
1 
 

Preferential Trade Agreements (PTAs) and Access to Medicines 

Maria Garcia, Senior Lecturer Department of Politics, Languages and International Studies, University 

of Bath 

 

Summary. Modern Preferential Trade Agreements (PTAs) include liberalization in areas like services, 

government procurement and intellectual property rights (IPR) that extend beyond the commitments 

undertaken by states under the remit of the World Trade Organisation’s (WTO) Trade Related aspects 

of Intellectual Property (TRIPS) agreement. Developed states like the USA and EU, which host 

successful pharmaceutical industries try to use their PTAs with other states to introduce legislative 

changes to favour their pharmaceutical industry, e.g. extension of exclusive patent period for drugs, 

extension of exclusivity of data from clinical trials. For this reason, critics have accused PTAs of 

increasing medicine prices and reducing accessibility to these, particularly in developing countries.  

Whilst this is the most evident impact of PTAs, even amongst developed states with similar IPR rules, 

PTAs can have undesired effects on accessibility of medicines. The US-Australia PTA is such an 

example. The US was able to leverage the negotiation of the PTA to realise small changes to the 

methodologies used in Australia to reference medicine prices, a key objective of US pharmaceuticals. 

As the UK embarks upon its own PTAs outside the scope of the EU, negotiators will need to be aware 

of the potential impacts of PTAs on medicines, both for the UK and for trading partners. This 

contribution reviews the literature on the matter which argues that extensions to patents have led to 

costlier drugs especially in developing states, and argues that if the UK’s trade policy is to be inclusive 

and development-friendly as highlighted in the White Paper on the Future of UK Trade Policy, the UK 

would do well to depart from stringent TRIPS-plus Intellectual Property Rights (IPR) chapters in PTAs. 

The contribution also outlines the impact of the US-Australia PTA on medicine reference pricing in 

Australia to serve as a cautionary tale for UK negotiators who will face similar pressures from US 

counterparts. 

 

Preferential Trade Agreements and Medicine  

The most immediate way in which PTAs affect trade in medicines is by reducing or eliminating tariffs 

on medicines and chemical components needed to manufacture medicines. In this respect, PTAs can 

facilitate the manufacture and distribution of medicines. According to liberal understandings of trade, 

this increase in trade should result in greater production and lower prices, which should facilitate 

availability of medicines for all . However, modern trade agreements are significant because they are 

no longer confined to tariff and customs matters, but incorporate so-called ‘behind-the-border’ issues 

which relate to rules and regulations around how goods are produced and marketed.1 

                                                           
1 Within the pharmaceutical industry the need to get permission from local authorities in each jurisdiction to sell 
medicines has been described as a barrier to trade. Outside of PTAs, there are a number of Mutual Recognition 
Agreements (MRA) between states whereby the states agree to use each other’s inspections and reports of 
medical facilities, operating under the good manufacturing practices (GMP), rather than replicate these 
inspections (e.g. US-EU MRA), or agree to accept each other’s inspections of facilities and producers therefore 
minimizing the need for batch testing of imported medicines from that country (e.g. EU-Japan MRA). MRAs tend 
to be amongst developed states, and do not eliminate the need to file for domestic regulators to authorize the 
medicine for sale in the country. For more see: https://www.fda.gov/media/103391/download; 
https://www.ema.europa.eu/en/human-regulatory/research-development/compliance/good-manufacturing-
practice/mutual-recognition-agreements-mra  

https://www.fda.gov/media/103391/download
https://www.ema.europa.eu/en/human-regulatory/research-development/compliance/good-manufacturing-practice/mutual-recognition-agreements-mra
https://www.ema.europa.eu/en/human-regulatory/research-development/compliance/good-manufacturing-practice/mutual-recognition-agreements-mra
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The area that has raised the greatest concerns with regards to medicines, especially accessibility to 

medicines at reasonable prices, is the treatment of intellectual property rights (IPR) in trade 

agreements.2 The World Trade Organisation’s (WTO) Agreement on Trade-Related aspects of 

Intellectual Property rights (TRIPS) sets out international rules on the use of products protected by 

intellectual property rights including patents and patents for medicines. TRIPS rules on medicines 

establish minimum lengths of patent protection of 20 years from the time the patent is filed, a period 

during which no other company or state is allowed to manufacture the same medicine. TRIPS does 

include some limitations to the rights of patent owners. States can authorize third parties to use 

protected medicines for research purposes to advance science and technology. They can also 

authorize third parties to produce the drug through compulsory licenses, although first they must 

make reasonable attempts to obtain voluntary licenses on reasonable commercial terms from the 

patent owner. States are also allowed to enact measures against anti-competitive practices.3  

TRIPS does not contemplate some key interests of large pharmaceutical companies producing 
patented medicines, such as obliging states to prolong patent terms to compensate for regulatory 
delays in marketing of new pharmaceutical products, or provisions for data exclusivity. The later 
prohibits regulatory authorities from approving a generic medicine based on the clinical trial data 
provided by the originator company. Despite attempts to further patent protection at the WTO, the 
Doha Declaration on TRIPS and Public Health instead affirmed the ‘right of members to grant 
compulsory licenses and the freedom to determine the grounds upon which such licenses are granted’ 
(MSF 2003). 
 
For this reason, developed states with large pharmaceutical producers, notably the US and EU, have 

sought to embed some of these longer protections through their PTAs, by including so-called TRIPS-

plus provisions. Given their economic clout and market power, the US and EU are able to gain 

acquiescence from PTA partners for tighter IPR rules, in exchange for enhanced access to their markets 

that will benefit domestic exporters.  

The US-Jordan PTA (2001), for instance, imposed the following TRIPS-plus provisions on Jordan: i) 

additional three years of data exclusivity (beyond five years) for new uses of already known chemical 

entities; ii) compulsory licensing permitted only to remedy an anti-competitive practice, in case of 

public non-commercial use, or in the case of national emergency or other situations of extreme 

urgency; iii) patent extension to compensate for  as delays in the marketing approval process (Malpani 

2009, 208). 

Impact of IPR chapters in PTAs on Medicine Prices 

IPR changes in PTAs are considered to increase medicine prices, thus reducing accessibility to 

medicines. This is particularly the case for developing states, which have been the key focus of the 

literature. Kesseboom et al. (2010) found that applying TRIPS commitments for developed states and 

ten year patents would lead to a 32% rise in medicine list prices in Thailand as a result of the projected 

US-Thailand PTA. Oxfam’s (2007, 2) report on medicine prices in Jordan following the US-Jordan PTA, 

reveals medicine prices increased by 20 percent since 2001, and that data exclusivity provisions had 

‘delayed generic competition for 79 per cent of medicines newly launched by 21 multinational 

                                                           
2 Concerns around Investor-State Dispute Settlement (ISDS) provisions that can lead to ‘regulatory chill’ and 
discouraging regulations and legal changes that could support public health, are dealt with in the contribution 
by Chris Holden and Benjamin Hawkins. 
3 See: https://www.wto.org/english/tratop_e/trips_e/tripsfacsheet_e.htm  

https://www.wto.org/english/tratop_e/trips_e/tripsfacsheet_e.htm
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pharmaceutical companies between 2002 and mid-2006, that otherwise would have been available in 

an inexpensive, generic form’. They estimated the costs at between $6.3m and $22.04m. 

In their review of ex post and ex ante analyses of the impact of IPR extensions through PTAs in 

developing states, Islam et al. (2019) found that studies discovered increases in price and a decrease 

in consumer welfare, although the magnitude of changes varied depending on the methodologies of 

the studies. Trachtenberg et al. (2019) concurred in their conclusions, finding that ex-post studies 

revealed smaller increases in medicine prices linked to IPR rules in PTAs. Bollyky (2016) in his review 

of medicine prices in states post implementation of trade agreements with the US, offers some 

reasons for why price increases are less significant than predicted ex ante: 1) there are no retroactive 

effects, so extended patents and exclusivity applies only to new drugs after the agreement comes into 

place creating a time lag in effects; 2) unlike the US, many other states, including some with similar 

patent and exclusivity provisions, have in place medicine price controls which prevent the export of 

US high medicine prices. The study does make the caveat that some of the information it is based on 

is incomplete.  

Most studies consider the effects on developing countries, leaving an important gap in the literature 

regarding the impacts on access to medicine of PTAs subscribed between developed states. It is 

assumed developed states, in line with TRIPS, have more stringer IPR legislation in place. However, 

not all developed states have the same approach to health care provision and medicine pricing 

arrangements, and this can be impacted by PTAs. This represents an important area for future 

research, where examining a wider range of case studies will help to develop a more nuanced 

understanding of the exact conditions under which PTAs affect medicine pricing arrangements. A 

notable exception in the literature is the example of the US-Australia PTA of 2004, as a few Asutralian 

scholars  have documented how through the agreement the US was able to effect small changes to 

Australia’s health service medicine pricing methods. The following section details both the Australian 

Pharmaceutical Benefits Scheme (PBS) and the impact of the US-Australia PTA on it. 

IPR, medicines and US-Australia PTA 

Within Australia, the PTA with the US from 2004 has been controversial and has led to heated debates 

on the matters of IPR and medicines. Australia, like the UK, and other European states, operates a 

special system for medicine pricing to enable predictability of medicine costs for the health system. A 

key element of Australia’s Pharmaceutical Benefits Scheme relates to reference pricing. By making 

reference to the price of low-cost generic medicines within a therapeutic group the scheme negotiates 

pricing discounts from medicine producers. Reference pricing has little impact in therapeutic classes 

where generic competition does not exist. Studies estimated that PBS pricing controls, particularly 

reference pricing, save Australia between AUD1 and 2.4 billion annually (Lokuge et al. 2003, 3).  

Consequently, the PTA with the US raised concerns that provisions extending patent terms in the PTA 

would have the capacity to create upward pressure on co-payments and threaten the sustainability of 

the scheme in the long run.’ (Lokuge et al. 2003, 3).  

An extensive study of the negotiations on IPR in this agreement, reveals that US negotiators had 

extensive knowledge of the PBS and hoped to eliminate government measures controlling prices and 

using reference pricing, and also aimed to extend Australian pharmaceutical patent life based on 

delayed marketing approval, and to prohibit parallel importations (Faunce et al. 2009, 20). For its part, 

Australia agreed to include this sector in the agreement, in order to gain a PTA with a key trading 

partner, and according to Thomas Faunce (2015) to leave the highly controversial issue of investor-

state dispute settlement (ISDS) entirely off the agreement. Nonetheless, the Australia government 

expected there would be no fundamental change to the Australian PBS cost-effectiveness processes 
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including reference pricing (Faunce et al. 2009, 20). The outcomes of the agreement were mixed for 

both parties.  

The PTA resulted in a series of legislative changes in Australia, some aimed at safeguarding the ability 

to curtail exploitative behaviour by patent holders, and others increasing some of the bureaucratic 

requirements for generic drug manufacturers to enter the market as a patent expires. The Australian 

government amended sections of the Therapeutic Goods Act of 1989 to strengthen it against 

‘evergreening’ patent practices4 to ensure generic drugs can ‘springboard’ into the market as patent 

terms expire. This is consistent with WTO TRIPS, but it did raise US complaints (Faunce et al. 2009, 20). 

This notwithstanding, the agreement did introduce some provisions that could delay generic drugs 

marketability. The PTA included 5 years potential extra patent terms for delayed marketing approval 

(provided the delay was not due to the manufacturer failing to meet pre-existing regulatory 

requirements). Changes to the Therapeutic Goods Act 1989 to comply with the PTA,  created an 

‘obligation for Australia ’ s drug safety regulators to ensure the provision of certificates that any new 

generic market entrant has notified the patent holder, or will not infringe the relevant pharmaceutical 

patent’ (Faunce et al. 2009, 20). More neutral is the fact that the PTA  ‘failed to include (but did not 

prevent) the capacity for generic manufacturers in Australia to manufacture product under patent for 

sale in overseas jurisdictions where the patent had expired’ (Faunce et al. 2009, 25). 

Through its anti-evergreening legislation, Australian authorities tried to pre-empt potential negative 

outcomes of the PTA on accessibility of medicines. However, concerns have been raised that some of 

the caveats highlighted above, and apparently small changes made to the PBS may result in higher 

drug prices for longer.  In 2007, the Australian Parliament passed the National Health Amendment 

(Pharmaceutical Benefits Scheme) Act 2007, amending parts of the National Health Act 1953. Thomas 

Faunce (2015) argues that US pharmaceutical lobbies were influential in these changes, and especially 

the changes to the PBS pricing procedures.  The Act created two PBS pricing formularies (F1 and F2). 

F1 comprises single brand, mostly patented and ‘innovative’ drugs and F2 comprises multiple brand, 

mostly generic medicines. Drugs in F2 category are subject to compulsory price drops (Faunce et al. 

2009, 22). The key difference with the previous system is that pricing of new ‘innovative’ medicines in 

the F1 formulary can no longer take account of the price or availability of similar drugs, as the Act does 

not allow references to F2 category when pricing F1 formulary drugs. As Thomas Faunce (2015, 5) 

highlights, even the then Australian Health Minister Tony Abbott admitted that ‘Generics Medicine 

Industry Association is not, as I understand it, especially happy with these changes’. An analysis of new 

medicines that went through the Pharmaceutical Benefits Advisory Committee (PBAC) for listing 

between 2008-2009 under the two list system, revealed that each F1 drug had an overall higher 

average cost per unit to the government than drugs that expert assessment of pharmacoeconomic 

evidence had shown offered clinically equivalent efficacy and safety (Faunce et al. 2009, 23). This has 

raised concerns that the PTA could lead to higher medicine prices, and that the two formularies may 

encourage patent holders to attempt ‘evergreening’ tactics, despite the anti-evergreening legislation, 

so as to keep drugs in the F1 formulary (not subject to compulsory price drops) for longer (Faunce et 

al. 2009, 25). 

                                                           
4 Evergreening refers to tactics to extend the patent-holder’s ability to prolong the benefits of the patent as it 
reaches its expiry. Examples include: 1) through patent extensions due to delays in the regulatory approval 
process; 2) impeding generic drug manufacturers from using the safety data originally provided by the patent 
holder to regulatory authorities demonstrating the safety of the drug. This data exclusivity lengthens the time 
before a generic competitor can access the market. Other ‘evergreening’ practices include: 3) legal action and 
threats against generic manufacturers; 4) additional patent claims for small modifications of the product. 
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Future UK Trade Agreements 

As the UK embarks upon the negotiation of its own independent trade agreements, it has an 

opportunity to carefully craft innovative PTA provisions that create greater policy space to guarantee 

public health and access to medicines. PTAs with third parties to which the UK was party as a member 

of the European Union (subscribed since 2011), include TRIPS-Plus provisions regarding IPR and 

regarding IPR for medicines (e.g. patent extension when there have been regulatory delays), and these 

have been transposed into the ‘rolled-over’ agreements. As the literature reviewed above illustrates, 

TRIPS-Plus constraints can have a particularly negative impact on access to medicines in developing 

states. If the Government is serious about pursuing a development-friendly trade policy, as claimed in 

the White Paper on Preparing for our Future Trade Policy (2017, 30-32),5 it would do well to exclude 

such provisions in future PTAs with developing states, and to amend these provisions in ‘rolled-over’ 

agreements at a future date. 

Domestically, UK legislation is stringent on IPR provisions, and, as in the case of Australia, it seems 

unlikely that a future PTA may increase these. Nonetheless, once existing provisions are reiterated in 

a PTA, it becomes more difficult for future legislators to roll back these protections should they wish 

to (Gotham et al. 2020, 3). However, as in the Australian example, the UK operates a medicine pricing 

system, which future negotiations which the US could seek to alter. The UK has a voluntary pricing 

and access scheme (VPAS), an agreement between the Department of Health and Social Care (DHSC), 

NHS England and the Association of the British Pharmaceutical Industry (ABPI) which covers policy for 

patient access and pricing of branded medicines in the UK and runs until the end of 2023. Under the 

scheme, NHS expenditure on branded medicines is capped, ensuring predictability of expenditure for 

the NHS on the entire branded medicines bill (NHS Confederation, 2019, 9). 

In its approach to negotiations with the US, the UK government specifies that it will pursue IPR 

provisions ‘that do not lead to increased medicine prices for the NHS’ (DIT 2020, 11), just like 

Australian negotiators insisted on the maintenance of the PBS. For its part, the US has made its 

objectives from future trade agreements clear. Regarding medicine pricing, US objectives seek to 

‘ensure that government regulatory reimbursement regimes are transparent, provide procedural 

fairness, are non-discriminatory, and provide full market access for US products’ (USTR, 2019, 9). 

Whilst in principle this is a reasonable demand, it is this approach that eventually led to the changes 

in PBS processes in Australia, with their potential to increase prices.  Moreover, President Trump, 

highlighting the fact that the US spends more on medicines per capita than elsewhere in the world, 

tried to address the issue by promoting controls to prevent abuse of patents and measures to 

encourage lower prices in the US, whilst also targeting ways to increase prices abroad. As such, the US 

Trade Representative (USTR) has been instructed to prioritize ‘addressing unfair intellectual property 

and market access policies in our trade agreements, so that partners contribute their fair share to 

innovation’ (White House 2018). Even under a new Adminstration this pressure on increasing length 

of patents or prices for patented medicines abroad will continue, as it has been a key aim of US 

pharmaceutical companies that has also been reflected in US PTAs predating Trump’s Presidency.  

These pressures will lead to challenging negotiations as occurred in the Australian case, and an 

important lesson is the fact that Australia took care to prevent negative impacts through tighter anti-

                                                           
5 The White Paper is general and does not refer to access to medicines and developing states and how PTAs 
can affect this. See 
https://assets.publishing.service.gov.uk/government/uploads/system/uploads/attachment_data/file/880607/
Preparing_for_our_future_UK_trade_policy_Report_Web_Accessible.pdf  

https://assets.publishing.service.gov.uk/government/uploads/system/uploads/attachment_data/file/880607/Preparing_for_our_future_UK_trade_policy_Report_Web_Accessible.pdf
https://assets.publishing.service.gov.uk/government/uploads/system/uploads/attachment_data/file/880607/Preparing_for_our_future_UK_trade_policy_Report_Web_Accessible.pdf
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evergreening legislation, yet the changes in the processes for assessments of medicine pricing systems 

could still encourage practices that could lead to higher medicine costs.  

Nevertheless, in the design of a PTA it is possible to incorporate policy space for future policy options. 

In the US-Korea PTA, the Koreans, having witnessed the debate over the PBS in the Australia- US 

negotiations, wanted to create regulatory space in their agreement with the US, should they in the 

future want to create a similar cost-effectiveness pharmaceutical evaluation process to that of 

Australia (Faunce et al. 2009, 27). However, the US-Korea PTA determines the preferred mechanism 

for determining prices as ‘competitive market-derived prices’, and companies are given various 

avenues of appealing reimbursement decisions (Gotham et al. 2020, 1), as with the changes that were 

introduced into Australia’s PBS processes. The concerns around this is that although the 

methodologies remain somewhat undefined in the PTA, and more detailed case studies research is 

required to establish the specific effects of the inclusion of these provisions on medicine prices, 

preliminary analyses in the literature reveal that applying methodologies based on market-derived 

prices can result in higher prices than methodologies based on health technology assessments (Lopert 

and Gleeson 2013; Faunce et al. 2009, Gotham et al. 2020).  

For the UK, the challenge will be in defining the methods for determining fair medicine prices and 

retaining current technological assessments that the National Institute for Health and Care Excellence 

(NICE) uses to negotiate drug prices. Siding with other states that operate similar systems to resist US 

pressure and instead encourage the US to adopt similar mechanisms and more stringent controls on 

patent ‘ever-greening’ practices, might be the best way to resist the pressure on the UK that will 

undoubtedly be applied during negotiations with the US. To guarantee lower medicine prices into the 

future, the UK would do well to resist language in the agreement that could lead to different 

mechanisms for pricing that could result in higher prices, and should aim to include specific language 

in the agreement to maintain its preferred methods. 
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