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TRIPS, HIV/AIDS and 
Access to Medicines 

by Dr Peter Drahos* 

INTRODUCTION 

The HIV/AIDS pandemic has claimed more than 17 million lives in sub­
Saharan Africa. Of the 36,000,000 people infected with the HIV virus more 
than 25,000,000 live in sub-Saharan Africa. The scale of th is d isaster has 
triggered a global dialogue involving states, groupings of states su ch as the G8, 
international organisations, health activists, p rofessional associations, 
researchers, business organisations and pharmaceut ical companies. Much 
attention has focused on the high cost of an ti-retroviral therapies u sed to keep 
HIV in check, and the cost of other drugs u sed to treat diseases wh ich 
accompany HIV. According to OXFAM, th ese drugs typically cost b etween 3 
and 15 as much as their generic equivalents. 

2. ACCESS TO MEDICINES 

The World H ealth Organization (WHO) in its WHO M edicines Strategy: 
Framework for Acrton in Essential Drugs and M edicines Policy 2000 - 2003 defines 
access to mean "equitable availability and affordability of essential drugs with an 
emphasis on diseases of poverty" . Price is therefore one of the pillars of access. 
Other factors identified by the WHO as crucial to access are ration al selection, 
sustainable and adequate financing and r eliable h ealth care and supply systems . 

3. PATENTS AND PRICE 

A patent 1s legal monopoly which enables th e patent owner to exclude oth ers 
from m aking the patent invention. A legal m onopoly does not necessarily entail 
an econ omic one. The extent to which the patent owner can ch arge monopoly 
prices depends on: consum er demand (high for life-saving drugs) ; the ab ility to 
pay (low in developing countries); and the degree of subst1tutes for a given 
chemical compound). 

Depending on the interaction of these factors paten ts on drugs may or m ay n ot 
lead to monopoly pricing . Other intellectual property nghts are also relevant to 
the price of pharmaceutical products. Trade marks may also allow th eir owners 
to price well above marginal cost. Trade marks are a vital price tool for 
pharmaceutical companies in the post-paten t period for a drug. 

W 1thm the context of patents, price and access to esse ntia l medicines two points 
are generally made. 

*Th e auth or IS currently workmg at the Centre for Commercial L aw Studies, Queen Mary 
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4. TRIPS 
Campaigners have been particularly concerned about the effects ot mternauonal trade rules as em bodied in the 
WTO's TRIPS (trade related aspects of intellectual property rights) accord. U n der that agreement, members are 
required to provide exclus1ve marketing nghts to holders of patents on pharm aceutical pr oducts for a period of at 
least 20 years. This imposes restrictions on what governments can do in regard to p roduction, m arketing and 
import of low-cost copies of patented medicines (generic drugs). The effects of these restrictions are felt in two 
ways: (a) reduced competition and (b) mcreased prices for drugs essential m the treatment of HIV/AIDS and other 
common illnesses. 

Key features of TRIPs include: 

1. The requirement in Article 27.1 that patents shall be available for pr odu ct and p rocess p a tents in all 
fields of technology (including, therefore, pharmaceutical prod uc ts); 

2. The requirement in Article 27.1 that patents be available and patent rights be enjoyable without 
discrimination as to field of technology or whether patented p rod ucts ar e imported or lo cally p roduced. 
(The precise effect of TRIPs on local working is currently the subj ect of a WTO disp ute r esolution 
proceeding between the US and Brazil.); 

3. Discretions in Article 2 7 .1 allowing Members to exclude from p atentability mventions on the ground s 
of protecting order public or morality, as well as diagnostic, therapeut ic and su rgical m ethod s for 
treatment of humans or ammals. Members are obliged not to exclude micro-organisms and n on­
biological and m1crobiological processes from patentability. (D epending on the defin ition of these 
terms gene-based treatments for HIV/ AIDS m ay fa ll into the category o f patentab ility .); 

4. A provision on compulsory licences Article 31 m aking the use of such licences conform to a 
comprehensive set of conditions; 

5. Obligations creating data exclusivity in relation to test data for n ew ch em ical entities su bmitted to 
national regulatory bodies as part of the process of obtaining marketing approval; 

6. Stronger trade mark protection (relevant to post-patent, brand n ame pricing strategies) . 

5. TRIPS AND THE REGULATION OF THE PRICE EFFECTS OF PATENTS 
(a) Regulating the Prtce Effects of Patents 

In the past states h ave d ealt with the mar ket p ower/price effects of patents in the pharm aceut ical sector u sin g on e 
or more of six opt ions: 

1. Excluding pharmaceutical pr oducts an d/or p rocesses from patentability. 

2 . I ssuing com pulsory licences. 

3 . Purchasing paten ted p harmaceutical p roducts in t h ose markets where they are th e cheapest an d 
1m p ortin g t hem (referred to as par allel trade or imp ortation) . 

4 . Usmg competition law to r egulate the conduct of a patentee in the m arke t. 

5. Bringing th e p atented product or process within a regime of price con trols. 

6. Developing a regulatory environmen t that en couraged a return to competitive market conditions for a 
patented product. 

(b) Assessment of A 'L'ailabduy of Options 

Option 1 h as been largely excluded b y TRIP s. It is true that Article 27(1) of TRIPs is su bject to Article 27(2) 
which allows M embers to exclude fr om paten tability invention s, "th e preven tion with in the1r territory of the 
commercial exploitation of which is n ecessary to protect order public .. . includmg to p rotect h um an h ealth". T h e 
scop e of this excep tion is prob ably n arrow. 

Option 2 h as n ot b een excluded by TRIPs. Article 3 1 does n ot confine th e use of comp u lsory licen ces to specific 
circumstan ces. Rather it imposes con d it ion s upon th e use of such licences . In three cases -nation al emergency, 
circumstan ces of extrem e u rgen cy or public non-commercial use - there is no obligation on t he user of a patent to 
obtain authorization from the patent owner prior to t h e u se. The HIV/AIDs crisis in Africa wou ld qu alify as a 
national emergency. 

T h er e is debate a bou t th e scop e of the com pulsory licen sing provision. It has been suggested, for example, that a 
state m ight issue a compulsory licen ce to a foreign third party to manufacture drugs in circu m stances where th ere 
was no local m anufacturer to take up th e authorisation . T h ere is n othing in Article 31 which expressly prohibits 
su ch an option. T h e capacity of a foreign third party to t ake up su ch a licence wou ld be affected by wh ether th e 
relevant p atent was registered in the country in wh ich the third party proposed to make use of t he licence. Un der 
the prin cip le of territoriality, the immu nity from infringem en t that a licen ce con fers wou ld only operate in th e 
t erritory of the state grantin g th e licence. 

T h e issu e of foreign th1rd parties being able to rely on a com pulsory licence is of enormou s importan ce to 
developing countries, since a large number of t h em (59) h ave n o pharmaceu tical ind ustry at all. O nly five 



developing countries have pharmaceutical industnes capable of producing drugs by reverse engineering a drug and 
developing new processes of production -Argentina, China, India, Korea and Mexico. 1 The capacity of these five 
countries to issue compulsory licences themselves for the purpose of exportmg drugs to other developing countries 
is affected by Arttcle 31 (f) of TRIPs, which says that such licences must be predominantly for the su pply of the 
domestic market of the state issuing the licence. States have the optwn of deciding that the limitation of domestic 
supply may not apply in cases of anti-competitive practices (see Article 31 (k)). This, how ever, makes the supply of 
export markets contingent upon the effects of competition practices within the authorising state. 

Option 3 also remains the subject of uncertainty. Parallel importation is one means by which states secure drugs a t 
cheaper prices. The essence of parallel importation involves goods put on the market by a manufacturer in one 
country being purchased in that country by another party and imported into a second country because th e goods 
are cheaper than the price at which the manufacturer sets for those goods in that country. If t he goods a re t h e 
subject of intellectual property rights the manufacturer may oppose the tmportation relying on those rights. 
Patents, copyright and trade marks are all relevant to the importation of drugs. The manufacturer's legal capacity 
to stop importation depends on the theory of exhaustion that prevails in the imp orting state. 

The intention behind Article 6 was to leave TRIPS neutral in terms of its effects on the exhaustion of in tellectual 
property rights. Article 6 prevents states from using TRIPs provisions to address the issue of the exhaustion of 
rights for the purposes of dispute settlement. The position on exhaustion would, therefore, be governed b y 
international treaties and the domestic law of states as it existed prior to TRIPs. There is the ad d ed complication, 
however, that TRIPs incorporates some international treaties such as the Paris Convention by reference. In 
addition, Article 28 of TRIPs states that the right of importation is one of the exclusive righ ts of the patent owner. 
The upshot is that the position on exhaustion has to be worked out on a case by case basis. 

Option 4 is recognised in Articles 8 and 40 of TRIPs. 

Option 5 in principle is available to states under TRIPs. 

Option 6 consists of states enacting laws encouraging generic pharmaceutical manufacturers to m ake a version of 
the patented product so that the patent owner faces price competition in the post-patent period. A law of t h is type, 
which is common in developed countries, is one that enables a generic manufacturer to make u se of a patented 
product for the purpose of obtaining scientific and other d ata n eed ed for regulatory approval of the generic version 

Provisions of this kind in Canada's Patent Act were the subject of a WTO Panel decision (WT/DS1 14/R). C anada 
argued that Article 3 0 of TRIPs permitted the measures in its patent law and that it had not discrim inated against 
a field of technology. The WTO P an el found that the regulatory review exception was n ot inconsistent with 
Canada's obligations under TRIPs but another provision permitting stockp iling was in consistent. 

It is not p ossible to conclude much from this one d ecision about the availability of option 6. Much will depend o n 
the drafting of the domestic m easure in question. It is clear that Article 30 of TRIPs offers n o easy route to states 
wishing to pass m easures to encourage the entry of gen eric manufacturers and tha t the obligation in Article 27.1 
not to discriminate against a field of technology forms an obstacle to such measures. T h e provision s in TRIPs on 
product patents, patent term and d ata exclusivity delay the entry of gen eric manufactu rers into the market. 

Differential Pricing/Tiered Pricing 

D ifferential pricing is the "adaptation of prices charged by the seller to the purchasing power of 
governments and h ouseh olds m different countries". 2 There is considerable agreem ent that its u se would 
improve the access of poor countries to essential m edicmes. In order to indu ce global p h armaceutical 
companies to price differentially on a much wider scale than at present ch eap drugs destined for poor 
markets would have to b e stopped from leaking b ack into m arkets that can b ear h igher p rices. T o this en d 
the following suggestions h ave been m ade. 3 

the u se of different labelling an d packaging by manufacturers. 
secure supply chains that ensur ed th e drugs reached their mtended r ecipients. 
involving drug regulatory authorit ies which authorise the importatton of drugs into develop ed 
countries from developing countries. 
u sing customs authorities in developed states to stop imp ortation. 
seeing wh ether some poor countries could offer export controls. 
using intellectual prope rty rights to restrict parallel imports (it should be n oted that th is last option is 
n ot an en forcem ent m ech anism, but merely a right that calls for an enforcem ent m ech an ism). 

1 SeeK. Balasubramaniam, 'Access to M edtcmes· Patents, Pnces and Pubhc Policy. Consumer Perspectives', Oxfam International 
Seminar on Inte llectual Pr operty and Developm ent, Brussels, 20 March 2001, 7 

2 See Re port of the Workshop on D tfferential Pn cmg of Essentml Drugs, WHO and WTO Secret anats, N orwegian F oretgn Affairs, 
G lob al H ealth Counc il, 8-11 April 200 1, HnsbJer, Norway, 3 

' See Report of the Workshop on Differ ennal Pr icmg and Financm g of Essenttal Drugs, W H O and 'X'TO Secretar iats, Norwcg1an 
Foreign Affairs Mmtstry, G lobal Health Counc il, 8-11 April 2001, H 0sbJ0r, Norn,ay, 2 1-22. 



5. US, EUROPE, TRIPS AND ACCESS TO MEDICINES 

(a) US 

In the 2000 Special 301 Report issued by the USTR it was stated that should a state avail ltselt ot the flexib ility 
that TRIPs provides to address a health care cnsis the US would raise no objection provided the policy employed 
was consistent with TRIPs. 

In May of 2000 the Clinton Admmistratlon issued an Executive Order aimed at ensuring that US trade tools 
would not be used against sub-Saharan states passing laws regulating the availability of pharmaceuticals in relat ion 
to HIV/AIDS, provided that those laws were consistent with TRIPs standards. The Bush Administra tion has 
indicated that it will not overturn the order. 

Under US trade law 'Special 301' a "foreign country may be determined to deny adequate and effective protection 
of intellectual property nghts notwithstanding the fact that the foreign country may be in compliance" with TRIPs 
(See 19 USC Section 2242(d)(4)). 
A Bill introduced by Senators Dianne Feinstein and Russ Feingold on March 6 2001 would, amongst other things, 
modifY this position. If a country undergoing an HIV I AIDS-related public health crisis passes laws that are 
consistent with TRIPs then it will be construed to provide adequate and effective p rotection of intellectual property 
rights for the purposes of US trade law. 

(b) European Commumty 

In September 2000 the European Commission adopted a policy framework on m aJor communicable diseases 
within the context of poverty reduction. This policy framework was amplified in the ' Programme For Action: 
Accelerated Action on HIV/AIDS, malaria and tuberculosis in the context of poverty reduction' (COM (2001) 
96), which was adopted by the Commission on 21 February 2001. 

On the issue of intellectual property legislation the programme for action states -

that the European Community is committed to supporting TRIPs implementation by develop ing 
countries. 
that, within the TRIPs Agreement, there exists a flexibility allowing countries to 1ssue, in certain 
circumstances, compulsory licences in order to address urgent p ub lic health concerns. 

The European Community also favours the establishment of a "global tiered pricing system for key 
pharmaceuticals for the poorest developing countries" (see para 3 .2.1). It would like to see tiered pricing becom e 
the norm for such countries. 

6. CONCLUSION 

The US and the EC share similar positions on the issue of TRIPs and access to m edicines. Both would like to sec 
developing countries press on with the implementation of TRIPs. Both acknowledge that there is some flexibility in 
TRIPs for states to set national intellectual property laws that allow them to deal with a public health crisis. 
Neither has mdicated that it is prepared to consider a radical reform of TRIPs in ways that would see public health 
goals override the minimum standards set down in TRIPs. Both support a policy approach based on the goal of 
differential or tiered pricing for pharmaceutical products. Both continue to negotiate bilateral agreements that 
contain provisions on intellectual property rights. In some cases these provisions set higher stand ards of protect ion 
than those to be found in TRIPs. Both support a continued dialogue between the WHO and the WTO on th is 
l SSUe . 

At the multilateral level, the WTO and WHO have sought to p romote dialogue on issues that lie at the intersection 
of health and trade problems. Thus at a WTO/WHO workshop on Differential Pricing and Financing of Essential 
Drugs, held in Norway in April2001, the WHO Dtrector General stated tha t paten ts on Pharmaceu ticals should 
be managed in a balanced way and support should be given to competition m echanisms (e.g . p romoting generic 
policies and parallel imports) which improve access to essential drugs. On the other hand, the WTO has taken the 
line that current TRIPS standards permit states to meet their healthcare objectives. Thus, the position to date 
seems to be that strategies for access to essential drugs will have to operate within the parameters set by TRIPS. 

Precisely what those parameters are may be d etermined by states through a dialogic process within the WTO itself. 
At the April session ofthe TRIPs Counc1l the Africa Group obtained agreement that a TRIPs Council m eeting in 
June would be devoted to the issues raised by T RIPs and access to m edicines . 
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