful for police authorities when identifying trends and 
changes in the types of pseudoephedrine-containing products sourced for illicit diversion.   

Sales data from pharmacies of specifically identified products is useful for police when checking 
intelligence information or seeking confirmation of intelligence data. 

Where police have identified specific target products, IMS Health have agreed to act as the data 
source (at their own cost) for the sales monitoring from individual pharmacies.  The data will be 
shared confidentially with the authorities and with the affected Participant. 

Liaison Officer 
An identified senior executive within each Participant is essential in order to keep some 
continuity of information exchange with appropriate government authorities and for ease of 
ongoing communication between police, industry and other stakeholders.  Furthermore this 
identified person should be the key internal contact for Participant sales representatives for 
reporting suspicious orders or activities. 

Promotional Activities 
Whilst attempting to minimise the opportunity for products to be sourced illicitly, legitimate 
consumers should still be able to be informed (through advertising) of the availability of new and 
current pseudoephedrine-containing medicines. 

Apart from prohibiting bonus stock for single-entity pseudoephedrine products and ensuring 
current pack size restrictions are followed, this Code does not seek to restrict Participants’ 
abilities to promote their products in a responsible manner. 

It is important, however, that the non-prescription industry works closely with their pharmacy 
customers to ensure that promotional activities do not adversely impact on issues such as the 
safety & security of pharmacy staff or on their own sales representatives.  These issues should be 
carefully considered prior to implementing any promotional activity.  Where possible, the 
Participant should offer flexibility to its pharmacy customers in areas such as frequency of stock 
ordering, and implementation of in-store promotional activities. 

Promulgation of “Responsible Conduct” Message 
The sales representatives of Participants are a major resource that, when harnessed, could 
significantly help the police with intelligence gathering as well as communicating key messages 
to our pharmacy customers.   

Security 
The activities initiated by pharmacy, police, regulators and industry may have the effect of 
shifting the diversion of pseudoephedrine medicines for illicit use, away from pharmacy and into 
other areas.  It is important, therefore, that the identified Liaison Officer within each Participants 
has implemented an internal security plan or review that encompasses the manufacture and 
handling of its pseudoephedrine-containing products.  If necessary, the relevant state police 
authority (identified in the Code) will be happy to help with any reviews. 

 


