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Trans Pacific Partnership Agreement (TPPA) is a regional trade agreement involving 
12 countries, including New Zealand, which has the potential to significantly alter the 
domestic environment for health policy-making. One of the key concerns is the future 
of New Zealand’s Pharmaceutical Management Agency (PHARMAC), on which 
affordable access to medicines for New Zealanders hinges.  

Through the TPPA, the United States (US) is seeking to eliminate therapeutic 
reference pricing, introduce appeals processes for pharmaceutical companies to 
challenge formulary listing and pricing decisions, and introduce onerous disclosure 
and “transparency” provisions that facilitate industry involvement in decision-making 
around coverage and pricing of medicines (and medical devices).  

This editorial examines trends in pharmaceutical industry conduct and strategy over 
the past 15–20 years and argues that if the TPPA (based on the US proposals) is 
successfully prosecuted, it will contribute to adverse health outcomes by increasing 
costs and reducing access to affordable medicines for New Zealanders. This in turn 
can be expected to disproportionally affect disadvantaged population groups, 
including Māori and Pacific peoples.  

The Trans Pacific Partnership Agreement 

New Zealand is 1 of 12 countries engaged in the final stages of negotiations for a 
regional trade agreement, the Trans Pacific Partnership Agreement (TPPA). The 
TPPA could have wide-ranging ramifications for health policy, however little is 
known about it amongst medical practitioners in many countries, including New 
Zealand. 

Concerns have been expressed about many aspects of the TPPA which have the 
potential to significantly alter domestic environments for health policy-making in 
areas such as pharmaceutical policy, tobacco control, and alcohol and food policy.1,2 

In the New Zealand context, one of the key concerns is the future of PHARMAC, on 
which affordable access to medicines for New Zealanders hinges.3 

While the ramifications for health policy and programmes are significant, however, 
the negotiations are conducted under conditions of confidentiality, and draft texts are 
not available to the public. What little is known about the TPPA is derived mainly 
from leaked negotiating documents.  

In this editorial, we draw on leaked documents to outline the proposals that have been 
made for pharmaceuticals in the TPPA and the new privileges they would provide to 
the pharmaceutical industry. We place these extra privileges in the context of 
strategies that have been used by the pharmaceutical industry to increase its market 
share and extend its monopolies.  
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We argue that there are hidden dangers in allowing the industry any greater influence 
over New Zealand’s pharmaceutical policies, laws and programs. 

There are three main avenues through which the TPPA is likely to provide the 
pharmaceutical industry with extra privileges. 

• First, the US has proposed a suite of provisions for the intellectual property 
(IP) chapter for the TPPA4,5 that taken together, would expand patent 
protection and prolong monopolies for pharmaceutical companies. For 
example, these include proposals to mandate that countries will allow patents 
for new uses and methods of using a known product, even when there is no 
evidence of additional therapeutic benefit.  

Patents would have to be permitted for diagnostic and treatment methods. 
Countries would also have to extend the term of patents beyond the current 20 
years granted, to compensate for any delays in the process of issuing the patent 
or approving it for marketing. These and many more provisions proposed by 
the US would provide additional privileges beyond those provided by current 
New Zealand patent law, and would work together to delay the availability of 
generic medicines in New Zealand.6 

Recently leaked documents7 have shown that the US has continued to pursue 
these proposals despite the resistance of many of the other countries, including 
New Zealand.  

• The second way the TPPA would confer additional privileges on the 
pharmaceutical industry is through mandating procedural changes to 
pharmaceutical coverage programs, including New Zealand’s Pharmaceutical 
Management Agency (PHARMAC).  

PHARMAC’s autonomy, its strategies for procurement and price negotiation, 
and its careful evaluation of value for money make it highly effective in 
containing costs while maintaining access to essential medicines.3 

The very features that make PHARMAC effective make it a target for the big 
transnational pharmaceutical companies based in the US. The 2012 special 
301 watch report of the US Trade Representative cites US industry concerns 
over “the lack of transparency, fairness, and predictability of the PHARMAC 
pricing and reimbursement regime, as well as the negative aspects of the 
overall climate for innovative medicines in New Zealand”.8, p21  

The US negotiating objectives listed in the “fast track” (Trade Priorities Act) 
bill introduced into Congress in January 2014 include “the elimination of 
government measures such as price controls and reference pricing which deny 
full market access for US products”.9, p20 

US proposals for an annex to the transparency chapter of the TPPA10 endanger 
effective pricing strategies such as therapeutic reference pricing, provide new 
avenues for industry to appeal decisions and require additional disclosure of 
information and avenues for consultation and input by the industry.3,11 Even a 
less egregious set of provisions such as those in the Australia-US Free Trade 
Agreement could impinge significantly on PHARMAC’s decision-making 
autonomy and flexibility. 
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The US transparency chapter annex proposal would also institutionalise direct-
to-consumer advertising (DTCA) of pharmaceuticals via the internet. While 
this practice is currently legal in New Zealand, accepting such a provision 
would mean that New Zealand would not be able to change its laws in 
response to mounting evidence that the risks associated with DTCA outweigh 
the benefits.11 

• A third avenue for granting additional privileges to industry is via the highly 
controversial investor-state dispute settlement (ISDS) mechanism in the 
investment chapter of the TPPA. ISDS allows foreign corporations to sue 
governments for compensation (for awards that often amount to hundreds of 
millions of dollars) in international tribunals.  

A US pharmaceutical company, Eli Lilly, has launched such action against 
Canada after it revoked patents for two drugs, seeking $500 million Canadian 
dollars in compensation.12 Leaked text suggests that New Zealand has already 
agreed to the ISDS mechanism in the TPPA.13 

The way in which these three different mechanisms could work together in practice to 
promote the interests of the pharmaceutical industry is highly worrying. Increased IP 
protection means drugs would cost more for longer periods; changes to PHARMAC’s 
procedures proposed by the US would further erode its capacity to obtain value for 
money; and an ISDS mechanism applying to the IP and transparency chapters would 
provide new avenues to the industry to challenge decision making regarding patents, 
pricing and reimbursement. 

The challenge of escalating prescription drug costs at a time of increasing fiscal 
constraint has become a major concern to health care providers, a critical policy issue 
and a major focus of political debate. Future significant increase in medication costs, 
which is a likely outcome of a TPPA agreement based on the US proposals will 
contribute to significantly adverse health outcomes by reducing access and adherence 
to important medications; this can be expected to disproportionally affect 
disadvantaged population groups, including Maori and Pacific peoples.3 

What we have learnt about pharmaceutical industry strategy 

It is salutary to note that in the US drug spending is driven by brand-name drugs, 
which account for 20% of all prescriptions but 80% of all costs.14It is not surprising 
nor counterintuitive that the business model of the pharmaceutical industry, which 
seeks to maximise profits and returns to shareholders is often in direct conflict with 
public health interests and legal safeguards.  

Given the current state of affairs and the implications of the TPPA negotiations, we 
urge close attention to the lessons that have been learnt about pharmaceutical industry 
conduct over the past 15–20 years.  

We provide a (by no means exhaustive) list of concerns in relation to pharmaceutical 
industry strategy that should caution against allowing greater influence to be exerted 
by the pharmaceutical industry, a weakening of government drug monitoring and 
funding programmes, and changes to intellectual property law. These include: 
promotion of off-label prescribing(i.e. prescribing a drug for an indication outside of 
that for which it is licensed), reporting bias with unpublished negative findings and 
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misreported studies,15 medical ghost-writing (the practice of pharmaceutical 
companies secretly authoring journal articles published under the by-line of academic 
researchers)16 and evidence of increasing expenditure on promotion, to the extent that 
almost twice as much is spent on advertisement than in research and development.17 

Dr Peter Gotzsche (a physician and medical researcher with very high numerical 
literacy, and head of the Nordic Cochrane Centre) has recently published a book that 
draws on 20 years research to convincingly argue that the drug industry has corrupted 
the scientific process to play up the benefits and play down the harms of their drugs.18 
His is unfortunately not an outlier’s voice, as other books and peer-reviewed articles 
from eminent academics, including former editors of the New England Journal of 

Medicine, have consistently reached similar conclusions in the past 10 years.19,20 

Recent landmark legal cases by the US Department of Justice have highlighted the 
extent to which the largest drug companies have repeatedly and systematically 
engaged in illegal activities to promote drug sales. Common recent crimes include 
illegal marketing of medications for off-label uses, misrepresentation of research 
results, withholding data on harms, and Medicaid and Medicare Fraud.9 As these 
crimes are widespread and recurrent, it has been suggested that they are probably 
committed deliberately and that some of these behaviours may be resistant to external 
regulatory approaches.21,22  

In 2012 GlaxoSmithKline (GSK) agreed to plead guilty and pay a record US$3bn in 
penalties for unlawful promotion of prescription drugs, failure to report safety data, 
and false price reporting. It also signed a 123-page corporate integrity agreement with 
the US Department of Justice that regulates its activity for the next 5 years.23 

Despite entering into such an agreement and after seeking to reassure the public of its 
intentions to root out corruption, GSK has again become embroiled in allegations of 
serious corruption and criminal behaviour in relation to drug sales in China.24  

Commenting on a recent legal case against AstraZeneca, US Attorney General Eric 
Holder said that illegal acts by drug companies “…can put the public health at risk, 
corrupt medical decisions by health care providers, and take billions of dollars 
directly out of taxpayers’ pockets.”25 

Off-label use of medications is costly, potentially harmful and of questionable benefit. 
Radley et al found that 73% of the off-label use of 160 commonly prescribed drugs 
lacked evidence of clinical efficacy, and only 27% was supported by strong scientific 
evidence.26A Christchurch based study estimated that the cost for off-label use of the 
atypical antipsychotic medication, quetiapine was $9.5 million in New Zealand in 
2010.27 

Pharmaceutical industry marketing appears to have influenced the rapid expansion in 
off-label prescribing of psychotropic drugs to child and youth populations, often by 
overstating benefits and hiding known harms.28 

The success of marketing over reason is perhaps best highlighted in the extraordinary 
worldwide expansion in the use of atypical antipsychotic medications, designed for 
the treatment of psychosis and psychotic spectrum disorders, which are rare 
conditions affecting around 2% of the general population.  
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Antipsychotic global sales were US$25.4 billion and the seventh biggest therapeutic 
group in 2010; Seroquel™ (quetiapine), Zyprexa™ (olanzapine) and Abilify™ 
(aripiprazole) were the 5th, 10th and 13th biggest selling pharmaceuticals, with sales of 
US$6.8; US$5.7 and US$5.4 billion respectively.29 Even the recent record-breaking 
fines imposed on the industry are unlikely to act as a significant disincentive in the 
face of such profitable sales. 

Beyond illegal practices the pharmaceutical industry has also engaged in other (legal) 
strategies to extend periods of market monopoly. The term “life-cycle management” 
(evergreening) refers to this practice, which includes slight changes in formulation 
without the requirement of showing superiority over existing medicine, which can 
then be protected by later issue patents,30 negotiating settlements with generic 
companies to prevent challenges to potentially weak or invalid patents31 and legal 
action against licensing authorities to delay market entry of generic medications.32 

For example, recent research on eight commonly prescribed drugs subject to 
evergreening strategies in the public hospital system of the canton of Geneva (which 
represents about 5% of Switzerland’s total population), estimated an additional cost of 
30 million euros between 2000 and 2008, without any proven clinical advantage.14,33 

Conclusion 

The range of strategies used by the pharmaceutical industry to advance and protect its 
economic interests and market share is well documented. This calls for patent law that 
prioritises the public interest, and for public institutions and decision making 
processes that are independent and free from pharmaceutical industry influence.  

In the context of the TPPA negotiations, it is vital that New Zealand does not cede 
further ground to the pharmaceutical industry, by ‘locking in’ direct-to-consumer 
advertising, and by providing further intellectual property privileges, opportunities to 
influence decision making, and new avenues for legal challenges. 

The TPPA negotiations are now in the final stages, with the conclusion of a deal 
predicted in the first half of 2014. It is time for New Zealand’s medical practitioners 
to join the growing chorus of voices highlighting the hidden costs of “free” trade, 
before the deal is done. 
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