SUBMISSION TO THE SENATE ECONOMICS LEGISLATION COMMITTEE INQUIRY INTO THE TAXATION LAWS AMENDMENT (RESEARCH AND DEVELOPMENT) BILL 2001

Introduction
Pfizer Pty. Limited appreciates the opportunity to comment on Taxation Laws Amendment (Research and Development) Bill 2001. 

We welcome government proposals to use tax incentives to encourage innovation in Australia in the form of research and development incentives.  Tax is one of a number of important factors that contribute to the decision where to invest in R&D in this increasingly competitive global market.

It is Pfizer’s hope that the information contained herein may be of assistance in understanding what factors are necessary to attract further investment from an industry that principally survives on research and development, the Pharmaceutical Industry.
,

The World’s #1 Investor in Pharmaceutical

 Research and Development is Pfizer
Pfizer is the world’s leading research-based pharmaceutical company with a presence in more than 120 countries and the industry’s premier portfolio of pharmaceutical products. In 2001, Pfizer will invest approximately $US5 billion in global research and development, funding new and current research projects.   This figure represents nearly 17 percent of last year’s revenue which is more than twice than that spent by Pfizer’s main competitor, Merck & Company (see Figure 1.) Pfizer has a proactive strategy of seeking projects for investment and partnering with other corporations, institutions and scientists who are leaders in their respective fields. 

Figure 1.

	Research and Development

Global expenditures of 15 pharmaceutical companies

                                          2000/ R&D          % change  

                                   expenditure          from

Company                           (US$billions)        1999

	Pfizer
	$4.44
	    9.9%

	GlaxoSmithKline
	  3.84
	    10.5

	Aventis
	  3.20
	    10.4

	Johnson &Johnson
	  2.93
	    12.5

	AstraZeneca
	  2.89
	   (1.0)

	Novartis
	  2.76
	    9.7

	Pharmacia
	  2.75
	   (2.2)

	Merck & Company
	  2.34
	    13.3

	Hoffmann- La Roche
	  2.34
	    4.4

	Bayer
	  2.19
	    11.3

	Eli Lilly
	  2.02
	    13.2

	Bristol-Myers Squibb
	  1.94
	    10.2

	American Home Products
	  1.69
	    6.3

	Abbott
	  1.35
	    13.2

	Schering-Plough
	  1.33
	    11.9


Pfizer commenced operations in Australia 45 years ago and Parke Davis, a company recently acquired by Pfizer through a merger with Warner Lambert has been operating in Australia for 115 years. In total, Pfizer employs around 1,200 people throughout  Australia. 

Assisting in Pfizer’s global mission is the Australian arm of the Global Research and Development Division, Australian Clinical Research (Ausclin). Our researchers are continually searching for scientific and technological breakthroughs that may benefit Pfizer’s commitment to discovering the cures and treatments of tomorrow. 

Between 2000 and 2005, Pfizer has committed to invest more than $A80 million in research and development in Australia alone. This includes $A25 million on collaborative ventures with Australian scientists in universities, hospitals and research institutes.  These collaborative programs span a wide range of research interests, from diseases such as osteoporosis, diabetes, arthritis, heart disease, wound healing and migraine, to studies that support the clinical development of new compounds. 

Pfizer is currently conducting more than 36 studies involving patients worldwide. Investigator initiated studies, where doctors are provided with drug compounds for private research or funding to conduct the research, are among the many programs operating in Australia. This contribution by Pfizer to the development and support of Australian research scientists is a significant key to the future of medical research in this country. 

Proposed Amendments to the Australian Taxation Laws

Taxation Laws Amendment (Research and Development) Bill 2001
“What is the Australian government seeking to encourage?”

Pfizer applauds the efforts of the Australian government in its efforts to facilitate and promote an increase in research and development activities through the proposed amendments to the Research and Development Bill 2001.  Unfortunately, the proposed amendments provide little or no incentive to Pfizer to increase its local activities.

It is our understanding that there are material economic benefits to be derived for the nation both from the creation of R&D jobs on the ground and from the ownership of intellectual property within the Australian tax net.  We believe it is desirable to encourage both of these activities, however we offer the following recommendations:

The requirements that the intellectual property (IP) must be located in Australia in order for expenditure to qualify for the tax concessions be removed.  As indicated above, the existence of R&D activity on the ground in Australia is in itself of great value.  Many companies, like Pfizer, structure their intellectual property ownership in such a way that it is all grouped in one country, frequently the home country, and a requirement to locate intellectual property in Australia would eliminate the utility of the proposed structure in many circumstances.  The usual tax transfer pricing rules ensure that in cases where IP is owned outside of Australia, the Australian economy gains appropriate reward for the work performed in Australia.

As the essential tax incentive is governed principally by section 73B of the Income Tax Assessment Act 1936, it necessitates that in order for a company to be eligible to claim the tax incentive for research and development activity, the activity must be carried out "by or on behalf of" the claimant company.   Thus the company must bear the financial risk of the activities, have effective control over the direction of the activities and possess ownership of the results of the activities. Pfizer does not fall into this category as the majority of research and development undertaken by Pfizer Pty Ltd does not meet this tax concession criteria because it does not have ownership of the results of the research and development activities it undertakes in Australia. This result is due mainly to the principle that the majority of intellectual property and control of the commercial use of the research and development therewith resides with our parent company, Pfizer Inc.  In order that the proposed Taxation Law Amendments 2001, currently before the Senate, be relevant to and have a positive impact on Pfizer in Australia, and similarly situated companies, the eligibility restriction as outlined above would need to be modified.

In addition to the above, the amendments that allow companies to claim a deduction of 175% have as a component, expenditure in the prior three years. This would be of little benefit to a company like Pfizer in situations where the prior 3 year’s expenditure is low due to the above eligibility restriction.

Although some companies may be eligible to benefit from the proposed amendment to the Research and Development Bill, Pfizer contends that there are a number of initiatives, which if accepted by government, would attract significant investment dollars for research and development activities.

International trends in the pharmaceutical industry appear to be favouring investment in other jurisdictions, most notably in the US.  As such, Pfizer offers to the Senate, by way of example, a number of initiatives outlined below that have led and are leading towards further investment in other jurisdictions. 

The Cost of Research and Development

“Understanding the Risks”
Research and development of new drugs is costly, time-consuming, and high risk.  Companies now spend, on average, 15 years to develop a new drug that is safe and effective, compared to around 8 years in the 1960’s.  The cost to bring a drug from discovery to final market approval has been rising steadily over the past two decades and latest independent estimates suggest the average cost now exceeds $US800 million per compound.
 Only one in 10,000 compounds that enter pre-clinical testing makes it to human testing and is approved for market.
  Only three in ten approved drugs make more money than the average drug development costs. The average new drug application for a novel prescription medicine now involves around 70 clinical trials and some 4,000 patients, more than double the equivalent numbers for like submissions in the early 1980’s.
  

In its 2001 Report on Stimulating Creativity and Innovation in Europe, UNICE
 had the following advice to the EU institutions and European governments:

“It is the activities of individual companies and clusters of companies that determine the level of innovation in any economy. A number of factors influence the ability of companies to innovate. Governments and public institutions affect most of them.  Through their actions, governments play a major role in constructing an environment that can encourage innovation by companies. This includes the establishment of a stable macro-economic framework that provides managers, entrepreneurs and employees with the predicability needed to support long-term investments in innovation.”

In March 2001, the UK government’s Pharmaceutical Industry Competitiveness Task Force noted that the conditions required “for the [UK] industry to retain its competitive position are changing in the face of significant shifts in the global business environment” and as a result companies are taking a much closer look at “the attractiveness of local market conditions, operational costs and taxation rates.”  

Tax policy is important to a global company like Pfizer, however, it is only one of a number of important factors for gauging the underlying conditions that make a market attractive to pharmaceutical R&D investment.  

In this regard, we respectfully draw the attention of the Committee to the fact that there is a model for Australia with regard to the kinds of incentives that would ensure “the predicability needed to support long-term investments in [pharmaceutical] innovation” in this country.
  That model is the US, whose research-based industry leads the world in new drug research and development.  The US is the largest single location for pharmaceutical research and development, with around 36 percent of pharmaceutical R&D conducted by companies worldwide undertaken there.
  

A recent report prepared for the Directorate-General Enterprise of the EU Commission on global competitiveness in pharmaceuticals
 notes “that the relative position of the US as a locus of innovation has increased over the past decade compared to Europe.”
  Examining evidence on the geographical location of R&D laboratories within the industry by means of patent data, the report states that both “in traditional pharmaceuticals and in biotechnology, the share of patents by US investors has increased in the 1990s compared to the 1980s,” and vis-à-vis an examination of patent counts, “the US dominance is stronger both in pharmaceuticals and in biotechnology.”
  

US companies, according to the report, “gained a clear and growing leadership in terms of the sales generated by [NCEs
] launched on the market place,” and “the portfolio of products held by the European multinationals tends to be older than that of the US firms,” suggesting “differences in productivity in recent years.”

The US International Trade Commission (ITC) in its 1999 Review of Global Competitiveness in the Pharmaceutical Industry
 noted that a more “research-friendly” environment “is considered to have helped the US in the relatively robust growth in the number of NCEs approved over the past 20 years, and it could explain why the US has an increasingly larger share of the total NCEs approved,”
 in contrast with the decreasing portion of approved items from European pharmaceutical firms, which “[i]t has been argued … have not been able to keep pace with development of new drugs because of diminishing R&D investment.”

Overall, the ITC concluded, “the US pharmaceutical industry seems to enjoy a domestic environment conducive to researching and developing drugs, protecting its intellectual property, and obtaining regulatory approval to market its products.  There is also a strong trend in the United States to invest those profits in new R&D.” 
  The US environment is particularly conducive to innovation with a patent system effective in protecting the interests of innovative pharmaceutical companies, a regulatory regime improved throughout the 1990s, and the ability for companies to set a reasonable price for their products and recoup R&D costs, thereby providing profits for future R&D. 

US Overview

R&D Leadership

Between 1975 and 1994, 45 percent of 152 major global drugs originated in the US.
  Additionally, between 1985 and 1999, 44 percent of new medicines reaching international status, that is a new molecular entity that has been introduced in the US, Japan and at least three of the five major European markets, originated in the United States.
  Of the top ten pharmaceutical companies, based on worldwide sales in 1997, six were based in the US.

With respect to biotechnology, US companies lead in patenting innovations by a wide margin, accounting for 122 of the 150 genetic engineering healthcare patents issued by the US Patent and Trademark Office in 1995.
  The US, the ITC reports, “is widely considered the world leader in the biotech industry,” with around 65 percent of worldwide patents on biopharmaceutical products held by US companies, a success attributed to “the availability of funds, an environment conducive to an entrepreneurial spirit in scientific areas, and the relatively efficient review process of the FDA.”
 

Research Spending

The Pharmaceutical Research and Manufacturers of America (PhRMA) estimates that in 2001 its research-based pharmaceutical member companies will invest some $US30.5 billion in R&D, an increase of 18.7 percent on figures for the year 2000, and more than three times the investment in 1990.
  Of this total, $23.6 billion will be spent within the US and $6.8 billion abroad.  

The pharmaceutical industry invests a higher percentage of sales revenue than other US industries, including high technology industries.  The percentage of sales earmarked for R&D rose from 11.4 percent in 1970 to 17.4 percent in 1999, and is expected to reach 18.5 percent this year.  PhRMA’s Annual Surveys show consistent growth in R&D expenditures as a percentage of sales, averaging 11.23 percent in the 1970s, 14.95 percent in the 1980s, and 18.64 percent in the 1990s.
  This compares with the average ratio of research to sales for all US industries, excluding “drugs and medicine,” of 3.9 percent for the year 2000.
  Total company-financed R&D for human-use pharmaceuticals amounted to some $US15.1 billion in 1997, $US16.99 billion in 1998, $US18.7 billion in 1999, and $US19.6 billion in 2000, with $US23.3 billion projected for 2001.
  

Research Targets

In 2001, around $US7.3 billion will be spent on products to treat diseases affecting the central nervous system and sensory organs, including Alzheimer’s Disease, schizophrenia, depression, epilepsy, and Parkinson’s Disease; and $US7.4 billion will be spent on products affecting neoplasms, the endocrine system, and metabolic diseases including cancer, osteoporosis and diabetes.  Other major research targets include cardiovascular disease ($US3.9 billion), parasitic and infectious diseases ($US4.1 billion), and respiratory diseases ($1.3 billion).

Contributing Factors:  

Why the US leads as a supportive site for R&D
Intellectual Property Protection

The protection of intellectual property rights lies at the foundations of R&D investment in the pharmaceutical industry.  In the absence of that protection, margins on pharmaceutical products and the incentives for R&D investment would decline. “Some evidence suggests that 65 percent of pharmaceutical products would not have been introduced and 60 percent would not have been developed without adequate patent protection”.

An OECD background note
 prepared for a working party on competition and regulation issues in the pharmaceutical industry included the following quote:

“Without patent protection there would be no marketing exclusivity and competitors would immediately enter any market with a successful product, driving price down eventually to the marginal production costs. Future R&D would never take place because there would be no way for firms to earn a yield on those investments in developing intellectual property. Patent laws, however, entail societal cost, for protection of intellectual property raises the cost of diffusion of knowledge and makes innovations prohibitively expensive for some who would benefit from its use. Patent protection can be seen as a trade-off between present and future gains. At any point in time uninhibited diffusion of knowledge will confer short-term benefits to some. But their gain, if realised will deprive those who originated the knowledge of the return on their intellectual investment and destroy any incentive for future such investments. Striking the right balance is a critical societal goal”. Schweitzer (1997), p196.

In the US, the patent term is 20 years from the date of filing.  Patent term restoration of up to 5 years is also provided for pharmaceuticals to compensate for the time lost to the FDA new drug review and approval process.  

The patent term restoration provided to US industry served as the impetus within the EU to provide an equivalent competitive edge to European industry, in the form of the Supplementary Protection Certificate (SPC) for extending the term of effective patent protection.  Japan has also followed suit with its own version of patent restoration.

The Australian government should be credited for creating similar patent protections to those described above including extended patent terms.  However, the low prices which the Australian government pays for pharmaceuticals, as evidenced by the recent Productivity Commission Report into international pharmaceutical prices differences, including benchmarking prices to non-patented products, does very little to acknowledge and reward innovation.

Data Protection/Exclusivity

The law establishing patent term restoration in the US also provided a term of protection against a second applicant for the safety and effectiveness data contained in a new drug application.  Data supporting the approval for marketing of a new chemical entity is protected for a 5-year period, and data supporting a new indication for an approved product receives 3 years of protection.  This term of protection is independent of the term of patent protection and is available even if the product is off-patent.

This means that the FDA cannot reference the data developed at great cost and submitted by the originator to support marketing approval.  A second applicant is not denied market access but must develop its own data to support its marketing approval application.

Data protection exists in the EU as well.  All products that receive marketing approval under the centralised European marketing procedure receive 10 years of protection.  Products approved under the decentralised European procedure receive up to 6 years of protection. A pending legislative proposal would harmonise the period of protection at 10 years for all products.

Government-Industry Cooperation

The 1980 Bayh-Dole and the 1986 Federal Technology Transfer Acts encourage technological competitiveness through speedy transfer of basic research conducted at public expense to the private sector.  In the pharmaceutical sector, Cooperative Research and Development Agreements (CRADAs) facilitate technology transfer whereby a company obtains an exclusive license to the innovation in exchange for developing the innovation into a final product.   The government is usually compensated for early research of a CRADA product through a negotiated royalty.  

The US National Institutes of Health (NIH) and industry play a vital and complementary role in biomedical innovation.  According to the NIH, public-private collaboration is a critical component of NIH core research efforts, and CRADAs “significantly advance biomedical research by allowing the exchange and use of experimental compounds, proprietary research materials, reagents, scientific advice, and private financial resources between government and industry scientists.
  NIH is currently engaged in 325 CRADAs.  

The pharmaceutical industry currently outspends the NIH on biomedical R&D by around $9 billion (industry and NIH figures for 2000 were $26.4 and $17.8 billion respectively).  Throughout the 1980’s, industry was the source of 181 of 196 new drugs approved by FDA, academia the source of 7, and government the source of only  2.
  

Improved Regulatory Environment

In the 1990s, several strategies were implemented to improve the federal Food and Drug Administration’s (FDA) review and approval times of new drugs.  The ITC had found that the time taken by the approval process reduced the effective patent life of a new drug and this reduced period of exclusivity subsequently reduced the amount of time available to recover funds invested in R&D.
 The Prescription Drug User Fee Act of 1992 (PDUFA) helped establish a new framework for accelerated approval times and set a number of FDA performance goals for accelerated approval of drugs.  In exchange for the improved regulatory environment, industry agreed to user fees to fund FDA’s work.

PDUFA produced dramatic results:

· In 1992, the mean approval time for a New Drug Application (NDA) was 29.2 months - by 1996, for drugs for which user fees were paid, the mean approval time for an NDA was cut in half to 15.5 months

· In 1992, the FDA approved 26 New Molecular Entities (NMEs) - by 1996, the agency approved more than twice that figure (53 NMEs) and 9 new biologics compared to 6 in 1992.

The FDA Modernization Act (FDAMA) of 1997 further improved the regulatory environment, re-authorising the PDUFA for a further five years.  For the first time, FDA was given a codified Mission “to promote public health by the timely review of applications for new products and to protect public health by ensuring the regulated products are safe, effective, and properly labeled.”
 

FDAMA also provided an additional six months of patent exclusivity for drugs requiring further review for paediatric applications and a fast track approval process for drugs intended to treat patients with serious illnesses that do not have satisfactory alternatives.  Among other provisions, FDAMA also reduced the size and burden of investigational new drug applications, outlined when abbreviated reports can be submitted in place of full reports for clinical and non-clinical studies in an NDA, and authorised the use of outside experts to improve review times.  

The Orphan Drug Act, first enacted in 1983 and made permanent in 1997, provides essential incentives to make the development of orphan drugs commercially feasible by providing a seven-year market exclusivity period following approval, and providing a 50 percent tax credit for certain clinical research expenses in orphan product development. 

Market Driven Competition

In its report for 2000, the European pharmaceutical industry association (EFPIA) found that a major reason for the growing competitive disadvantage suffered by European vis-à-vis US industry was that: 

“…over the past years, there have been major differences in health care system developments between the US and Europe. The US pharmaceutical market has demonstrated that competitive market forces can drive research & development by providing the necessary rewards for innovation.  Conversely, European health care systems are marked by fragmentation, a growing tendency for more and more interference with market forces, a forever-changing regulatory framework, and, in particular, a lack of predictability for companies who are preparing their strategic plan for the medium and long term.”

In the US, companies are free to set the prices for their products based on market driven competition.  A debate about possible price controls on drugs in the early years of the Clinton Administration prompted a letter to the President opposing price controls signed by 500 leading US economists.  R&D spending by the industry also dipped during this period, demonstrating the close relationship between constraints on pricing and the propensity to invest in new research. 

Taxation:  R&D Credits

The Bush Administration intends to make permanent the Research and Experimentation Tax Credit, enacted in 1981 and currently providing companies with a 20 percent tax credit for incremental R&D expenditures, with the goal of further spurring sustained, long-term investment in R&D in critical technologies.  This credit, according to PhRMA, has provided “a critical and proven incentive for companies to increase their investment in US-based research and development,” and “because the credit is targeted primarily at salaries and wages related to direct US R&D activities, it provides an effective incentive for companies to create and sustain valuable new high-skilled jobs for American workers.”
  

A 1995 Congressional Research Service study of all high-technology industries found that every dollar of tax benefit generates as much as one dollar of additional R&D spending in the short term, and as much as two dollars of long-term investment in R&D.

Australia’s Ability to Attract Investment in

 Pharmaceutical Research and Development

Legislation and, in particular, government policies are intended to and do have an effect on business activities. The general outline and financial impact statement of this particular bill indicated this specific point, “These amendments are designed to encourage investment in business R&D.” However, as mentioned, for Pfizer these particular amendments to the tax laws do not assist the government in attracting significant investors, like Pfizer, in increasing its R&D spending in Australia whereby local researchers, scientists and institutions would significantly benefit.

In addition to the international examples that facilitated substantial R&D investment by the Pharmaceutical Industry, Pfizer representatives with expertise in R&D investment, would be privileged to appear before the Senate Economics Legislation Committee inquiry on this matter to offer further explanation on policy and legislation that would lead to investment opportunities in research and development for Australia.
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