
 

 
16 July 2015 
 
Senator Sam Dastyari 
Chair, Senate Economics References Committee 
C/o Committee Secretary 
PO Box 6100 
Parliament House 
CANBERRA ACT 2600 
 
Via email: economics.sen@aph.gov.au 
 
 
 
Dear Senator Dastyari 
 
Medicines Australia welcomes the opportunity to provide a supplementary submission to the 
Senate Economics References Committee Inquiry into Corporate Tax Avoidance.   
 
The public hearings on 1 July highlighted a number of issues in relation to transfer pricing 
and the OECD principles, comparative pricing, and Advanced Pricing Agreements (APAs) 
with the Australian Taxation Office (ATO).  
 
During the hearing Senators acknowledged the positive contribution pharmaceutical 
companies make to the Australian economy in (among other respects) providing “…good 
jobs to Australian workers – well-paid jobs, the kinds of jobs that Australia wants to attract.”1 
As mentioned by a number of member companies at the hearing, it is increasingly a 
challenging and difficult local environment for the sector.  
 
As we outline in this submission, all these issues intersect and strongly impact Australia’s 
competitiveness as an investment and employment destination. Given recent media 
coverage of the Inquiry and these issues, it is timely to ensure a common understanding of 
both principles and technical matters.  
 
The Pharmaceutical Industry 
 
Medicines Australia members comprise the majority of the Australian pharmaceutical 
industry, a critical component of Australia’s innovative industries and economy2. Our industry 
already undertakes more than a combined $1 billion of manufacturing and clinical Research 
and Development (R&D) annually in Australia3. This high level of investment has myriad 
important benefits for the country, including enhancing the physical health and welfare of 
Australians and helping to reduce health costs. It has been estimated that a dollar invested 
in Australian health R&D will return an average health benefit of $2.174.  
 
Pharmaceutical companies require stability and certainty in a market to enable further 
investment in new innovative products. It takes on average 12-15 years from preclinical trials 
to when the new medicine is widely available to patients. Due to this long lead time, any 
changes in taxation policy influence international decisions regarding investment in R&D in 
Australia for new innovative medicines.  
 

1 Hansard Transcript 2015. Senate Economics References Committee Corporate Tax Avoidance Inquiry 1 July 2015.  
2 Department of Industry, Canberra, 2014, Australian Industry Report 
3 Australian Bureau of Statistics 2012, ‘Business Expenditure Report on R&D’ 
4 Access Economics 2008. Exceptional Returns: The Value of Investing in Health R&D in Australia II 
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Local investment in R&D and high-tech manufacturing generate new intellectual property for 
Australia, enhance local infrastructure and production capacity, and create new jobs in 
advanced manufacturing and other highly-skilled fields in Australia. These key economic 
drivers have positive flow-on effects, increasing not only innovation, productivity and 
economic activity, but raising tax revenue for the government. If Australia takes a unilateral 
position on transfer pricing tax policy, then the level of foreign direct investment in the 
Australian pharmaceutical sector will most likely decline, leading to less tax paid and fewer 
jobs.  
 
Transfer Pricing 
 
Transfer pricing relates to international business transactions where two entities are related. 
A common example is where a product is manufactured offshore and then sold to a 
distributor in Australia. The “arm’s length principle” underlies transfer pricing, which as noted 
by the ATO is when related party transactions are priced “according to what truly 
independent parties acting independently would reasonably be expected to have done in the 
same situation”5. Adhering to transfer pricing rules ensures that companies are paying 
taxation in the country commensurate with the risk and investment undertaken in that 
country.  
 
Transfer pricing is not unique to the pharmaceutical industry. Many multinational firms that 
manufacture overseas and distribute in Australia, such as imported cars, household 
electronic appliances and white goods, would comply with transfer pricing rules. Similar to 
these industries, this often means that pharmaceutical companies that distribute in Australia 
purchase products from their parent companies or manufacturing subsidiaries, with a fixed 
range of profit rate that is often agreed with the ATO. This profit rate range is based on an 
independent, arm’s length comparator entity, which reflects on the risks, assets and 
functions in Australia.  
 
In the Senate Inquiry hearings, and subsequent media, comparisons have been made 
between the amount of revenue received by a company and the level of tax that is paid. As 
noted in the Senate Inquiry hearings, tax is paid on the profits made by a company, which 
are usually a fraction of the revenues received. As highlighted by the ATO, for the 
pharmaceutical sector, this small amount of profit relative to revenue relates to the high cost 
of R&D and also regulatory approval6. 
 
Australia's Transfer Pricing rules and the OECD Guidelines  
 
Australia’s transfer pricing rules are contained in relevant legislation and are outlined in 
separate ‘transfer pricing rules’7. The purpose of the new rules introduced in 2013 were to 
ensure that the application of the arm's length principle in Australia's domestic transfer 
pricing rules is aligned with international transfer pricing standards, especially those of 
Australia's major investment partners. The arm’s length principle ensures that prices paid 
between related parties should be similar to what would have been agreed between 
independent parties in same or similar circumstances. Furthermore, the Australian transfer 
pricing rules are consistent with the 'OECD Guidelines' with some companies choosing to 
enter into Advance Pricing Agreements with the Australian Taxation Office.  
 
These new rules were applicable for income tax years beginning on or after 29 June 2013. 
Given that most of the companies which appeared before the Senate Committee have 31 

5 Australian Taxation Office 2012, International transfer pricing - introduction to concepts and risk assessment. For further 
discussion of the definition of transfer pricing as specified by the ATO, please see Attachment A.  
6 Hansard Transcript 2015. Senate Economics References Committee Corporate Tax Avoidance Inquiry 1 July 2015.  
Page 54 
7 Please see Attachment A for further discussion. 
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December financial year ends, these rules would have applied to these companies from 1 
January 2014. 
 
As noted during the recent hearings, the above approach to transfer pricing has been 
adopted by the companies appearing before the Senate Committee, and is in accordance 
with best practice under the Australian transfer pricing rules and OECD Guidelines. This 
approach is applied consistently by many of the OECD member countries, including the 
United States and the United Kingdom in relation to transfer pricing in the pharmaceutical 
sector. 
 
Advance Pricing Arrangements (APAs) 
 
An APA allows a taxpayer to reach an agreement with a tax authority around its prospective 
transfer pricing arrangements for a prescribed period of time, therefore providing certainty 
over its future transfer pricing position. An APA can take many forms and may be unilateral 
(with one tax authority), bilateral (two tax authorities), or multilateral (more than two tax 
authorities) in nature.   
 
Companies typically ensure compliance with the Australian transfer pricing rules through 
various measures. This may include entering into APAs with the ATO or by working with the 
ATO during their regular post lodgement reviews of their transfer pricing affairs (eg as occurs 
during ATO Risk Reviews or Tax Audits). In the past, the ATO has entered into APAs with 
Australian pharmaceutical distributors where transfer pricing arrangements have been 
agreed based on the local entity achieving a level of profitability relative to the functions 
performed, assets owned and risks assumed. As disclosed during the hearing, four of the 
nine companies appearing before the Senate Committee either have or have had APAs with 
the ATO, thereby demonstrating a cooperative relationship with the ATO and their 
compliance with Australian transfer pricing rules. 
 
For completeness, we note that all of the Medicines Australia members that appeared before 
the Senate Committee reiterated in their submissions and testimony their compliance with 
the Australian transfer pricing rules and OECD Guidelines. Almost all of them have been 
reviewed by the ATO in some form in recent years (or are presently being reviewed) for 
compliance with the transfer pricing provisions. 
 
Application of transfer pricing rules in practice - A focus on profit, not price 
 
Transfer prices are typically not set based specifically on the cost of production. Instead, 
transfer prices are often determined based on the level of profit, not price to be achieved 
relative to the functions performed by the Australian business (typically a distributor in the 
case of the pharmaceutical supply chain). There are many other value adding functions 
which are performed and risks taken by non-Australian entities including R&D, 
manufacturing of the active pharmaceutical ingredients and secondary manufacturing which 
also need to be rewarded with an arm’s length return. 
 
The focus on the level of profit achieved in Australia was further supported by 
representatives of the ATO, who mentioned during the hearing that they “do not look at the 
sale price of the drug in various other countries, because we are not pricing the drug. … we 
are pricing the functions, assets and risks in Australia”.8 Further, the ATO also confirmed 
that it is “trying to get all of the pharma companies, and have got them, more or less into a 
range of four to eight per cent, as an EBIT ratio….as a percentage of their sales. That is the 
sort of range that you would typically see an arm’s length distributor operate at”.9 

8 Page 53 of the Senate Committee hearing transcript. 
9 Page 48 of the Senate Committee hearing transcript. 
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Due to the complexities of transfer pricing and the “arms-length” principle, there has been an 
understandable level of confusion on how prices and profit are reached locally and what a 
company’s knowledge of the price paid for the same product in another country would be. 
Under the arm’s length principle, a multinational company, such as a pharmaceutical 
business, must compare and base its level of profit on another, independent comparable 
business.  
 
In determining a fair transfer price, a company cannot make the comparison using another 
overseas entity owned by the same parent company; it also cannot compare the product 
price or profit to that of another Australian-based entity of the same multinational parent 
company. As a result, it would not be expected for a local executive in the Australian 
business to have full knowledge of such.  
 
The Pharmaceutical Benefits Scheme (PBS) is not a corporate subsidy scheme 
 
A reference to the pricing of drugs under the PBS by itself is independent to the pricing 
charged to the Australian companies by their offshore related parties. The PBS merely sets 
the price the Australian Government is willing to pay pharmaceutical companies for bringing 
their innovative drugs into the Australian market place. Separate to the PBS pricing, the 
transfer pricing rules and taxation policy more generally, ensure that, irrespective of the PBS 
price, the Australian company returns a profit that is an appropriate return for their 
distribution activities undertaken in Australia. 
 
Due to some commentary during the Senate hearing, there is a need to clarify who and what 
is subsidised in the supply of an innovative medicine. Developing, trialling, obtaining 
regulatory approval and distributing innovative medicines is an expensive process, with an 
estimated cost of $2.6 billion per new medicine10. The Australian Government subsidises the 
cost to patients through the PBS, which means patients pay a small fraction of the real cost 
of each medicine. Medicines are made available to patients through the PBS which involves 
a rigorous approvals and listing process to first prove that the medicine is safe, effective and 
that the treatment is cost effective. This process has ensured that Australians pay some of 
the lowest prices in the world for new medicines, whilst ensuring value for money for the 
Government. 
 
Domestic tax policies influence international R&D decisions 
 
The level of profit in Australia is directly related to the functions performed by the Australian 
businesses. The amount of corporate tax that can be raised in Australia from pharmaceutical 
companies is therefore related to the scale of activities undertaken by these companies in 
Australia. Accordingly, industry and innovation policy settings that encourage more 
advanced manufacturing and research and development in Australia will generate more 
jobs, more profits and more corporate taxes. 
 
With globally competitive policy settings, the research-based medicines industry has the 
potential to be one of the key innovative industries for Australia’s future. The next decade will 
provide enormous opportunities, with the Asia Pacific region set to drive huge demand for 
medicines. Australia is uniquely placed to meet this demand. We are strategically located, 
with a highly-skilled workforce and a long-standing reputation for developing and 
manufacturing safe, high-quality medicines and vaccines.  
 

10 Tufts Center 2014. Cost of Developing a New Drug. 
http://csdd.tufts.edu/news/complete_story/pr_tufts_csdd_2014_cost_study  
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Local R&D has not only facilitated and enabled the development and commercialisation of 
important Australian discoveries, such as the human papillomavirus vaccine for cervical 
cancer, but also brought high quality medicines and vaccines to consumers around the 
world. 
 
There are more than 12,000 new medicines11 and vaccines in development globally; more 
than 1,000 by the five largest Medicines Australia members. These numbers reflect a 
significant opportunity for further expansion of our industry’s medical R&D activity in the 
short to medium term. However, this expansion depends on Australia distinguishing itself as 
a desirable and genuinely competitive location in which to perform such research, to attract 
the investment away from other countries in which these innovative companies can also 
operate. 
 
The Australian innovative medicines industry is sensitive to any further policy changes that 
would negatively affect the current business environment, and changes to the tax policy 
settings can have a big impact on the level of investment in R&D. There are several 
challenges facing the industry that are making it more difficult to achieve this aforementioned 
potential growth. In fact, the local industry has been in decline now for a number of years12.  
 

• The number of new clinical trials launched in Australia has dropped sharply, by 20% 
since 2007.  

• Australian pharmaceutical exports (recently the country’s leading manufactured 
exports) plummeted by nearly a third from $4.3 billion (2012) to $2.9 billion (2014).  

• Eight pharmaceutical manufacturing plants have either closed or been significantly 
downsized since 2007.  

• Since 2007, as many as 2,500 jobs have been lost across the Australian 
pharmaceutical industry.  

 
Medicines Australia welcomed the R&D tax incentive. It encouraged further investment in 
R&D whilst also supressing a company’s effective tax rate. Although this incentive was 
positive support for increased investment, changes to its application have directly 
undermined Australia’s reputation as a stable and predictable business environment and will 
impact our ability to attract R&D investment in the future.  
 
Conclusion 
 
Medicines Australia member companies view and undertake their tax, legal and community 
obligations with the utmost care, diligence and responsibility. The innovative pharmaceutical 
industry focuses on creating medicines that improve the health and quality of life of 
Australians. The fourteen thousand-plus employees in Australia’s innovative medicines 
industry take great pride in the work that is undertaken to provide advanced treatments to 
patients. 
 
Our member companies have been, and remain, valuable and ethical contributors to the 
Australian economy and way of life, by creating medicines, vaccines, jobs, research and 
investment which all provide enormous benefits to the community. To support this, 
Medicines Australia’s Code of Conduct sets the standards for the ethical marketing and 
promotion of prescription pharmaceutical products in Australia. It complements the 
legislation requirements of the Therapeutic Goods Regulations and the Therapeutic Goods 
Act. Code provisions include standards for appropriate advertising, the behaviour of medical 
representatives and relationships with healthcare professionals. Medicines Australia’s Code 

11 Citeline Pharma R&D Annual Review 2015 https://citeline.com/wp-
content/uploads/2015/02/CITIF_RD_AnnualReview_031715.pdf  
12 Medicines Australia 2015 Facts Book 4. 
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of Conduct, which was established in 1960, has been revised and authorised by the ACCC 
on a regular basis. Developing new medicines is expensive, challenging and uncertain and 
our members take their responsibility to provide good value for money to government, 
taxpayers and patients very seriously. 
 
Medicines Australia would like to reiterate that it supports a transparent tax system which 
ensures that public confidence is maintained. We respect the responsibility of Senators and 
Members of Parliament to set laws and determine what is appropriate, fair and just in our 
taxation system.  It is the responsibility of the community, including business, to always 
adhere to those laws. 
 
Medicines Australia agrees with many others that the review of taxation must be in the 
context of an increasingly global business and trade environment and the best way to 
address this is through a multinational framework such as the OECD. 
 
A competitive tax system and stable policy setting is vital for Australia to attract more 
investment into the various stages of research and development, clinical trials, access to 
medicines in Australia, more jobs and to capitalise on potential growth in export markets, all 
resulting in increased economic activity, productivity and ultimately, higher tax revenues. If 
unilateral action is taken on tax policy, there is significant risk to the long term viability of the 
pharmaceutical industry in Australia. 
 
Thank you for your consideration of our submission. 
 
Yours sincerely 
 

 
 
Tim James 
CEO 
Medicines Australia 
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Attachment A 
 
 
Background to Australia's Transfer Pricing rules & OECD Guidelines  
 
Australia’s transfer pricing rules are contained in Subdivisions 815-B, C and D of the Income 
Tax Assessment Act 1997 (the ‘transfer pricing rules’). These transfer pricing rules were 
enacted by the Taxation Laws Amendment (Countering Tax Avoidance and Multinational 
Profit Shifting) Bill 2013. As outlined in the Explanatory Memorandum13 to the bill, the 
purpose of the new rules were to ensure that the application of the arm's length principle in 
Australia's domestic transfer pricing rules is aligned with international transfer pricing 
standards, especially those of Australia's major investment partners. Furthermore, the 
Australian transfer pricing rules stipulated that the legislation must be applied in a way which 
best achieves consistency with the OECD Transfer Pricing Guidelines for Multinational 
Enterprises and Tax Administrations (the 'OECD Guidelines'), and any other documents or 
parts of a document prescribed by the regulations.  
 
Australia's transfer pricing rules  

As specified by the ATO: 

“The purpose of Australia's transfer pricing rules is to ensure that for tax purposes taxpayers 
price their international related party dealings as truly independent parties would have done 
in the same situation. This is known as the arm's length principle.  
 
The Organisation for Economic Co-operation and Development (OECD) and its members 
have recognised the significance of transfer pricing and agreed that the arm's length 
principle is the international transfer pricing standard that should be used for tax purposes. 
The arm's length principle uses the behaviour of independent parties as a guide or 
benchmark to determine the arm's length consideration or profits in relation to international 
related party dealings.  
 
The Australian Taxation Office (ATO) must ensure that businesses operating in Australia 
declare a level of income from their international related party dealings1 which is 
commensurate with the activities carried out in Australia, the assets used, and the risks 
assumed by the taxpayer. The ATO maintains an extensive transfer pricing program that 
involves a mixture of education and enforcement activities. The APA Program is part of the 
ATO's balanced program of advice and assurance.”14 
 
These new rules were applicable for income tax years beginning on or after 29 June 2013. 
Given that most of the companies which appeared before the Senate Committee have 31 
December financial year ends, these rules would have applied to these companies as from 1 
January 2014. 
 
The arm's length principle  
 
Fundamental to the application of the Australian transfer pricing rules and the OECD 
Guidelines is the arm's length principle. This principle dictates that prices paid between 
related parties should be similar to what would have been agreed between independent 
parties in same or similar circumstances. Underpinning the arm's length principle is the 

13 Refer paragraph 2.5 of the Explanatory Memorandum to the Tax Laws Amendment (Countering Tax Avoidance and 
Multinational Profit Shifting) Bill 2013 
14 ATO 2015. Practice Statement Law Administration. PS LA 2011/1 ATO’s Advance Pricing Arrangement Program. 
http://law.ato.gov.au/atolaw/view.htm?docid=PSR/PS20111/NAT/ATO/00001  
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concept of economic activity and reward, meaning that the return earned by a party should 
be commensurate with its functions performed, assets owned and risks assumed. This 
concept is in line with the OECD's recent Base Erosion and Profit Shifting (BEPS) Project, 
which aims to ensure that profits are taxed where economic activities generate the profits 
are performed and where value is created.  
 
For any transfer pricing study a detailed analysis of the value chain of a multinational 
business is required, including an understanding of which entity(ies) perform each function, 
the relative value created by each function and the commensurate level of profit for each 
activity. This analysis is not only applicable to entities within the pharmaceutical industry, but 
is fundamental to every single transfer pricing analysis undertaken by taxpayers, regardless 
of their industry.  
 
It is also important to note that the transfer pricing rules previously existing in Australia were 
also fundamentally based on the arm's length principle. However, following a number of 
court cases which addressed the operation of the law, these rules were changed to clarify15 
the interpretation and the operation of the existing law. In other words, the new law was 
introduced to ensure that transfer pricing is interpreted and applied in a manner which is 
consistent with OECD Guidance on the application of the arm’s length principle16. 
 
The concept of independent third parties is the cornerstone of the arm’s length principle. The 
application of the arm’s length principle at a profit margin level requires a comparison of the 
profits made by independent companies in comparable circumstances. The pharmaceutical 
companies who appeared before the senate inquiry met this requirement, which was 
confirmed by representatives of the ATO during the hearing.17Reference to the cost of 
production, in isolation, is largely an irrelevant consideration in the context of determining a 
fair transfer price. 
 
Application of transfer pricing rules in practice  
 
Based on the above rules, the application of the arm's length principle requires a comparison 
of a price or a profit margin in a related party transaction to a price or a profit margin earned 
on a comparable transaction between independent parties. In practice under the Australian 
transfer pricing rules and the OECD Guidelines a transfer pricing analysis often involves 
determining the return (i.e., profit) which would be earned by the local Australian business 
with reference to the profitability of independent companies performing comparable functions 
(e.g., distribution, contract R&D, contract manufacturing) in similar markets. This approach 
has been clarified under the Australian transfer pricing rules and is consistent with the 
change from the previous rules under Division 13 of the Income Tax Assessment Act 1936 
which focused purely on the 'price' for goods and services (as also interpreted by the 
Australian Courts18) to a consideration of 'arm's length conditions' which (as per paragraph 
3.43 of the Explanatory Memorandum) extends beyond just price and can include the 
margin of profits earned or a division of profits between entities. Indeed, it goes without 
saying that the greater the level of functional intensity of an entity (e.g., creation and 
management of intellectual property) the greater its contribution to the value chain and 
therefore the higher its level of commensurate profit.   
 

15 Refer Para 1.39 of the Explanatory Memorandum to Tax Laws Amendment (Cross-Border Transfer Pricing) Bill (No. 1) 2012, 
and the second reading speech by the Assistant Treasurer the Hon. David Bradbury, MP 
16 Please see Attachment A for further discussion. 
17 Page 55 of the transcript, where the ATO confirmed that one would not compare “what the companies pay for the same 
product in other jurisdictions compared to what they are transferring it into this country for…..because they are not independent 
transactions either. Also, a distributor-marketer in America has completely different market conditions to a distributor-marketer 
in Australia, so getting a price on an American distributor-marketer is [of] very little help in pricing the transaction here”.   
18 Commissioner of Taxation v SNF Australia Pty Ltd [2011] FCAFC 74, 82 ATR 680 
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Therefore, transfer prices are typically not set based specifically on the cost of production. 
Instead, transfer prices are often determined with reference to the level of profit to be 
achieved based on the functions performed by the Australian business (typically a distributor 
in the case of the pharmaceutical supply chain) compared to what comparable independent 
companies earn performing similar functions in same or similar circumstances. There are 
many other value adding functions which are performed and risks taken by non-Australian 
entities including R&D, manufacturing of the active pharmaceutical ingredients and 
secondary manufacturing which also need to be rewarded with an arm’s length return. 
 
The concept of using the outcomes of independent third parties is the cornerstone of the 
arm’s length principle. The application of the arm’s length principle at a profit margin level 
requires a comparison of the profits made by independent companies in comparable 
circumstances. It is important to note that in order to be independent, comparable 
companies used to determine the level of profit cannot be either: (i) local Australian entities 
that are also part of their own multinational group (as inferred by the Senate Committee), or 
(ii) overseas entities within the same multinational group performing similar functions in other 
jurisdictions (i.e. prices paid by overseas entities are not arm’s length for these purposes and 
hence this information is not something local entities would seek to know to comply with 
these rules). This view was also confirmed by representatives of the ATO during the 
hearing.19 As a result, reference to the cost of production, in isolation, is largely an irrelevant 
consideration in the context of determining a fair transfer price, nor would it be expected for 
a local executive of an Australian business to have knowledge of competitor pricing in the 
foreign markets.  
 
 
 
 

19 Page 55 of the transcript, where the ATO confirmed that one would not compare “what the companies pay for the same 
product in other jurisdictions compared to what they are transferring it into this country for…..because they are not independent 
transactions either. Also, a distributor-marketer in America has completely different market conditions to a distributor-marketer 
in Australia, so getting a price on an American distributor-marketer is [of] very little help in pricing the transaction here”.   
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