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“The entire continent of Africa represents 1.3% of global pharma-
ceutical sales. You could take Africa out of the equation entirely,
and there would barely be a blip in the profits.”

Millions of people around the globe suffer and die from diseases for which

they can’t afford the treatments. Now, controversial new regimes in Canada

and worldwide are trying to find solutions — and are creating a massive

legal firestorm in the process. Inside the compulsory licensing system for

life-saving pharmaceuticals.

By Janice Mucalov

Photography by Paul Eekhoff

T
he numbers are staggering. More than 33.2 million peo-
ple worldwide suffer from AIDS, with as many as 8,500
dying each day from the disease, most of them in Africa.
Another nine million people (almost a third of them in
Africa) become ill with tuberculosis every year, and two

million of those people die. And a heartbreaking 1,000,000
African children die annually from malaria.

Both TB and malaria, virtually unknown in the world’s richest
countries, are curable. Moreover, modern anti-retroviral drugs can
greatly improve the quality of life of those with HIV/AIDS and
slow the progression of the disease. But most of the people who
need these treatments will never get them.

Third-world and developing countries simply don’t have the
money to pay for pharmaceuticals to address their healthcare crises.
In North America, it costs between $10,000 and $15,000 a year to
treat an AIDS patient with combination anti-retroviral drug ther-
apy. For the average citizen of a sub-Saharan African country, where
the annual amount spent on health care is $6, that figure is utterly
out of reach.

Poverty is the key culprit, of course. But recently, intellectual
property laws have come under fire as well. “Patent rules have a
considerable impact on access to medicines,” says Richard
Elliott, Director of the Canadian HIV/AIDS Legal Network in
Toronto. “Patents block developing countries from obtaining
cheaper drugs from alternate manufacturers.”

There are two types of drug manufacturers: “brand-name”
companies that invest millions in R&D to develop new drugs

newThe
drugwars
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Patrick Kierans
Ogilvy Renault LLP, Toronto

“Patents are the cornerstone of
innovation. It would be impossible to
encourage capital investment in a
company if its product is not protected.”

to encourage capital investment in a com-
pany if its product is not protected.”
But in the world’s poorer countries, a

lot of people are tired of waiting, and
they’re prepared to upend the existing
global patent framework to get faster
access to life-saving medicine through
“compulsory licensing” schemes. Cana-
da, home to some of the world’s leading
generic drug-makers and historically a
leading moral force in the fight against
global poverty, now finds itself in the
middle of this new battlefield.

Compulsory l icensing
In 1994, the World Trade Organization
reached an agreement called the Trade-
Related Aspects of Intellectual Property
Rights (TRIPS), which required member
countries to provide 20 years of protec-
tion to patent holders. It didn’t take long
for TRIPS to trigger what would become
a landmark legal battle between the
world’s largest pharmaceutical compa-
nies and the government of South Africa.
The International Federation of

Pharmaceutical Manufacturers’ Associ-
ation sued South Africa over new legis-
lation that allowed the health ministry
to override patent rights and import
AIDS drugs at cheaper prices than these
companies offered. The brand-name
drug-makers argued that South Africa’s
move violated TRIPS, to which that
country was a signatory.
The three-year court case ended with

South Africa agreeing to abide by TRIPS
in return for drug companies’ agreement
to supply medicines to that country for

$600 to $700 per patient per year. But that is still an exorbi-
tant price for most South Africans, and the settlement was
strongly criticized in some quarters, especially by aid activists.
In 2003, a WTO clarification of TRIPS allowed needy mem-

ber states to issue “compulsory licenses” in certain circum-
stances to any agency or company to import or produce cheap
generic versions of patented drugs. That ruling set off a wave of
compulsory licensing across the poor and developing worlds.
Several countries have moved to break existing patents and

invoke compulsory licensing laws to acquire discounted drugs.
Zimbabwe, Mozambique, Zambia, Malaysia and Indonesia
have all issued compulsory licenses to produce low-cost gener-
ic medicines or import them from other countries. More
recently, Thailand and Brazil have followed suit.
In November 2006, Thailand, where almost 600,000 peo-

ple suffer from HIV/AIDS, overruled the patents on Efavirenz,

and receive lengthy exclusive patent terms to reap the result-
ing revenue, and “generic” companies that create “copycat”
versions of these drugs once their patents have expired and sell
them at a much cheaper price more affordable for most people.
The two sides of the industry are longtime bitter rivals.

Generic manufacturers must wait years for the brand-name
patents to expire — even longer, if, as has become more com-
mon lately, brand-name and generic drug manufacturers go to
court to contest whether modifications to an existing drug
constitute a new patent and warrant a new period of protection.
Almost everyone agrees that patents are necessary to enable

research-based pharmaceutical companies to recoup the huge
amounts of money spent on creating new drugs. “Patents are
the cornerstone of innovation,” says Patrick Kierans, a patent
law partner in the Toronto office of Ogilvy Renault LLP who
acts for brand-name drug companies. “It would be impossible
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an anti-retroviral made by pharmaceutical giant
Merck, and allowed Thai generic copies to be made at
half the price. Thailand has since issued a second com-
pulsory license for another AIDS drug made by Abbot,
and announced it would import an Indian-made
generic version of the patented blood thinner Plavix
used to treat heart disease.

Thailand is also mulling over the compulsory
licensing of some 20 other patented drugs, including
treatments for diabetes and hypertension. In May
2007, after Merck refused to sufficiently drop its price
for Efavirenz, Brazil also granted a compulsory license
for a locally produced generic version.

The savings to these countries are enormous. The
World Bank has estimated that Thailand will slash
the costs of its second-line HIV/AIDS therapy by
90% ($3.2 billion by 2025) through compulsory
licenses. A generic version of Efavirenz is expected to
save Brazil about $240 million by 2012 (when
Merck’s patent expires). Brazil has halved its AIDS
death rate since 1996 and cut the number of its hos-
pital patients by up to 80%.

The brand-name drug manufacturers, who view
their patents in these countries as having been essen-
tially expropriated, are not happy. After Thailand’s
decision to issue a compulsory license for Abbot’s
AIDS drug, “Abbot basically threatened to withdraw
all of its medicines from the Thai market, including
its non-AIDS drugs,” says Elliott, who argues that
the drugs in question constitute only a tiny fraction
of the brand-names’ products.

Part of the brand-name companies’ problem is that
Thailand and Brazil are “middle-income” countries.
The drug makers contend that unlike places like
Zimbabwe and Mozambique, these nations are devel-
oping robust economies and have sufficient financial
resources to pay their fair share of the R&D costs that
these companies undertake.

But Elliott counters that this issue is already
addressed by the WTO’s 2003 decision on TRIPS,
which sets a sliding scale of royalties to be paid to the
patent holder when granting compulsory licenses.
Rwanda, for example, would pay virtually nothing,
while Thailand and Brazil would pay a bigger royalty.

One misconception (“encouraged by Big Pharma,”
says Elliott) is that generics can only be made locally or
imported for public health emergencies like AIDS. Not
true, he says: TRIPS requires countries to first negotiate
with the patent holder for a voluntary license before they
can seek a compulsory license. “But if the country declares the
problem a public health emergency, then they don’t have to
engage in such negotiations first.”

Canada’s role
Canada is a player in this controversy, not least because this
country has long fostered the generic drug industry. From 1923
to 1993, our Patent Act authorized compulsory licensing of
medicines for the domestic market to keep drug prices afford-
able for Canadians, giving birth to a robust generic industry.

But by the end of the 1970s, “Canada was perceived to be
inhospitable to investment in the pharmaceutical industry,”
says Thierry Orlhac, a partner with Montreal-based Leger
Robic Richard. The compulsory licensing provisions had
caused not only “a substantial cut in the growth and invest-
ment of research and development in Canada,” but also forced

some innovative companies to move abroad.
So in 1993, the current Notice of Compliance system was

introduced. A generic drug maker must now show that the
copycat version doesn’t infringe any patents or that the patent
is invalid in order to get regulatory approval for the Canadian
market. Nonetheless, as Kierans notes, Canada still has “one
of the most sophisticated generic drug company industries in

David Reive
Dimock Stratton, Toronto

“There’s no rationale in the patent system for
carving out pharmaceutical inventions from
patent protection. There should be one law for
all inventions.”

NATL01_029-036:03-L’heure du re veil  1/21/08  11:35 PM  Page 31



33www.cba.org

the world.” So when poor countries exercise compulsory
licenses, Canada’s generics sit up and take notice.
Not only that, but Canada was the first country to intro-

duce legislation based on the WTO’s 2003 compulsory
licensing decision. In 2004, Parliament passed legislation to
create Canada’s Access to Medicines Regime (CAMR),
which allows generic drug manufacturers to use patented
products to make cheap medicines for export to developing
countries experiencing public health problems.
In theory, Canada should have become a leading supplier

to poor countries seeking medicine. But only one generic
drug has been approved for export since the law was pro-
claimed. At the request of Doctors Without Borders, Apotex
(Canada’s largest pharmaceutical company) agreed in 2004
to make the generic ApoTriavir for HIV/AIDS, combining
three separate patented drugs into one single-dose pill.
The drug was ready by April 2005, but Health Canada

Heather Watts
Deeth Williams Wall, Toronto

“The legislation creates a problem because
western powers like Canada thinks they’ve done
their part. It creates a false sense of security that

we’ve accomplished something.”

didn’t issue its approval for another 16 months. And it was-
n’t until September 2007 that the federal Commissioner of
Patents granted a compulsory license allowing Apotex to
make and export 15.6 million tablets to Rwanda, enough to
treat 21,000 people for a year. The three-year time lag was
unacceptable, says Elliott: “All the delay built into the
process means more deaths.”
The problem is too much red tape, say critics. “The con-

cern of the generic manufacturers is that we have an overly
cumbersome and unworkable process,” says David Reive,
who acts for both brand-name and generic drug companies
at Dimock Stratton in Toronto. “Of the 77 pages of the
Patent Act, 14 pages are devoted to the Canadian Access to
Medicines Regime — a full 18%. That’s very telling of the
bureaucracy involved.”
“All European and North American patent regimes have

complex patent legislation, so it’s a giant gauntlet for gener-
ic companies to go through to export to developing nations,”
adds Heather Watts, who practises patent medicine litigation
at Deeth Williams Wall in Toronto. The biggest obstacle is
the requirement for a case-by-case license. “A separate
license is needed by a company for every drug order by every
single country,” notes Elliott.
As well, the generic company must first try to negotiate a

voluntary license with the patent holders. For the ApoTriavir
drug, the three patent holders (GlaxoSmithKline, Shire and
Boehringer Ingelheim) each imposed numerous conditions
for issuing a voluntary license to Apotex.
Moreover, an under-developed country must make a

request under the CAMR to trigger the compulsory licensing
provisions. But some countries don’t want to be publicly
identified, for fear of possible trade backlashes from indus-
trialized countries, where brand-name pharmaceutical com-
panies make their home. That was one of the reasons why an
NGO (Doctors Without Borders) made the only successful
CAMR request so far.
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The government’s report on its review of CAMR was
tabled in December (six months late). It concludes that insuf-
ficient time has passed and not enough evidence has been
accumulated to warrant changing CAMR. But the government
also “recognizes that the regime could do more to address the
underlying economic barriers, and will undertake further
analysis of this issue as greater experience in using the WTO
waiver and other international mechanisms to improve access
to medicines is gained.”

For now, says the government, efforts will focus on “non-
legislative measures to improve access to medicines in the
developing world.” In February 2007, for example, Canada
complemented its support for the International HIV Vaccine
Initiative by establishing the Canadian HIV Vaccine Initiative,
a collaborative project funded by Canada (up to $111 million)
and the Bill and Melinda Gates Foundation (up to $28 million).

Among other initiatives, Canada has also committed $200
million to Advance Market Commitments to accelerate the
development of a pneumonia vaccine for developing countries.

The brand-name pharmaceutical companies, at least, have no
problems with the CAMR process. Kierans notes that his client,
GlaxoSmithKline, is “content with the controls created by
Canada’s Access to Medicines Regime.” Reflecting on Apotex’s
application for a compulsory license, he adds: “Our observation
is that the process was fair, functional and fast.”

Both Kierans and Reive point out that brand-name companies
are opposed to any changes to CAMR that would make it eas-
ier for cheap generic drugs exported under a compulsory
license to be diverted back to Western markets, undermining
pharmaceutical profits and ultimately R&D efforts.

It’s a legitimate concern: a few years ago, low-cost AIDS
drugs supplied by the Glaxo group for
African patients were fraudulently
diverted and sold to a UK hospital. It’s
that sort of development that raises
fears of a general breakdown in the
patent protection system that underlies
the entire pharmaceutical industry.

For his part, Reive doesn’t believe
drug patent protection in general is in
peril, now or for the foreseeable
future. “Yes, there are setbacks for
some of the brands in some countries,
like Novartis, where the Indian gov-
ernment said they wouldn’t grant a
patent. [See sidebar, p. 35]
“[But] the vast majority of pharma-
ceuticals are made in the developing
world for the developing world. The
companies aren’t looking to the under-
developed world for major sales.”

Reive does worry that the drug
industry is in danger of becoming the
exception to too many rules. “It’s
important to treat pharmaceutical
companies on the same footing as
any other company, and to treat
pharmaceutical technology on the
same footing as any other technolo-
gy,” he says.

“There’s no rationale in the patent
system for carving out pharmaceutical
inventions from patent protection.
There should be one law for all inven-
tions. There ought to be the same
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Medical realities also burden CAMR: the regime isn’t set up
to deliver effective anti-retroviral AIDS drugs and other treat-
ments, notes Watts. When AIDS patients start to develop a resis-
tance to their first treatment regimen of antiretroviral medicines
(a typical occurrence), the protocol is to switch to a second-line
course of drug therapy.

But the CAMR-approved list of drugs for export is very nar-
row, Watts says. “The schedule only really allows for one regi-
men.” And sending only one course of treatment without any
follow-up “actually worsens the disease in the country — peo-
ple end up passing along a drug-resistant strain of the virus.”

Some malaria treatments and certain key medicines target-
ing multi-drug-resistant TB are also missing from the schedule,
she says. “And the process for adding new drugs to the sched-
ule is difficult — you have to go back to Parliament.”

India, China, South Korea, the European Union,
Switzerland, Norway and the Netherlands all have passed
regimes based on the 2003 WTO decision. But none has yet
sent any medicines to developing nations. “The legislation cre-
ates a problem because western powers like Canada thinks
they’ve done their part,” says Watts. “It creates a false sense of
security that we’ve accomplished something.”

Addressing the concerns
The federal government is aware of these criticisms, and in
November 2006, asked for submissions from interested
groups on how the regime “can better deliver on Canada’s
commitment to improve access to less expensive medicines
that are urgently needed to treat HIV/AIDS, malaria, tubercu-
losis and other epidemics in developing and least-developed
countries, while remaining compliant with WTO rules.”
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incentives for pharmaceutical technolo-
gy as there are for other technologies.”

And Kierans warns that intellectu-
al property rights must be respected.
“Patents are recognized universally as
necessary to support research and
development. Without patents, the
level of investment in research would
drop dramatically,” he says. If patent
protection is eroded, medicines and
vaccines — for the poor as well as for
industrial nations — might not be
developed at all.

Are there solutions?
So how can affordable medicine be
delivered to nations most in need while
preserving a workable system for the
encouragement of pharmaceutical
R&D and the preservation of patents?

Brand-name companies do partici-
pate in charitable endeavours. In 2005,
in partnership with the WHO’s Global
Alliance to Eliminate Lymphatic
Filariasis, GlaxoSmithKline donated
136 million treatments of albendazole
to 36 countries to prevent transmission
of the tropical disease. And Pfizer is cur-
rently giving away Diflucan in several
African countries to treat meningitis, a
common infection among HIV/AIDS
sufferers. More than four million tablets
have so far been dispensed for free.

India is a key supplier of cut-rate drugs.
Generic Indian AIDS drugs cost just
$150 to $240 a year, compared to the

$10,000 to $15,000 for the patented ver-
sions. Some two-thirds of the world’s anti-
retrovirals now come from India, and
Indian companies furnish 84% of the AIDS
drugs used by Doctors Without Borders to
treat patients. Moreover, unlike Canada,
ordering drugs from India is easy: an
importing country or NGO need only fill in
an order sheet and fax it to the company.

“In India, production and approval costs
are much lower, so generic companies there
are better positioned to provide low-cost
medicines to third-world countries,” says
Heather Watts of Deeth Williams Wall in
Toronto. One reason is that India is already
in the business of making raw active phar-
maceutical ingredients (APIs), the building
blocks used by both brand-name and gener-
ic companies tomake the final drug product.

A passage from India
The newest player in the compulsory licensing
game is changing all the rules.

Non-governmental organizations and aid
activists are concerned, however, that India’s
ability to supply cheap medicines could be
curtailed. In 2005, India’s Patent Act was
amended to make the country TRIPS-compli-
ant and therefore bound to honour brand-
name drug companies’ patents. Because
pharmaceuticals hadn’t been patented in
India, the resulting competition spurred the
growth of inexpensive drugs.

“The Indian legislation was amended in
such a way that only a limited number of
patents would be allowed,” Watts says. It
limits the derivatives that can be patented
to those that provide a new benefit or
show some new “efficacy.” Moreover, the
law contains powerful “opposition” provi-
sions that allow any party to oppose a
patent before it’s granted. As well, the
Indian Patent Act still allows generic firms
to legally copy patented drugs if the main
purpose is for export to countries that don’t

have their own manufacturing capacity.
Since India’s Patent Act was changed in

2005, only one patent has been issued,
while there are 10,000 patents in the
pipeline waiting to be examined.

But Watts cites the Novartis case as
shedding light on how India can be
expected to proceed. In 2006, the Indian
government denied a patent on a cancer
drug that had been successfully patented
by Swiss pharmaceutical company Novartis
in 35 other countries. “Based on this
patent denial, there is some indication
that the government will interpret ‘effica-
cy’ narrowly,” she says. Novartis has since
sued the Indian government.

David Reive of Dimock Stratton in
Toronto, who works for both brand-name
and generic drug makers, says of the
Novartis case: “My understanding is that
the invention [the drug] met all the
requirements under Indian patent law, yet
the Indian government denied granting
that patent as a matter of policy, not as a
matter of law. There was no principled
basis for denying that patent.” N

www.bereskinparr.com
T O R O N T O M I S S I S S A U G A W A T E R L O O   M O N T R É A L

Protect and profit from your intellectual

property assets with the proven expertise

of Bereskin & Parr – and experience a

dedication to service that has earned 

lasting trust from many of the world’s 

most original thinkers.

intellectual property

VISION & PERSPECTIVE

NATL01_029-036:03-L’heure du re veil  1/21/08  11:36 PM  Page 35



36 January · February 2008NATIONAL

Elliott is unimpressed. “There are a lot of problems with
donated medicines. They may be batches that are about to
expire, or there are strings attached.” He adds: “Countries
should not be reliant on the largesse of Big Pharma to scale up
their health treatment programs. They shouldn’t be held
hostage by the philanthropy of big pharmaceutical companies.
That’s nice, but it’s not the answer.”
Patent holders could also grant voluntary licenses to

generic drug manufacturers. This rarely happens, and there
is little reason for patent holders to do so, notes Reive. On
the other hand, if a compulsory license is granted under the
CAMR, certain safeguards are
built in that protect the brand-
name company (e.g., the right to
ask the court to terminate the
license if the inexpensive generic
drug is diverted back to devel-
oped countries).
When a patent holder does

grant a voluntary license, it’s usu-
ally under threat of a competition complaint, says Elliott. In
fact, just in November, the AIDS Law Project and Treatment
Action Campaign jointly filed a competition complaint against
Merck, claiming that its refusal to grant voluntary licenses to
import Efavirenz violates South Africa’s Competition Act. The
action is part of a new strategy to use competition law to pry
open access to badly needed medicines.
“This doesn’t cut into the profits of big drug companies at

all,” Elliott complains. “The entire continent of Africa repre-
sents 1.3% of global pharmaceutical sales. You could take
Africa out of the equation entirely, and there would barely be
a blip in the profits.” He thinks the real reason patent holders
are fighting compulsory licenses is because of the ripple effect
on industrialized nations. “Consumers here might start ques-
tioning how come we’re paying so much money for drugs.”
Is intellectual property law even the best way to fight this

battle at all? “The real issue is whether the patent system is the
proper avenue for addressing access to medicines by developing
countries,” says Reive. “We know that compulsory licensing
in Canada isn’t working well in this respect.”
He thinks that Canada should perhaps be focusing more on its

foreign aid packages instead— the money spent on implementing

and reviewing the CAMR “may have been better spent given to
Rwanda to buy medicines on the open market. Why are we look-
ing at not very effective methods, like compulsory licensing in
Canada? There’s not much study being done on the alternatives.”
Nor is streamlining the compulsory licensing process to

export more generic drugs the best solution. That’s because,
say observers, Canada is simply too expensive a country for
making affordable medicines.
Apotex plans to sell its generic ApoTriavir at 40 cents a

tablet — a price that “could be onerous for people in
Rwanda,” suggests Reive. Two Indian manufacturers have

recently produced a similar
Apotex drug, and Rwanda has
said it’s now seeking bids for the
supply of the AIDS drug. Lower-
cost countries like India pose a
long-term threat to Canada’s
generics industry, one that has lit-
tle to do with alleviating disease in
poor countries.

“It’s difficult to see how Canada and its generic companies
can produce drugs at the same cost as other countries, where
wages and regulatory standards are lower and the whole infra-
structure cost is lower,” says Reive. “If the goal is to get low-
cost drugs to third-world countries, we should be looking at
manufacturing these drugs in places other than Canada.”
That, it seems, might be the path eventually chosen: gener-

ic drug makers in India and other middle-income countries
will continue to supply inexpensive medicines to poorer
nations lacking the resources to manufacture such drugs them-
selves. “India should not be forced to become more TRIPS-
compliant,” says Watts.
“Poor countries should be allowed to have the legal frame-

work permitting them to import generic medicines,” adds
Elliott. “And the brand-name pharmaceutical companies
should not put up intellectual property barriers blocking their
access.” In the end, the steady rise of globalization might end
up rendering moot much of the controversy in this complex
and challenging area. N

Janice Mucalov is a lawyer and freelance writer based in Vancouver. Her previous article

for National, on parental leave for law firm associates, appeared in our March 2007 issue.

Generic drug makers in India
and other middle-income countries will

continue to supply inexpensive
medicines to poorer nations lacking

the resources to manufacture
such drugs themselves.
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