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Patent basics
Patents and compulsory licenses 
determine what medicines end up at the 
clinic and in our bodies. After a simple 
guide to patents, we examine how 
generic medicines have saved lives by 
bringing down prices. In between those 
two articles, we offer a mind-boggling 
view of just how much money drug 
companies are making.

How the law must be changed 
Government can save many lives and a 
lot of money by making a few alterations 
to our patent laws. We list the five most 
important changes that need to be 
made and explain how international 
agreements give the South African 
government the right to implement 
these changes.

Say no to the bullies
The United States and European Union 
are pressuring many countries to sign 
trade agreements that are bad for 
public health. We take a look at how 
some nations have fought back and 
won important victories. But first, we  
give you the low-down on TRIPS-plus  
policies – measures that can have a very 
negative impact on public health.



Editorial
Each of our lives has been affected by access to 
medicines or by the lack of them. At some point every 
one of us, or perhaps someone in our family, has 
needed drugs to treat an illness or chronic condition. 
However, many important medicines are unavailable 
in the public sector due to their high cost. Therefore, 
our ability to get these drugs has often been 
determined by whether we have medical scheme 
membership or can pay for the medicines up front.

The right to health is enshrined in our Constitution. 
But especially for the poor, the high cost of 
medicines often undermines this right. In this issue 
of Equal Treatment we explore how national and 
international trade laws, as well as trade agreements 
on intellectual property, enable pharmaceutical 
companies to charge high prices for medicines, with 
the result that only the wealthy can afford them. 

The outcome of these intellectual property laws 
is what many would term ‘obscene’ profits for the 
pharmaceutical industry. Meanwhile, large numbers 
of life-changing and life-saving medicines remain 
unavailable to the people who need them. 

From 1995 – 2002, the pharmaceutical industry was 
ranked the most profitable industry in the United 
States. In 2008 and 2009, the industry continued 
to feature amongst the country’s most profitable 
business sectors, claiming the third spot in both 
years.

During the period when the pharmaceutical industry 
generated higher profits than any other sector in the 
US, millions of people across Africa were excluded 
from antiretroviral therapy, in part due to the high 
prices of these medicines. In 2000, a world-famous 
specialist in the field of HIV/AIDS, Dr Peter Mugyeni 
of Uganda, famously said of the illness, “The disease 
is where the drugs are not”.

As an essential part of the right to health, medicines 
should be viewed as a public good. We should all 
therefore question why international law safeguards 
the profits of pharmaceutical companies more than it 
safeguards access to vital medicines.

Beyond the high cost of medicines lies a further 
consequence of the laws protecting intellectual property: 
pharmaceutical companies seldom invest in developing 
medicines for diseases that are rare in developed 
countries. Medicines for these illnesses do not offer the 
same profit incentive as those for ailments affecting the 
wealthy. In 2005 the Global Forum for Health Research 
estimated that only 10% of global spending on health 
research was focused on diseases that affect the poorest 
90% of the world’s population. 

However, while international trade laws on intellectual 
property have failed to secure access to affordable 
medicines, there is still reason to be hopeful. These 
laws include allowances that permit governments to 
protect public health by taking steps to reduce the prices 
of medicines. Despite this, many countries (including 
South Africa) have failed to build some of these 
provisions into their own national laws so as to use them 
effectively. If our government is serious about protecting 
our right to health, these provisions must be written 
into South African law. Of course, amending our patent 
law is only one crucial part of ensuring better access 
to medicines. Other issues like the slow registration of 
medicines, inefficiencies in procurement and budgeting, 
and the human resource shortages in our health system, 
must also be addressed. 

In this issue of Equal Treatment we look at amendments 
that South Africa should make to our patent law to 
reduce the cost of medicines. We also highlight ongoing 
pressure from the European Union and the United 
States for measures to strengthen intellectual property 
protection in developing countries. South Africa must 
resist these measures, which would further inflate the 
cost of medicines and the profits of the pharmaceutical 
industry while restricting access to medicines that save 
lives.

The South African government has a constitutional 
obligation to make those changes to our law that would 
ensure access to life-saving medicines. It is time we hold 
our government accountable.

Catherine Tomlinson, Senior Researcher, Treatment 
Action Campaign

Photo by Deena Bosch.
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Fix the laws
SAVE OUR LIVES
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(1)  Everyone has the right to have access to
(a)  health care services, including reproductive health care;
(b)  sufficient food and water; and
(c)  social security, including, if they are unable to support 

themselves and their dependants, appropriate social 
assistance.

(2)  The state must take reasonable legislative and other 
measures*, within its available resources, to achieve the 
progressive realisation of each of these rights.

(3)  No one may be refused emergency medical treatment.”
Constitution of the Republic of South Africa

“Section 27. Health care, food, water and social 
security

* One such reasonable legislative measure that the state must 
take urgently is to change South Africa’s Patents Act so as to 
ensure access to affordable medicines.

The legislative changes that the state needs to make are explicitly 
allowed for under international law. By increasing generic 
competition, these changes will help bring down the prices 
of essential medicines. (Read more about the details of these 
changes on pages 12–17.)

If the state fails to meet its constitutional obligations in this 
regard, the matter could be taken to the court. If this were to 
happen, it is possible the court would order the state to make 
these changes to South Africa’s Patents Act.

Know your stuff

Patents  p4 

Voluntary licenses p5

Compulsory licenses p5 

Generic medicines p8

Patented medicines p8 

TRIPS  p13

Patentability standards p14

Doha Declaration p13 

TRIPS-plus   p20

Pre- and post-grant 
opposition p20

Good activism begins with good education. Here are the ten key 
terms we need to understand for this campaign to change our 
patent law:
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Patents made simple
What are voluntary 
licenses?

If you own a patent on a 
product, no one else may 
make that product. The one 
exception is when another person or 
competing company has a license. 
There are two kinds of licenses: 
voluntary licenses and compulsory 
licenses.

A voluntary license is one that the 
patent-holder gives to someone else 
to make a specific patented product. 
In return for this license, the licensee 
usually has to pay a royalty to the 
patent-holder. For medicines this 
royalty is typically about 5 to 15% of 
the price that the second company 
charges for the product. We call these 
licenses voluntary because the patent-
holder is not forced by law to grant 
them.

The big pharmaceutical companies 
grant few voluntary licenses. This is 
because they can make more money 

An important new 
antiretroviral called 
raltegravir was developed 
by the pharmaceutical 
company Merck. In 2002 
Merck registered its patent 
on the drug. This means 
that until 2022 only Merck 
can make or sell raltegravir. 
We cannot wait that long 
for the price to come down.

Why do governments grant 
patents?

Firstly, patents are granted in order 
to make sure that companies do 
not hide their innovation secrets. 
For example, when you apply for 
a patent on a new medicine, you 
must submit information you have 
about what is in that medicine. 
Other companies can then make 
use of that information once the 
20-year patent expires.

Secondly, patents are meant to be 
an incentive for novel inventions. If 
companies could not get patents, 
they might not invest as much time 
and money in researching new 
products. Without a patent system, 
lazy companies could simply wait 
for others to do the research and 
then copy their work. The idea 
is that a patent should reward 
research and development.

However, the patent system 
is often abused. Companies 
frequently charge much higher 
prices than are necessary to make 
back the money they invested in 
research. In some cases, the high 
price of patented medicines is 
used to generate huge profits.

R 2,000

PATENT

R 2,000

That new 
ARV is too 
expensive 
for us...

By Alice 
Hyewon Won

voluntary 
license

voluntary 
license

Merck

Merck

Generic 
company

Generic 
company

What are patents?

When you hold the patent on 
a medicine, or the process to 
produce a medicine, only you are allowed 
to make that medicine or decide who 
else is allowed to make it. A patent is a 
kind of exclusive right or monopoly under 
which only one person or company can 
make or sell a specific product. Patents 
are granted for all kinds of products – 
from innovative medicines to the parts 
that make up cell phones, from new 
manufacturing processes to chemical 
compounds. 

Monopolies and patents usually mean 
high prices, since their existence prevents 
competition. In fact, once a company has 
patented a product it can ask any price 
that people are willing to pay, regardless 
of how much it actually costs to make the 
product. This is one of the main reasons 
why new medicines are so expensive. 
Currently, most patents last for 20 years. 
The lifetime of patents used to be much 
shorter in numerous countries before the 
1994 World Trade Organization TRIPS 
Agreement. Indeed in many nations 
pharmaceutical and agricultural products 
were not patentable. (Read more about 
TRIPS on page 13.)

patent
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compulsory 
license

Patents made simple

If Merck refuses to grant 

voluntary licenses on 

reasonable terms, the South 

African government could 

step in and grant compulsory 

licenses to other drug 

companies. This would 

increase competition and 

lower prices. South Africa’s 

Patents Act must change to 

make the process of granting 

compulsory licenses easier.

as the only producer of a specific 
medicine. The more voluntary 
licenses a company grants, the 
more competition it has, and the 
more the price of its medicine will 
fall. This is why we should put 
public pressure on pharmaceutical 
companies to issue voluntary 
licenses for essential medicines.

In 2007 the Treatment Action 
Campaign (TAC) and the AIDS Law 
Project (ALP) filed a complaint with 
the South African Competition 
Commission against MSD 
(Pty) Ltd for refusing to issue a 
voluntary license to produce the 
antiretroviral drug efavirenz. MSD 
is the South African subsidiary 
of the pharmaceutical company 
Merck. Through the complaint and 
a media campaign TAC and the 
ALP placed great pressure on MSD. 
The pressure paid off over time 
and by mid-2008 MSD had granted 
voluntary licenses to four generic 
manufacturers. 

What are compulsory 
licenses?

Companies can be put under 
pressure, but they can never 
be forced to grant voluntary 
licenses. However, another kind of 
license exists: a compulsory license, 
which can be enforced by law. With 
these licenses the patent-holder has no 
say and the state or the courts can issue 
licenses to generic manufacturers, who 
will supply the drug at a cheaper price.

Compulsory licenses are a way to 
balance the rights of the public with the 
rights of the patent-holder. For example, 
in a public health crisis such as the HIV 
epidemic, a government can decide 
that the health of its citizens is more 
important than the rights of the patent- 
holder and issue a compulsory license. 
If the price of a life-saving medicine 
is far higher than is reasonable, 
government can step in, giving generic 
manufacturers compulsory licenses 
to produce that medicine. As with 
voluntary licenses, the patent-holder is 
paid a royalty to make up for the loss of 
their exclusive marketing right.

Compulsory licenses are allowed under 
international trade law. However, it 
is currently difficult for the courts to 
issue such licenses in South Africa due 
to problems with our national patent 
law. It is easier for the state to issue 
compulsory licenses, but the political 
will is lacking. (See page 12 for more on 
how our law must be changed.)

In 2006 and 2007 Thailand and Brazil 
issued compulsory licenses for 
efavirenz after failing to negotiate price 
reductions with the patent holder, 
Merck. This is the same drug for which 
voluntary licenses were obtained in 
South Africa after pressure from TAC 
and the ALP. Both Brazil and Thailand 
had committed to national HIV/AIDS 
treatment programmes, promising 
universal access to ARVs for patients in 
their respective countries. When Merck 
refused to lower the price of efavirenz 
sufficiently, the governments of both 
countries saw that they would be unable 
to fulfil their commitments to national 
treatment programmes and would face a 
public health crisis. Brazil and Thailand 
therefore issued compulsory licenses, 
allowing them to import cheaper generic 
versions of efavirenz from India.  

As more people 

become resistant to the 

antiretrovirals currently 

available in our public 

health system, the need for newer 

drugs like raltegravir is expected 

to grow. If the price of raltegravir 

remains high (currently over R2,000 

per month), activists or generic 

manufacturers will have to ask Merck 

to grant voluntary licenses to other 

companies so that the price can fall.

Soon we’ll 
be able to 
afford it!

Can’t you see 
people are dying!

government

compulsory 
license

Merck Generic 
company
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Drug companies often 
say they need long patent 
periods to ensure they have 
enough revenue to research 
new medicines. But as this 
chart shows, pharmaceutical 
companies allocate a lot of the 
money they make to profits and 
marketing (as well as capital, 
labour and materials). Only 
about 14% of their income goes 
on researching new drugs – 
and even that 14% might be an 
overestimate, because of how 

companies classify payments.  

and

2004
2005

2006

2007
Total revenue 

of the top five 

pharmaceutical 

companies

R315.24 
billion

R343.99 
billion

R325.7 
billion

R425.77 
billion

R304.51
 billion

Seven biggest pharmaceutical companies

Research & 
development as 
a % of revenue 
13.9%

Profits 
as a % of 
revenue  
17%

Other (capital, 
labour, 
materials) 39% 

Marketing/
Administration 32%

3% 

pharmaceutical manufacturer retailer/pharmacy

Pills profits
2003

How the pharmaceutical industry spends its money

Who gets the money

78% 18%

distributor

R6.4 
trillionR6.18 

trillionR5.65 
trillionR5.11 

trillionR4.45 
trillionR4.4 

trillionR3.92 
trillion

R6.8 
trillion2008

2009
2010

The Global pharmaceutical industry keeps growing

Figures for the year to March 2010

Johnson & 
Johnson

Pfizer

Roche

GlaxoSmithKine

Novartis

(2005 figures)
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Sources: Brook K. 
Baker, Economics of 
the Pharmaceutical 
Industry 
presentation (2010); 
Leo Panitch and 
Colin Leys (eds), 
“Morbid Symptoms: 
Health Under 
Capitalism”(2010); 
Congressional 
Budget Office, 
“Promotional 
Spending for 
Prescription 
Drugs” (2009); 
Pharmaceutical 
companies’ annual 
reports (2011).

Latin America: 
4.8% of the 
market, 9% of the 
population
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How big are profits in the drug industry?

Money spent Globally on marketing

19.8% 19.1%

12.3% 11.9% 9.9%
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3.8% research 
foundations 
(non-profit)

84.2% public 
funding 

(government + 
taxpayers)

12% industry 
(pharmaceutical + 
biotech companies)

is spent on ‘detailing’, 
or sending sales reps 
to talk to doctors (this 
figure includes gifts 
such as stationery, 
drug samples, meals, 
and trips)

How the pharmaceutical industry spends its money

Profit Margins By Industry sector

Who pays for the most important 

innovative research and development

drugs 

R32.33 billion

R16.51 billion

R82.54 billion

on ‘direct to consumer’ 
advertising: 
62% TV, 35% print, 
3% online

on sponsoring 
professional meetings 
and events

Where pharmaCeutical companies make Their profits

Europe: 31.1% of 
the market, 12% of 
the population

Japan + 
Australia 
combined: 
8.8% of the 
market, 2% of 
the population

Africa + Asia 
combined: 
8.3% of the 
market, 72% of 
the population

45%
31.1%

8.8%

8.3%

4.8%

North America: 
45% of the 
global market for 
pharmaceuticals, 
5% of the global 
population
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The Global pharmaceutical industry keeps growing

R141 billion
a year is spent on

marketing 

(2008 figures)
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Generics and patented 
brand name drugs

A patented brand name 
(also called a proprietary 
or originator) drug is one 

made by the company that 
developed that drug or owns 

the patent on that drug. So for 
example, the pharmaceutical 

company Merck owns the patent 
on the antiretroviral drug efavirenz. 

Merck sells efavirenz under the brand 
name Stocrin. We therefore refer to Stocrin as the 
patented version of efavirenz.

A generic drug is an identical copy or a 
bioequivalent of the patented product. If two 
medicines are bioequivalent it means they have 
the same effect in a person’s body. So, generics 
are exactly the same as patented drugs in dosage, 

safety, strength, quality and performance. Usually 
the only important difference between them is 
their price. For example, Cipla, a pharmaceutical 
company based in India, makes a generic version 
of efavirenz and sells it under the name Cipla-
Efavirenz. Cipla-Efavirenz is just as effective as the 
patented drug Stocrin.

For generic manufacturers to find a place in 
the market, they have to sell their version of the 
drug for less than the patented equivalent. This 
is because the patented brand name drug has 
been on the market for longer and already has 
a following by the time the generic becomes 
available. Usually it is quite easy for the generic 
manufacturer to gain a share of the market, since 
patented drugs are often extremely expensive. 

More generics, lower prices 

Generic drugs make life-saving medicines more 
affordable. They do this in the first instance by 

Generic medicines are just as effective as patented 
brand name drugs – but they are cheaper. They are 
one of the reasons why governments can afford drugs 
to treat HIV and why we are starting to make progress 
against the epidemic. In fact, generics are an essential 
weapon in the fight against many diseases.

Generics

By Elizabeth Vale

Many people in 
developing countries 
like South Africa depend 
on affordable generic 
drugs to stay alive. 

For Nomzamo, 
receiving medication 
on a regular basis is a 
dream come true. 

Photo by Chelsea 
Maclachlan.
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medicines are patented both in South Africa and in 
importing-exporting countries like India. Therefore, 
unless developing countries use flexibilities like 
compulsory licenses (see page 5), they face a 
“treatment timebomb” with respect to the price of 
newer medicines.

What is an active ingredient?

An active ingredient is the substance in a medicine 
that is biologically active – in other words, the 
ingredient that has an effect on the human body. A 
medicine usually consists of the active ingredient, 
which is the drug itself, and an inactive excipient, 
which is the substance of the tablet or liquid in 
which the drug sits. So while the active ingredients 
have a biological effect in the body, the inactive 
excipients act as carriers that make the drug easier 
for the body to process. 

In order to be profitable, the development of new 
drugs relies on patenting their active ingredients 
or manufacturing processes. Only when these 
patents expire, or licenses are granted, can we get 
the cheaper generic medicines we need. 

introducing a cheaper alternative to the patented 
drug. But, to really drive down prices one generic 
competitor is not enough – about eight or nine are 
needed, a number typical only of large markets. 
For developing countries this would usually require 
access to regional or even worldwide markets, 
not just to their own smaller, and possibly poorer 
markets.

Mostly thanks to generic competition, the price of 
a commonly-used first-line antiretroviral treatment 
regimen (3TC/d4T/NVP) has dropped from over 
R5,000 per month in the late 1990s, to less than 
R50 per month today. 

Competition between multiple generic 
manufacturers in countries where medicines 
were not patented, especially India, has reduced 
the cost of antiretroviral treatment by 99% over 
the past decade. But international trade rules 
now require patenting in countries that are key 
producers, such as India. These rules threaten 
generic competition and might make new drugs 
difficult to obtain. Although there is affordable 
access to ARVs invented before 1995, many newer 

This graph shows the decreasing price of sixty 150mg lamivudine tablets in the South African private sector between January 2000 and 
July 2011. It shows available prices per patient per month of lamivudine. Over the past 11 years, the price of 3TC has decreased by 89% 
(from R969.60 to R105.68) as a result of generic competition. In December 2003, the generic drug Cipla-Lamivudine was introduced in 
South Africa. This correlated almost exactly with a dramatic 85% drop in the price of brand name 3TC.

Effects of Generic Competition on the Price of Lamivudine (3TC) in the South African Private Sector
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Generic medicines 
A generic drug is a medicine that has the same biological effect as the 
original patented product. It is also tested by drug regulatory authorities 
to ensure that it has the same efficacy, safety and quality as the originator 
medicine. A generic drug also has the same active ingredients as the 
patented product but is not made by the company that first patented and 
marketed the drug. Even though they have the same effects as patented 
drugs, generics are much cheaper.

Patented brand name drugs
A patented (also called a proprietary or an originator) 
drug is one made that is trademark-protected. It is 
made by the company that developed it or that owns 
the patent on that drug. The patented drug is just as 
safe and effective as the generic drug – but no better. 
Usually patented brand name drugs are much more 
expensive than generic drugs. 

Counterfeit medicines
Counterfeit medicines are marketed to look like brand name products even 
though they are not. So for example, if  someone buys Levis jeans, they 
expect them to be good quality and to last a long time. But sometimes 
the brand name Levis is put on a pair of  jeans that are not made by Levis 
manufacturers. Because we see the brand name, we expect the same quality, 
but actually what we get is counterfeit or fake Levis that pretend to be the 
same as the brand name even though they are not. In legal terms, selling 
fake goods is called a trademark infringement. 

When this happens with medicines, it is because of  illegal criminal activity. 
This activity has nothing to do with legitimate pharmaceutical companies 
that produce generic or patented drugs. We do not want counterfeit 
medicines on the market because such drugs are untested, potentially 
harmful and sold under false pretences.  

Substandard medicines
Counterfeit drugs are one example of  substandard 
medicines. But not all substandard drugs are illegally 
produced. A substandard drug can be produced by 
a legitimate manufacturer, but may be considered 
substandard if  it does not meet the requirements 
of  the relevant drug regulatory authority. So while 
all substandard medication is a question of  quality 
control, counterfeit medication is also a question of  
fraud.

Know Your Definitions
People often confuse counterfeit, substandard and generic medicines. Understanding the difference is important because it gives us 
the tools to campaign for access to the generic medicines on which millions of  lives depend. 

Photo by:
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lamivudine (3TC), zidovudine (AZT) and nevirapine 
since 2002 and have not changed my medication 
[unlike] my … friends who have changed their 
treatment in the past years.” Hlwele started taking 
ARVs when her CD4 count was 1. Ten years later, 
she is still on first-line treatment. Her CD4 count is 
now above 600.

Qabazi, on the other hand, experienced serious side 
effects from ARVs: “I started the ARV treatment 
in December 2008 while I was pregnant. My CD4 
count was 249. I took AZT, 3TC and nevirapine. In 
February 2009, a month before my baby was born, 
my eyes turned yellowish,” Qabazi tells me. “After I 
delivered the baby I went to the clinic and reported 
[the problem with my eyes]. I was referred to GF 
Jooste Hospital, where they discovered that I was 
anaemic from the AZT and had liver toxicity from 
nevirapine. They started me with new treatment: 
stavudine (d4T), lamivudine (3TC) and efavirenz. 
But I still experienced side effects. d4T caused 
the redistribution of fats in my body (known as 
lipodystrophy) and I had to be changed again from 
d4T to tenofovir. Now I am taking tenofivir, 3TC and 
efavirenz.”

The law and the medicines you take
National law and international trade negotiations 
have a real impact on the medicines that people 
like Hlwele and Qabazi can receive in the public 
sector. Many of the medicines now available to us 
in the public health system are only affordable and 
on offer because of past activism by the Treatment 
Action Campaign (TAC), SECTION27 and other 
organisations campaigning for treatment access. To 
make sure that in future we can afford newer and 
better medicines we need to change South Africa’s 
Patents Act to ensure that medicines are affordable 
and accessible (see page 12 for more on this).

Starting on ARVs
“When I had to start 
antiretrovirals (ARVs), it 
was easy for me because I 
knew that my child would be 
saved. I’m a mother of an HIV-
negative child now because 
of treatment. I have strong 
CD4 cells and I’m working and 
healthy. I am proud to say that 
ARVs helped me a lot,” says 
Qabazi. Qabazi is a Treatment 

Literacy Practitioner at the Community Media Trust 
(CMT), a not-for-profit media production company.

Hlwele, who also works at CMT, began her 
antiretroviral treatment when she was very ill 
in 2002. “I had a tired body and mind and I just 
wanted something to make me feel better,” she 
says. “Three weeks after starting ARVs I could feel 
my body healing; I now had energy to do exercises 
and [as part of my exercise plan I walked] to the 
clinic instead of taking a taxi. Eating healthy 
[food] helped a lot as well. I started to feel positive 
and hopeful about my life again … Today I am 
working, I am studying at the University of Cape 
Town towards a Diploma in Education and I have 
a six-year-old boy who is HIV-negative due to me 
adhering to my medication.”

Challenges of being on ARVs
“I hesitated to take ARVs because of other people’s 
beliefs that they are toxic and will do you harm,” 
admits Hlwele. “When I felt that my body [could 
not take] it anymore, I had to take a personal 
decision because I was tired of being sick all the 
time. I just wanted to be well. Since February 
2002, when I started my ARVs, I have not had any 
problems with my medication. I have been on 

Antiretroviral medicines are more than just the pills we put in 
our bodies. When you are HIV-positive, these drugs represent 
the possibility of a long, productive life. Elizabeth Mills spoke 
to Nondumiso Hlwele and Nobuhle Qabazi about the impact of 
ARVs in their lives.

Nobuhle Qabazi

Nondumiso Hlwele

Photo by Elizabeth Mills

Photo courtesy 
Community Media Trust
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A number of changes should be made to South 
Africa’s patent laws that would help ensure 

our continued access to essential medicines like 
antiretrovirals or cancer drugs. These changes are 

neither unreasonable nor far-fetched. In fact, they 
are explicitly allowed for under international law. 

Fix the laws
SAVE OUR lives
Photo by Oupa Nkosi.
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What is the Doha Declaration?

The most important international agreement relating 
to patents is called the TRIPS agreement. TRIPS 
stands for Trade-Related Aspects of International 
Property Rights. When we refer to international law 
in this article, what we mean is the TRIPS agreement 
and the clarifications and changes that followed it.

When developing nations signed the TRIPS 
agreement, they agreed to wide-ranging patent 
protection in their countries. One of the worst 
requirements of TRIPS was that countries had to 
grant patents for periods of 20 years – patent periods 
used to be much shorter. They also agreed that a 
wide range of inventions, including new medicines, 
could be patented. The results of such long patent 
periods are higher medicine prices. TRIPS has been 
very good for large pharmaceutical companies – but 
very harmful for health care in developing countries.

If our government is serious about fulfilling the 
right to health, as guaranteed in the Constitution, 
it must make these changes to our patent law with 
the greatest urgency. Without these amendments, 
the state could be taken to court for failing to take 
reasonable steps to ensure the right to health.

Updating our patent law will ensure more 
competition and as a result, better prices for 
important medicines. These lower prices will in 
many cases mean that the state can afford to provide 
newer and more effective medicines in the public 

Developing countries knew that TRIPS would have 
a number of negative consequences and resisted 
the agreement in the initial negotiations. However, 
wealthy countries applied significant pressure, 
insisting that TRIPS would bring increased trade and 
investment, which could spur development in poorer 
countries. Unfortunately for some nations these 
supposed benefits of TRIPS did not become a reality.

During the initial TRIPS negotiations, some 
developing countries fought back and managed to 
secure useful provisions in the agreement. These are 
usually referred to as TRIPS flexibilities. We need 
these flexibilities written into our national law so that 
we can balance out some of the negative effects of the 
TRIPS agreement. Even though South Africa signed 
TRIPS, these flexibilities will only come into effect 
once our own patent law is changed. 

What is TRIPS?

After the TRIPS agreement there were differences of 
opinion on how to interpret the wording of the deal. As 
with many legal documents, it could be interpreted in a 
number of ways. Some countries argued that protecting 
intellectual property was more important than 
protecting public health, while others said intellectual 
property should be over-ridden if it was harming public 
health.

To clarify some of the confusion around TRIPS, on 
14 November 2001 the Doha Declaration was agreed 
upon by WTO member states. It made absolutely 
clear that countries have the right to decide when to 
grant compulsory licenses and that they can do so, 
amongst others, in response to emergencies like the 
HIV pandemic. Despite this strong declaration, many 
countries still have not updated their national laws to 
make use of these rights. 

health system. Even though patent law might sound 
complicated or abstract, it has a direct influence on 
which medicines you can or cannot get at your local 
clinic. 

The boxes below explain briefly some of the key 
concepts we need to understand. Don’t worry if the 
names or concepts are a bit confusing at first. The rest 
of the article examines the five most important things 
that have to change in our patent law. It is these five 
alterations that will really make the difference on the 
ground.

13

HO
W

 TH
E L

AW
S N

EE
D 

TO
 CH

AN
GE



A patent is intended to be a reward or incentive for 
novel inventions. However, exactly what qualifies 
as a new invention is not always clear. The rules 
on this can vary between countries. In one country 
reformulating a medicine so that it is taken once 
a week instead of once a day might be sufficient 
grounds to grant a new patent. In another country 
the reformulation might not qualify for a patent.

The United States and the European Union are 
putting pressure on countries to lower their 
criteria for patentability. This means that they want 
countries to  allow new patents on even small 
changes to existing medicines. Low standards 
for patentability lead to more patents being 
granted and, as a result, the prices of medicines 
remain high. In effect, low patent standards 
actually lengthen the term of the patent monopoly 
by allowing companies to get new patents for 
making only small changes to existing medicines 
(something we call “evergreening”).

Fortunately, international law says that we do not 
have to make the changes that the United States 
and the European Union are seeking. Instead, we 
can follow the example of India, which introduced 
strict patentability criteria when they updated 
their own patent law in 2005. In India, patents are 
only granted for new uses or new formulations of 

existing medicines if the new uses or formulations 
offer significant therapeutic improvements over 
older uses or formulations. 

At present South Africa grants patents for new 
uses or new formulations of existing medicines. 
This is not required by international law. According 
to TRIPS, countries must grant patents for new 
products that demonstrate “novelty”, have an 
“inventive step” and are capable of “industrial 
applicability”. However countries have the freedom 
to interpret what exactly is meant by these terms. 
Nothing in TRIPS compels South Africa to grant 
patents for new uses or new formulations.

South Africa’s Patents Act must be changed to 
define strict grounds for patentability. Patents 
must not be granted for new uses or new 
formulations of existing medicines.

Most developed countries have patent offices that 
examine and review each patent application. In 
South Africa, however, the patent office does not 
examine the merits of patent applications. Getting 
a patent in South Africa is almost as simple as 
filling in a form. It means that patents are often 
granted even though they do not represent any real 
innovation.

South Africa’s Patents Act must be altered so 
as to compel the Patent Office to carry out full 
and thorough reviews of all patent applications 
relating to health (medicines and medical 
devices).The patent office should also request 
the input of health authorities when considering 
applications for medicine or medical device 
patents (as is being done in Brazil). In addition, 

Only give patents for real improvements

Patent applications must be reviewed

government

new 
drug

new 
drug

new 
drug

patent 
application

patent 
application

patent 
application

the Treasury must make extra funds available 
to enable this expansion of the Patent Office. 
South Africa should reference decisions made 
by other patent offices, but for medicines 
in particular it should make its own, strictly 
defined, final decisions.”

patent government

brand 
new drug

1

2
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Nzalie’s story
Nonzaliseko “Nzalie” Ntwana used to fear what she 
thought of  as the “disgrace” of  being HIV-positive. She 
could not come to terms with the fact of  having a deadly 
virus. Then, in 2004 her life changed when she joined the 
Treatment Action Campaign (TAC) and learned about 
the science of  HIV. Nzalie discovered that having HIV is 
not a death sentence.

Nzalie was born in Ngobozana, in Lusikisiki, where she 
ran her own catering company in town. In 2003 Nzalie 
became very sick and tested positive for HIV. “In 2004 
my CD4 count was 285…,” Nzalie remembers. “So I 
started taking the first-line antiretroviral (ARV) regimen 
in 2005 at the Village Clinic in Lusikisiki. Through what 
I learned in TAC’s Treatment Literacy Programme I was 
able to notice signs of  resistance and reported them to 
Doctor Herman Reuter in 2006. He did tests and … 
told me that I [had] lactic acidosis (a condition in which 
lactic acid builds up faster than the body can remove 
it), so I switched to a second-line regimen (Kaletra and 
nevirapine). I thank the Médicins Sans Frontières (MSF) 
Siyaphila La ARV project, which saved my life.” 

“The support of  my sister, and being able to educate 
[others] and advocate for people’s rights make me 
grateful,” says Nzalie, who now works as a TAC 
Community Health Advocate. “I do not feel ashamed 
of  myself  as I am taking my lifelong treatment... I am in 
good health, doing whatever I feel like, just like anybody 
else.”

Interview by Thandeka Vinjwa

At present, the only way to challenge a patent in 
South Africa is to take the matter to court. This 
is expensive and time-consuming. It means that 
patents granted in error often remain unchallenged 
due to the cost and expertise required to take the 
issues to court.

Many countries allow people to challenge patents 
before they are granted and again for a period of 
time after they are granted. This does not have to 
happen through the court. It can be as simple as 
writing to the patent office giving your reasons 
why a certain patent should not be granted. These 
forms of patent challenges are called pre-grant 
and post-grant opposition. The public, generic 
manufacturers, and civil society organisations 
should all have the right to lodge such pre- and 
post-grant oppositions.

South Africa’s Patents Act must be changed to 
allow for pre- and post-grant opposition to the 
issuing of patents!

We have the right to 
challenge patents

medicines change lives

Hey! We 
don’t agree 
with that!

3

government

patent

Nzalie displays her dosage of second-line antiretrovirals. 
Photo by Thandeka Vinjwa.
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4 Open the door for compulsory licenses
When a drug is still under patent, government can 
issue licenses to generic manufacturers to make 
that drug – thus breaking the market exclusivity of 
the patent. These licenses are called compulsory 
licenses (see more on page 5). 

International law expressly allows such 
compulsory licenses to be issued on any grounds 
decided by the government. The problem is that 
patent law in South Africa has not fully caught 
up yet. Our Patents Act allows for two kinds of 
compulsory licenses: government use (section 
4) and third party applications to court (section 
56). Whereas section 4 makes it relatively easy for 
government to issue compulsory licenses for use 
of the patented product by the state, section 56 
only allows courts to issue compulsory licenses 
under very specific circumstances – namely when 
a patent is being abused. Furthermore, the process 
of issuing a license through the courts is very 
complicated. 

The Doha Declaration (see page 13) states: “Each 
member has the right to grant compulsory licenses 
and the freedom to determine the grounds upon 
which such licenses are granted”. It also states 
that compulsory licenses can be granted in 

“national emergencies” and “circumstances of 
extreme urgency” and that countries can decide 
themselves what is meant by the terms emergency 
and urgency. The Declaration specifically states 
that the HIV and TB epidemics qualify as national 
emergencies. It is therefore clear that South 
Africa’s law can be changed to make it easier to 
grant compulsory licenses.

South Africa’s Patent Act should explicitly 
allow for compulsory licenses where prices 
are unaffordably expensive, and in cases of 
public health and national emergencies when 
medicines are patent-protected. The procedure 
for issuing compulsory licenses must also be 
simplified and standard royalty rates need to be 
set for such licenses. 

compulsory 
license

Can’t you see 
people are dying!

government

Photo by Jose Cendon courtesy Médecins Sans Frontières.
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Thabiso’s story
Thabiso Tamane is a devout Christian, and an avid 
soccer fan with a passion for people. He works as a 
Prevention and Treatment Literacy Practitioner at 
TAC Ekurhuleni.

“When I first came to TAC I had to learn to adapt 
and work with people [with] different backgrounds, 
religions and sexual orientations. [But] I did not 
have to compromise what I believe in,” says 
Thabiso. “And I was accepted by my colleagues 
and comrades. Being part of  the fight against 
HIV/AIDS has been and still is one of  the good 
experiences of  my life. I have learned a lot about 
HIV/AIDS and human rights, [things] I wouldn’t 
have known if  I had not become part of  TAC.”

“I know that HIV can be controlled … through 
the use of  ARVs and positive living. One of  the 
highlights of  my … work is to see someone [who 
has come] to the clinic very close to death and a few 
months after starting treatment, they have recovered 
to such an extent that you can’t even tell that they 
are living with a chronic condition. That is very 
wonderful.

“My advice to the community, and especially to 
men: Guys, please, let us [all] test for HIV so that 
we can know our HIV status. Knowing your status 
… can help save your life because you can start 
treatment while there is still time.”

Interview by Luckyboy Nkhondwane

International law permits special kinds of export and 
import compulsory licenses. So, if we want to import a 
drug from India, we may need to get both a compulsory 
license for export in India and a compulsory license for 
import in South Africa.

This was not always possible. It was only after 
something called the “30 August 2003 World Trade 
Organization Decision” that certain restrictions relating 
to the export of patented medicines were lifted. Even 
though these restrictions have been lifted, South Africa 
has not yet taken advantage of the new opportunities to 
import and export medicines more cheaply.

South Africa, unlike many other countries in the 
region, has the capacity to manufacture medicines 
for export. South Africa may also need to make use of 
compulsory licenses for import, particularly to import 
active pharmaceutical ingredients. It is therefore very 
important that we change our law to take advantage of 
the 30 August 2003 Decision to ensure lower prices and 
to increase access to life-saving medicines.  

South Africa’s Patents Act should be amended to 
explicitly allow for imports and exports as provided 
for in international law (specifically under the 
conditions of the 30 August 2003 Decision). Even 
though South Africa should adopt the 30 August 
2003 system, it should also press at the World Trade 
Organization and elsewhere for a more user-friendly 
system.

Make it easier to import 
and export medicines

government government

government

medicines change lives

For more detail and legal background 
on how South Africa’s patent law 
needs to change, please see our 
campaign website at: fixthelaws.org.za

Photo by Adam Malapa.
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Winners and

New use and new formulation 
patents
Pharmaceutical companies have taken 
advantage of patents on new uses and new 
formulations to extend their monopolies on 
certain medicines. According to the TRIPS 
agreement a patentable product must 
demonstrate “novelty”, an “inventive step” 
and be capable of “industrial applicability”. 
TRIPS does not require countries to provide 
patents on new uses and new formulations. 
In fact, countries have interpreted the 
requirements of “novelty” and an “inventive 
step” in different ways.

Compulsory licenses and 
parallel imports
According to TRIPS, countries have the 
right to issue compulsory licenses (see 
page 5) allowing the generic manufacture  
and/or import of medicines under patent. 
Furthermore, each country has the freedom 
to decide the grounds upon which to grant 
such licenses. Countries are allowed to issue 
compulsory licenses for export to supply 
medicines to countries that are unable to 
manufacture enough medicines at affordable 
prices. Another provision in international 
law is known as parallel importation. Parallel 
importation rules allow countries to import 
patented medicines from other countries if 
they are cheaper than the ones sold locally.

India
Indian law explicitly 
prohibits patents on new 
uses and new formulations 
of existing medicines. Such 
developments do not meet 
their required standards of 
“novelty” or an “inventive 
step”.

South Africa
South Africa does not explicitly 
allow new use and new 
formulation patents, but it also 
does not forbid them. South 
Africa must resist pressure to 
introduce data exclusivity, which 
could further restrict generic 
competition.

United States 
The United States has a super-easy 
system for issuing “government 
use” licenses, a special form of 
compulsory licenses. These include 
meeting health and safety needs. 
The country does not explicitly 
allow compulsory licenses 
for export, and there is legal 
uncertainty as to whether parallel 
imports are allowed. The US 
continues to pressure developing 
countries not to use compulsory 
licenses and parallel imports.

India
Indian legislation does not 
support data exclusivity. The 
Indian government has stated 
that the TRIPS agreement 
does not oblige the country to 
offer this form of protection 
for intellectual property.

Data exclusivity
Data exclusivity (see definition on page 21) 
delays the entry of generic medicines onto 
the market, because it interferes with the 
government registering equivalent generic 
medicines. It is not required by the TRIPS 
agreement. However, in trade agreements 
under negotiation, the European Union 
and the United States are pushing for long 
periods of data exclusivity. 

South Africa
National patent law does not 
currently provide data exclusivity. 
South Africa must publically 
reject data exclusivity and resist 
any pressure to introduce it via 
trade agreements

losers
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India
India’s patent law allows any 
interested party to apply for 
a compulsory license. India 
allows a compulsory license 
to be granted if the patented 
invention is not available to the 
public at a reasonable price. 
Under India’s law compulsory 
licenses for manufacture 
and export are allowed for 
countries without sufficient 
manufacturing capacity.
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India has a great track record of protecting public health by not allowing superpowers to dictate the terms of trade. Jordan, on 
the other hand, is paying a high price for signing restrictive trade agreements. South Africa falls between these two extremes. 
Changing our Patents Act will bring us closer to the example of India, but if we cave in to pressure from the United States and 
the European Union we could find ourselves in the kind of predicament that Jordan now faces. 

Jordan
Jordan’s legislation does not 
clearly allow or prevent patents for 
new uses or formulations. Yet local 
industry and government officials 
report that few pharmaceutical 
companies apply for patents in 
Jordan as data exclusivity (see 
page 21) has stifled generic 
competition. 

United States
The United States has 
upheld the view that 
new uses and new 
formulations meet the 
country’s standards of 
patentability. US law 
clearly allows for these 
patents. 

South Africa
South Africa technically allows for 
compulsory licenses to prevent 
abuse of a patent but does not 
explicitly allow them as a way of 
protecting public health. Also, 
South Africa’s Patents Act does 
not clearly permit compulsory 
licenses for export. Parallel 
imports are provided for under the 
South African Medicines Act.

Impact on the prices of medicines
Fluconazole is an essential drug for the treatment 

of various opportunistic infections associated with 

HIV. In 2000, Pfizer was selling it for R29 per tablet. 

However, generic versions were available in Thailand 

for R2 per tablet (93% cheaper). The Treatment Action 

Campaign (TAC) defied the patent of Pfizer by importing 

fluconazole from Thailand for distribution in South 

Africa. Eventually, Pfizer began donating fluconazole to 

the South African public health system.

United States
US patent law provides five 
years of data exclusivity for new 
chemical inventions. New use and 
new formulation patents usually 
get three years of data exclusivity. 

Jordan
Upon joining the WTO in 
2000, Jordan established five 
years of data exclusivity. In 
2001 Jordan signed a trade 
agreement with the US and 
established a further three 
years of data exclusivity.

Impact on the prices of 
medicines 
Medicine prices in Jordan have increased by 

20% since 2001 due to the enforcement of data 

exclusivity. Between 2001 and 2007 medicines with 

no generic competitor are estimated to have cost the 

country an additional sum of between USD$6.3m 

and $22.04m.

3

3

3

4

4
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Jordan
Jordan can grant 
compulsory licenses to 
compensate for the abuse 
of a patent, or to respond 
to a national emergency. 
However data exclusivity 
requirements could act as 
a barrier to compulsory 
licenses. Jordanian law 
forbids parallel importation 
without the consent of the 
patent-holder.

Impact on the prices of medicines
In 2006, India rejected a patent application by Novartis 

for a patent on Gleevec, an important medicine for the 

treatment of cancer. The application was rejected on the 

basis that Gleevec was simply a new form of an existing 

medicine and therefore failed to meet India’s tough 

standards of patentability. At the time Novartis was 

charging US$26,000 per patient per year for Gleevec. By 

contrast, Indian generic versions of the drug were priced 

at US$2,100 (92% cheaper). In response, Novartis lodged 

a legal case challenging the validity of India’s patent 

standards. In 2007 the Indian court upheld the country’s 

patent act and rejected Novartis’ claim. Novartis is 

challenging the court’s decision
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What is meant by “TRIPS-plus”?
The TRIPS agreement strengthened the protection 
of intellectual property (IP) by extending the 
lifetime of patents to 20 years and allowing 
both pharmaceutical processes and products 
to be patented. “TRIPS-plus” are policies that 
strengthen or lengthen IP rights or that provide 
stronger enforcement measures. These policies go 
beyond what is required under international law, as 
defined by the TRIPS agreement.  

The United States and Europe, home to many 
large pharmaceutical companies, often insist upon 
TRIPS-plus measures during trade negotiations 
with developing countries. Such trade agreements 
are usually called Free Trade Agreements (FTAs), 
or Economic Partnership Agreements (EPAs). 
Many of these poorer countries depend on the 
richer markets of the United States and the 
European Union to buy their goods. Knowing this, 
the US and the EU offer these countries greater 
access to their markets in exchange for increased 

against the trade bullies
The TRIPS agreement has been a major setback for access to medicines. Now developing 
countries are under pressure from the United States and the European Union to accept 
further “TRIPS-plus” trade restrictions. If these new measures are introduced, hundreds 
of thousands of people will lose life-saving treatment.

Fightback

In December 2010, hundreds of Kenyans protested in Nairobi against the EU-India Free Trade Agreement. Photo by Paul Davis.
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protection of IP. In a bid to defend their own 
economies, many developing countries accept 
this unequal exchange, even if it means 
harming public health. 

TRIPS-plus measures seen in current trade 
agreements include: 

•	 extending	the	patent	on	a	product	if	its	
registration was previously delayed; 

•	 forcing	a	country	to	ease	the	rules	for	
awarding patents; 

•	 banning	pre-grant	opposition	(the	right	to	
oppose a patent before it is granted); 

•	 making	it	harder	for	countries	to	issue	
compulsory licenses, which can force the 
holder of a drug patent to allow local use of 
generic versions of the drug; 

•	 requiring	data	exclusivity	(see	side	box);	

•	 seizing	generic	medicines	at	international	
borders; 

•	 making	it	easier	for	foreign	companies	to	
sue governments. 

TRIPS-plus provisions also appear in anti-
counterfeiting legislation taking place at  
national, regional, and international levels. The 
Kenya Anti-Counterfeiting Act, for example, 
introduced in 2008, has such a wide definition 
of counterfeit that it could include generic 
medicines. Although activists are challenging 
this law as unconstitutional, similar legislation 
is proposed within the East African Community, 
and in the multi-country Anti-Counterfeiting 
Trade Agreement.

While TRIPS-plus may seem obscure and 
technical, these policies can have a real impact 
on the prices of medicines. For example, TRIPS-
plus rules introduced in a 2001 Jordan-United 
States FTA contributed to a 20% increase in the 
cost of medicines in Jordan between 2001 and 
2007. Data exclusivity (see side box) was largely 
to blame for this; it delayed the registration 
of generic versions of 79% of medicines 
between 2002 and mid-2006. The lack of generic 
competition obliged the country to spend an 
additional sum of between USD $6.3 and $22.04 
million on drugs.

What is data exclusivity?
In order for a generic drug to be used in a country, the generic manufacturer 
must first register the drug. Drug registration requires the manufacturer to 
prove that its drug is as safe and efficacious as the drug that was originally 
patented, and that it was manufactured under good, verifiable quality standards. 
To prove this, the generic manufacturer has to show the national drug 
regulatory agency—such as South Africa’s Medicines Control Council—that 
their drug is essentially the same as the originator drug. If  two drugs containing 
the same active ingredients have the same effectiveness when used under the 
same conditions, they are called bioequivalent.

Since the originator has already been shown to work in trials, it is unnecessary 
to carry out new trials of  the generic drug. In fact, new trials would be 
unethical since we already know that the drug works.

However, the United States and the European Union are now trying to change 
this system by introducing something called data exclusivity. By blocking access 
to data about the originator drug for a certain time period, data exclusivity 
means that bioequivalence alone would no longer be enough to register a 
generic drug during that time. Generic manufacturers would not be allowed 
to refer to the trials done by the originator company as proof  of  safety and 
efficacy. Unless the generic manufacturer conducts expensive and unethical 
clinical trials, they would be unable to register their drug until the period of  
data exclusivity expires. 

Data exclusivity affects the registration of  a medicine regardless of  whether the 
originator drug is still under patent. For example, a pharmaceutical company 
could register a drug in South Africa that has been on the world market for 
several decades, but previously unavailable in South Africa. Even though the 
patent would have expired, the drug would still qualify for data exclusivity 
because it would be newly registered. It is important to remember that patents 
and registration are two different things: while data exclusivity cannot lengthen 
the lifetime of  a patent, it can prevent the registration of  generic drugs, 
regardless of  patent status. 

Data exclusivity in an extreme form might also cancel out compulsory licenses. 
Even if  a patent can be overridden and a generic drug produced, that drug 
cannot be registered and sold without proving bioequivalence. 

Data exclusivity is not required under TRIPS, nor is it currently allowed under 
South African patent law. It is important that future changes to our patent 
law should condemn data exclusivity. South Africa should also reject data 
exclusivity in any trade agreements or policies.

Illustration by Sizwe Nguqe.
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As of 2007, new medicines in Jordan cost between 
two and ten times more than in neighbouring 
Egypt, where TRIPS-plus measures were not 
introduced. Furthermore, the FTA prevented 
Jordan from using TRIPS flexibilities such as 
compulsory licenses to protect public health.

Where is this happening?
TRIPS-plus measures are under consideration 
around the world. For example: 

•	 Several	Latin	American	and	Asian	countries,	
as well as Australia and New Zealand, are 
negotiating a Trans-Pacific Partnership (TPP) 
Agreement with the United States. The TPP 
would force countries to make it easier to 
obtain patents and would rule out pre-grant 
opposition. 

•	 South	Africa,	as	part	of	the	Southern	African	
Customs Union, is currently negotiating an EPA 
with the European Union. While TRIPS-plus 
measures do not seem to be on the table, it 
is essential that civil society monitors these 
negotiations to ensure that such measures are 
not included. 

What can we do?
TRIPS-plus measures come in many shapes and 
sizes. They can occur in national legislation; as 
part of international trade agreements; or as part of 
regional agreements and policies. In order to fight 
these measures successfully, it is important for us 
to monitor the actions of our own government, and 
the governments of other countries. We need to 
understand who is pushing for further protection 
of intellectual property and in what forms. 

Trade negotiations are often very secretive. Access 
to information has been central to the success 
of activists resisting TRIPS-plus measures in the 
India-EU FTA and the Trans-Pacific Partnership 
Agreement. Campaigners must continue to push 
for transparency in order to be able to respond 
effectively. 

While we need to fight back against TRIPS-plus 
measures, doing so when South Africa still 
has unfavourable patent law is like throwing 
water out of a sinking ship. The best way to 
guarantee access to the medicines we need 
is to strengthen our patent law to include 
TRIPS flexibilities – and to make sure that our 
government uses these flexibilities. 

Source:  “All costs, no benefits: How TRIPS-plus 
intellectual property rules in the US-Jordan FTA affect 
access to medicines”, Oxfam Briefing Paper (March 2007). 
http://www.oxfam.org.uk/resources/issues/health/downloads/bp102_trips.pdf 

“The proposed India-EU FTA threatens the steady supply 
of generic drugs, and our ability to access new, innovative 
medicines. Without generics, the more than one million 
people currently receiving treatment in South Africa today, 
including myself, would not have access to antiretrovirals. 
We rely on these medicines to keep us alive and healthy.” - 
Vuyiseka Dubula, TAC General Secretary.

Photo courtesy Treatment Action Campaign Archive

TRIPS-plus measures threaten access to 
medicines because they make it harder 
for generic medicines to enter the market. 
Without competition from generic drugs, the 
prices of medicines often remain too high for 
most governments and individuals to afford.

22

SA
Y N

O T
O T

HE
 BU

LL
IES



The India-EU FTA
India is considered the “pharmacy of  the south”. The 
country supplies most of  the high-quality, affordable 
generic HIV medicines that are used in southern 
Africa today. India is able to produce so many generic 
medicines in part because the country has built TRIPS 
flexibilities into its patent law. Local patent law allows 
for pre- and post-grant opposition; includes strong 
rules to determine what can be patented; and allows 
for compulsory licenses. India’s strong generic industry, 
developed under its pre-TRIPS Patents Act, and its 
subsequent use of  TRIPS flexibilities have drawn strong 
opposition from the pharmaceutical industry.

The European Union is pushing TRIPS-plus measures 
as part of  the India-EU FTA now under negotiation. 
In addition to EU pressure for ten-year data exclusivity, 
the FTA also proposes stricter enforcement measures. 
These would affect anyone involved in the production, 
manufacture and delivery of  medicines that are 
suspected of  infringing upon a company’s intellectual 
property. This means that even doctors, clinics, or 
NGOs who supply treatment could be seen as breaking 
the law if  a company feels that their patent is being 
undermined. 

There has been concern that stricter enforcement 
measures could also increase the risk of  generic 
medicines being seized at international borders. This 
would prevent life-saving medicines from reaching 
patients in need. In 2008 legitimate generic medicines 

from India passing through European borders were 
seized when European patent-holders claimed that the 
medicines infringed upon their patents. Given that the 
generics were in transit to African and Latin American 
countries where the patents were not recognised, there 
was, in fact, no patent infringement. Although the EU 
and India have provisionally agreed to limit seizure to 
cases where there is evidence that drugs are likely to be 
sold on the European market, the issue has not been 
settled. 

The FTA may also include something called an 
investment chapter, which makes it easier for companies 
to sue governments. This can include the ability to 
conduct proceedings in special secretive forums rather 
than national courts, or to sue the government over 
breaches of  the FTA itself. Including an investment 
chapter in the India-EU FTA could result in expensive 
legal battles, which could delay access to medicines. The 
threat of  legal action alone could discourage the Indian 
government from pursuing policies that promote public 
health. 

Activists have fought back against the inclusion of  
TRIPS-plus measures in the India-EU FTA. As a 
result, data exclusivity has now been dropped from the 
negotiating agenda. However, other threats remain. 
Given that African countries rely heavily upon Indian 
medicines for their treatment programmes, governments 
and activists need to speak out against TRIPS-plus 
provisions in the FTA.

In March 2011 Asian groups staged a protest 
against TRIPS-plus measures in the India-EU 
FTA. Thousands of people attended, including the 
UN Special Rapporteur on the Right to Health. 

 

 

Photo by Jockey Kit.
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worldwide battleA

In March 2011, 
over 2,500 people 
rallied in New Dehli 
in support of the 
Indian government 
during Free 
Trade Agreement 
negotiations. It was 
one of the largest 
protests in history 
involving people 
living with HIV/
AIDS. Photo by Rico 
Gustav.

The PMA case: Pharmaceutical companies 
forced to back down
In 1998 the Pharmaceutical Manufacturers Association 
(PMA), together with 40 mostly multinational drug 
companies, went to court against the South African 
government to stop the implementation of the Medicines 
and Related Substances Control Amendment Act of 1997. 
This act allowed for the substitution of patented medicines 
with generic medicines once a patent had expired, 
importation of generic medications, and transparent 
pricing.

The Treatment Action Campaign (TAC) fought alongside 
government, offering legal support, educating members 
about profits in the pharmaceutical industry, and 
organising demonstrations. The pressure worked. On 19 
April 2001 the PMA dropped their court action. 

This victory for TAC and the South African government 
was a big blow for the pharmaceutical industry worldwide. 
It helped build the positive momentum that resulted in the 
agreement of the Doha Declaration later in 2001. 

Successful patent campaigns in one part of the world can have a knock-on effect that helps people 
in other countries. Just as TAC has inspired others in the past, today we can draw inspiration from 
the achievements of activists in India and Thailand as we fight for fairer patent laws. Successfully 
changing South Africa’s Patents Act to enable access to life-saving medicines could in turn inspire 
other countries to do the same.

TAC and the Competition Commission
In 2002 a month’s supply of first-line antiretrovirals (ARVs) 
cost over R2,000 in the South African private sector – 
ARVs were not yet available in the public sector. As a 
result, many HIV-positive people who could not afford the 
medicines became ill and died.

TAC and the AIDS Law Project (ALP) lodged a complaint 
with the Competition Commission against two of the 
pharmaceutical companies responsible for these high 
prices, GlaxoSmithKline and Boehringer Ingelheim. In 
October 2003, the Commission found evidence supporting 
the allegations that pricing was unfair and indicated that 
they would proceed with the complaint. 

Seeing that things were not going their way and 
perhaps fearing negative publicity, GlaxoSmithKline and 
Boehringer Ingelheim relented and agreed to issue a 
number of licenses to generic manufacturers. It was a 
huge victory in the fight for greater access to affordable 
medicines. 
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Today, government pays just over R100 per person 
for a month’s supply of antiretroviral treatment.

India says no to Novartis
In 2007, the pharmaceutical company Novartis 
challenged section 3d of the Indian Patents 
Act, which establishes strict criteria for the 
patentability of medicines, arguing that it violated 
international trade obligations. 

In response, protestors began an international 
campaign, ultimately defeating Novartis. If the 
company had won, this would have undermined 
India’s strict standards of patentability. These 
standards require that patents be granted only for 
medicines that are truly new and innovative, rather 
than for changes to or combinations of existing 
medicines. A victory for the company would have 
cut access to many affordable medicines.

Subsequently, another drug company, 
GlaxoSmithKline,  withdrew patent applications 
on abacavir, a second-line ARV, and trizivir, a triple-
combination ARV used for first- and second-line 
treatments. Some believe that GSK wanted to 
avoid setting a precedent of patent defeat, which 
might have damaged future attempts to follow 

up patent claims in countries with weaker patent 
standards.

Thailand, Brazil and compulsory 
licenses
Malaysia, Indonesia and six African countries 
successfully issued compulsory licenses for 
first-line ARVs. But Thailand was the first middle- 
income country to grant licenses on pricier 
second-line medicines. 

An earlier effort to issue licenses for didanosine 
was unsuccessful due to fears of trade retaliation 
from the United States. However, activists 
persisted, and by early 2007, new leadership in 
Thailand had led the country’s health department 
to issue compulsory licenses for efavirenz, 
lopinavir/ritonavir, and clopidrogel.

Encouraged by Thailand’s success, Brazil issued a 
compulsory license for efavirenz shortly after. 

Despite the severity of the HIV epidemic, South 
Africa has never granted a compulsory license for 
an antiretroviral medicine. South Africa’s patent 
laws must be amended to make it easier for the 
courts to issue compulsory licenses. 

Campaigners have won hard-fought legal precedents, despite continued opposition from 
the pharmaceutical industry and the threat of more restrictive trade agreements. Only 
by building on recent victories - by rejecting weak standards for patents, by issuing 
more compulsory licenses, and by opposing TRIPS-plus provisions - can developing 
countries create a momentum that cannot be stopped. It is time for South Africa to get 
inspired and make the necessary changes to our Patents Act.

This article is based 
on Brook Baker’s 
article (http://www.
healthgap.org/

Thai and Indian 
activists demonstrate 
their discontent in 
the fight for access to 
medicines. Photos by 
Jockey Kit."
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How Laws are Made
New policies

New policies often start with political parties. So, for 
example, the ANC committed itself  to National Health 
Insurance (NHI) at the Polokwane conference in 2007. 
Since the ANC is in power in South Africa, it is relatively 
easy for them to push their policies into government.

Government departments often, 
though not always, summarise their 
policy ideas on a specific issue in a 
discussion document called a green 
paper. Political parties, trade unions, 
civil society organisations like TAC, 
and members of  the public are 
invited to read and comment on this 
document.  

Green 
paper

White 
paper

After comments have been received 
on the green paper, the relevant 
government department or a special 
task team may prepare a white paper. 
A white paper is more precise than a 
green paper and gives a more detailed 
idea of  the proposed policy. Interested 
parties are asked to comment on the 
white paper. Relevant parliamentary 
committees also comment at this stage. 
All of  these comments are then sent 
back to the government department so 
that it can finalise the policy.

Political party

Step 1

Step 2

Step 3

Step 4

Government department
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Most of the time new laws are only made once policies have been finalised. 
With National Health Insurance (NHI), for example, all discussions so far have 
been on the policy. The changes to South Africa’s laws that NHI requires will 

only come once the policy process has been completed.

Parliament

Government 
Gazette

Following a policy process, as described on the left, certain changes 
to the law are often required in order to implement the new policy. 
Therefore, the relevant government department draws up a draft 
bill. The bill will remain a draft bill until it is tabled in Parliament.

After receiving Cabinet approval, the bill is tabled 
in the lower house of  Parliament (the National 
Assembly) and published in the Government 
Gazette. Interested parties, including the public, 
are given an opportunity to comment on the draft 
bill; sometimes a bill is made available for public 
comment before being tabled.

Once a bill is passed in Parliament, 
it  must first be enacted before it can 
become law. This means the president 
has to sign off  on the bill and publish 
an enactment date in the Government 
Gazette. From that enactment date, 
the new bill is law. 

Step 5

Step 1

Step 2

Step 3

Step 4

New laws

A relevant parliamentary committee now examines 
the bill and considers comments from political 
parties and the public. Sometimes this can include 
public hearings. This committee can recommend 
the bill, reject it, or make changes to the bill until 
they can recommend it. If  they recommend it, it is 
voted on in the National Assembly. If  the National 
Assembly passes the bill, it gets sent to the upper 
house of  Parliament (NCOP, or National Council of  
Provinces) where further changes can be suggested. 
The influence of  the NCOP, and the ability to make 
changes rather than merely suggest them, depends 
on the type of  bill under consideration.
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TAC’s Homu branch goes door-to-
door
On 14 July, TAC’s Homu branch conducted an 
innovative door-to-door campaign at Mapayeni 
village. The theme of  the campaign was HIV 
counselling and testing and the prevention of  
mother-to-child transmission of  HIV. Health 
workers from Mapayeni Clinic also participated in the 
campaign.

The campaign took place as follows:
• TAC Homu branch members went house-

to-house providing education on the benefits 
of  early testing in general, but particularly for 
pregnant women. They conducted individual 
sessions and explained that they could provide 
nurses and HIV counsellors.“If  you would like to 
be counselled and tested, all you need is to inform 
us and we will refer the counsellor to your house,” 
TAC members told people. 

• If  a person requested counselling, a designated 
TAC employee was called on his or her cell 
phone. This TAC employee then called the nurse 
and the HIV counsellor and referred them to the 
relevant house. A full counselling session then 
took place in the comfort of  the person’s home.

This campaign reached 264 people through individual 
educational sessions. 34 people were tested for HIV 
and 12 referred for TB screening.

TAC’s Mariveni takes on domestic violence
On 19 July, the Treatment Action Campaign’s (TAC’s) Mariveni branch carried 
out a campaign in Shipungu village to raise awareness about gender-based 
violence (GBV). This followed police reports that three cases of  GBV were 
reported in this small village every month. 

During their door-to-door visits TAC members identified allegations of  GBV. 
Three cases were referred to the social worker based at Mariveni Clinic. Not 
all cases involved gender-based violence. In one instance a teenage boy was 
allegedly beating up his family members to the extent that they feared for their 
lives. In another case, a person with a disability was alleged to have been locked 
up and often left without food.

On 16 August TAC returned to the village to follow up on these reports. The 
disabled person had been transferred to a place of  safety. The teenager accused 
of  violent behaviour was being monitored by the social worker and was said 
to have improved his conduct. The social worker also indicated that that, 
encouraged by TAC’s campaign, people had come forward to report eight more 
cases of  domestic violence. 

News from TAC Limpopo

TAC women get organised
On Friday 26 August, TAC Mopani held a public campaign with the theme 
“We turn victims into survivors”. The aim of  the campaign was to address 
violence and abuse in relationships. Representatives from all TAC branches in 
Limpopo attended and discussed ways to deal with gender-based violence. 

The campaign followed a four-day meeting of  TAC women at which they 
explored a number of  health issues. Women attending the meeting resolved to 
use every opportunity – whether at churches, community gatherings or health 
facilities – to educate others about the benefits of  pap smears, and encourage 
them to take advantage of  this medical service. Pap smears can save many lives 
by diagnosing cervical cancer while it is still treatable.

The campaign also included an HIV information drive and condom 
distribution in Giyani Town. A total of  42,000 male condoms and 1,300 female 
condoms were distributed at taxi ranks and market stalls.

Stories compiled by Shine Mabuza, Jennifer Milambo and Adam Malapa of  
TAC Mopani.

Read more about TAC’s activities on the TAC district blogs at: 
http://www.tac.org.za/district/

Photo by Tony Baloyi.
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Directions: Place player markers on Start. Each player rolls the die once, and the 
player  with the highest number begins game. For each turn, roll the die and move 
your marker the correct number of  spaces. If  you land on a spill or ladder, follow 
the directions. The first player to receive their medication wins! Good luck!
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