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TRIPS from Doha to Cancun . . . to Ottawa:
global developments in access to treatment
and Canada’s Bill C-56

In November 2003, Canada introduced legislation to amend the Patent Act so that manufacturers could obtain
licences to make generic versions of patented pharmaceutical products for export to countries lacking suffi-
cient capacity to produce their own. Bill C-56 aims to implement an August 2003 decision of the World Trade
Organization (WTO) that relaxes its rules on pharmaceutical patents to allow this kind of measure.While the
bill is a welcome development, it contains several serious flaws that will undermine the initiative and render it
largely meaningless. Civil society organizations, including the
Canadian HIV/AIDS Legal Network, have called on the

Canadian government to remedy the flaws before Bill C-56 is Inside
enacted. This article provides an overview of recent global
developments leading up to Canada’s initiative, as well as an
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organizations to the effect that WTO
rules on intellectual property — specif-
ically the rules on pharmaceutical
patents — were impeding access to
more affordable medicines. This is a
matter of particular concern in devel-
oping countries that are facing HIV/
AIDS and other health problems and
that are also burdened by widespread
poverty, with few resources to spend
on expensive patented drugs.

The WTO Agreement on Trade-
Related Aspects of Intellectual
Property Rights? (TRIPS) requires all
WTO countries to adopt certain mini-
mum standards for protecting private
intellectual property rights, including
with respect to pharmaceutical inven-
tions. Those rules create temporary
monopolies over patented pharmaceu-
ticals, meaning the company holding
the patent can charge high(er) prices.

In the lead-up to the Ministerial
Conference, and during the negotia-
tions in Doha, critics pointed out that
TRIPS was being interpreted and
applied in a manner aimed at deter-
ring governments from pursuing poli-
cies to decrease the price of
medicines. The hypocrisy of devel-
oped countries at the WTO was stark-
ly revealed by events following the
terrorist attacks in the United States in
September 2001. Five deaths from
anthrax distributed through the mail
caused concern about future bioterror-
ism and access to adequate supplies
of ciprofloxacin, an antiobotic used to
treat the disease. Both Canada and the
US threatened to override Bayer’s
patent rights on the drug unless it sup-
plied the desired quantities at a

reduced price. Yet developing coun-
tries such as South Africa and Brazil
had been chastised for contemplating
similar policies to deal with their
HIV/AIDS epidemics and told that
they were unacceptably undermining
patent rights.3

The incident highlighted the dou-
ble standard at play and fuelled devel-
oping countries’ demands going into
the Doha conference. The declaration
that was eventually adopted is politi-
cally important because in bolsters
efforts to balance protection of private
patent rights with the public interest
in affordable health care. The Doha
Declaration is also significant
because, under international law, it
must guide future legal interpretations
of TRIPS.#

Significantly, in the Doha
Declaration, WTO members “recog-
nize the gravity of the public health
problems afflicting many developing
and least developed countries, espe-
cially those resulting from HIV/AIDS,
tuberculosis, malaria and other epi-
demics.”® It is important to note that
the three named diseases and other
epidemics are identified as particular-
ly serious illustrations of “public
health problems.” Contrary to sugges-
tions by some countries and pharma-
ceutical companies after the Doha
conference, the Declaration is not lim-
ited to covering only these particular
problems.

In the Doha Declaration, WTO
members also stated that:

We agree that the TRIPS Agreement

does not and should not prevent
Members from taking measures to

protect public health. Accordingly,
while reiterating our commitment to
the TRIPS Agreement, we affirm that
that the Agreement can and should be
interpreted and implemented in a man-
ner supportive of WTO Members’ right
to protect public health and, in particu-
lar, to promote access to medicines for
all.

In this connection, we reaffirm the
right of WTO Members to use, to the
full, the provisions in the TRIPS
Agreement, which provide flexibility
for this purpose.®

WTO members further recognized
that this flexibility includes the right
of each country “to grant compulsory
licences and the freedom to determine
the grounds upon which such licences
are granted.”” A compulsory licence is
an authorization granted to someone

Because it introduces
competition into the
market, a compulsory
licence is one tool for
bringing down the price of

pharmaceutical products.

other than the patent owner, without
the patent owner’s consent, to use,
make, sell, or import a patented prod-
uct. Without this licence, a generic
pharmaceutical company making its
version of a patented product could be
sued for patent infringement. TRIPS
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requires that when a compulsory
licence is issued, the patent owner is
entitled to “adequate remuneration”
(to be defined under a country’s own
laws).8 Because it introduces competi-
tion into the market, a compulsory
licence is one tool for bringing down
the price of patented medicines and
other pharmaceutical products.

Limits on exports of generic
pharmaceuticals: the Doha
paragraph 6 problem

However, WTO members also recog-
nized in the Doha Declaration (para-
graph 6), that countries “with
insufficient or no manufacturing
capacities in the pharmaceutical sector
could face difficulties in making
effective use of compulsory licensing
under the TRIPS Agreement.” This is
because a country that lacks its own
capacity to make pharmaceuticals is
not able to effectively give compulso-
ry licences to domestic producers to
make those products locally. This is
the case with most developing coun-
tries. Compulsory licences could,
however, still be used to authorize
imports of generic pharmaceuticals
made elsewhere. But, under TRIPS,
countries that have the capacity to
make generic pharmaceuticals — and
could therefore be potential exporters
— are usually restricted to using com-
pulsory licensing “predominantly” for
supplying their own domestic
market.® This limits the possibility of
generic pharmaceutical makers in one
country getting compulsory licences
authorizing them to produce cheaper
products for export to other countries
in need.

Having recognized the problem —
which became known as the “Doha
paragraph 6 problem” — WTO mem-
bers committed to finding “an expedi-
tious solution” by the end of 2002.

Unfortunately, they were unable to
meet this deadline.

From Doha to Cancun: negotia-
tions on the Doha paragraph 6
problem

Over the course of the negotiations
that followed the Doha Declaration,
several countries — including Canada,
the European Community (EC) coun-
tries, Japan, Australia, and
Switzerland — joined with the US in
trying to narrow the scope of any
“solution.” They sought to impose
various conditions and restrictions
that were at odds with the text and
spirit of the Declaration, such as limit-
ing which countries would be able to
use it, and for which diseases, as well
as imposing onerous obligations on
any attempts to invoke it.1° Those
efforts were resisted by activists and
by developing countries, with mixed
results (as described below).

Developed countries reject simple
solution to problem

In addition to opposing these efforts
to narrow the solution, non-govern-
mental organizations (NGOs) also
criticized the basic approach being
pursued by the US, Canada, and other
developed countries, which required a
complicated reworking of Article 31
of TRIPS that would introduce unnec-
essary complexity into any solution,
thereby hindering its possible useful-
ness. Instead, activists proposed that
WTO members use the flexibility
already found in another article to
address the problem.

TRIPS Article 30 says that coun-
tries may create, in their own laws,
“limited exceptions” to exclusive
patent rights, as long as those excep-
tions “do not unreasonably conflict
with a normal exploitation of the
patent and do not unreasonably preju-
dice the legitimate interests of the
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patent owner, taking account of the
legitimate interests of third parties.”
NGOs argued that WTO members
should agree on an interpretation of
Acrticle 30 that would permit, as per-
missible exceptions to patent rights,
all acts associated with producing a
patented product that addresses health
needs in another country where the
product is either not patented or, if it
is patented, a compulsory licence has
been granted or government use has
been made of that patent in accor-
dance with the laws of that country.
The NGOs argued that this would the
simplest, easiest way to allow for
speedy and effective use of compulso-
ry licensing by countries needing to
import cheaper medicines.!

The World Health Organization
(WHO) also supported this approach.

As negotiations over the
text of a solution dragged
on, developed countries
continued to propose

various restrictions.

It released a paper setting out the fea-
tures of a solution “which are desir-
able from a public health perspective,”
including broad coverage in terms of
health problems and the range of
medicines, simple and speedy legal
procedures in the exporting and
importing countries, and equality of
opportunities for countries in need of
medicines.!? Based on this analysis,
the WHO presented a statement to the
WTO Council for TRIPS stating that

the basic public health principle is
clear: the people of a country which
does not have the capacity for domes-
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tic production of a needed product
should be no less protected by compul-
sory licensing provisions (or indeed
other TRIPS safeguards), nor should
they face any greater procedural
hurdles, compared to people who hap-
pen to live in countries capable of pro-
ducing the product.

Among the solutions being proposed,
the limited exception under Article 30
is the most consistent with this public
health principle. This solution will give
WTO Members expeditious authoriza-
tion, as requested by the Doha
Declaration, to permit third parties to
make, sell and export patented medi-
cines and other health technologies to
address public health needs.”3

However, in the negotiations that fol-
lowed, the Article 30 approach was
dismissed summarily by the US and
some other developed countries.
Although the EC had initially flirted
with the approach, it also eventually
favoured a solution based on Article
31. The idea of using Article 30 to
solve the problem was eventually
abandoned by WTO members, and
attention focused on the details of a
solution based on modifications to
Article 31.14

US, EC, and other developed
countries push for narrow
solution

As negotiations over the text of a
solution dragged on into late 2002,
developed countries continued to pro-
pose various restrictions. For example,
Japan opposed the inclusion of vac-
cines in any solution. The US object-
ed to a draft text that expressly said
that the reference to “public health
problems” in the Doha Declaration
meant more than just HIV/AIDS,
tuberculosis, malaria, and other epi-
demics. The US and the EC pushed
for lists that would limit which coun-
tries could import generic pharmaceu-
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ticals, and also sought to limit the
system so that only a handful of
developing countries could be
exporters of generic pharmaceuticals
(thereby excluding the possibility of
drawing upon the generic-drug-manu-
facturing capability in the developed
world).

By December 2002, all WTO
members except the US had approved
a draft text of a solution. The US was
unwilling to approve the text without
the addition of a limited list of dis-
eases for which compulsory licences
could be used by developing countries
to secure cheaper medicines. As one
critic put it: “The US wants to have a
global debate over the issue of the
scope of disease. [The US President
and Trade Representative] want to
argue that the diseases their own chil-
dren receive treatment for are off lim-
its to poor children in poor countries.
They cannot win this argument.’®

Because of the US position, the
WTO negotiations collapsed on 20
December 2002, with no solution
reached by the WTO’s own deadline.
Further proposals were advanced in
2003 that perpetuated the double stan-
dard for developing countries. For
example, in February 2003, the
TRIPS Council Chairperson proposed
to restrict the use of compulsory
licensing for many developing coun-
tries to “national emergencies or other
circumstances of extreme urgency.”
Activists pointed out that under
TRIPS, wealthy countries are not
required to declare the existence of an
emergency to make use of compulso-
ry licensing, so it would be unaccept-
able to require this of developing
countries. Furthermore, it would be
unsound public health policy to wait
until a situation had become an
“emergency” before being able to use
compulsory licensing to import
cheaper medicines.
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With no resolution in sight, atten-
tion began to turn to the upcoming
Fifth WTO Ministerial Conference, in
September 2003 in Cancln, Mexico.

Solving the Doha paragraph 6
problem: the WTO decision of
30 August 2003

Finally, less than two weeks before
the Cancuin conference was to begin,
the US agreed to join the consensus
previously reached by all other WTO
members in December 2002. On 30
August 2003, the General Council of
the WTO unanimously adopted a
decision on “Implementation of para-
graph 6 of the Doha Declaration on
the TRIPS Agreement and Public
Health.”"16

The decision is supposed to solve
the difficulties faced by WTO mem-
bers lacking sufficient pharmaceutical
manufacturing capacity “in making
effective use of compulsory licensing
under the TRIPS Agreement.” The
decision takes the form of an “interim
waiver” of TRIPS Article 31(f), the
provision that restricts the use of com-
pulsory licences to produce generic
pharmaceuticals for export.

Chairperson’s statement: effort to
narrow the August 30" decision

However, in the eight months follow-
ing the breakdown of negotiations in
December 2002, the US had succeed-
ed in some of its efforts to narrow the
scope of the August 30™ decision.
With the Cancln meeting approach-
ing, the US turned its effort to obtain-
ing a statement from the Chairperson
of the General Council setting out
WTO members’ “shared understand-
ings” of the August 301 decision. A
“Chairperson’s statement” was even-
tually adopted in conjunction with the
text of the actual Council decision.'’
The precise legal significance of such
a statement remains unclear, although
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under international law it would like-
ly be of relevance in interpreting
TRIPS and the text of the August
30t™ decision. The US tried to use the
Chairperson’s statement to attach
imitations to the text of the actual
decision.

Non-commercial motivation

For example, the US unsuccessfully
pushed for a statement that the deci-
sion would not be used for “commer-
cial gain” — an obvious attempt to
limit the system to only government
or public production of pharmaceuti-
cals on charitable grounds, and to
exclude any possibility of compulso-
ry licences being granted to private
generic companies. This proposal
was rejected on the grounds that it
would severely hamper the system’s
real effect, given that no private com-
pany would produce without the
prospect of some commercial gain.
In the end, the Chairperson’s state-
ment says that the system will “not
be an instrument to pursue industrial
or commercial policy objectives.” It
remains to be seen whether the US
will use this “understanding” to
undermine efforts at increasing the
capacity of private, for-profit generic
companies to manufacture products
for export to importing countries
using the new WTO system.

Eligible importing WTO members

The US and the EC also sought to
establish lists of which countries
would be eligible to use the system
to import generic pharmaceuticals,
based on data about the extent of
their manufacturing capacity or level
of income. These efforts were also
rejected: the decision is clear that
WTO members determine for them-
selves whether to use the system to
import pharmaceuticals.

FROM DOHA TO CANCUN

In the case of “least-developed”
countries, as defined by the United
Nations, the decision deems them
automatically to have insufficient
pharmaceutical manufacturing capac-
ity and therefore to be eligible to use
the scheme in the August 30" deci-
sion to import generic pharmaceuti-
cals. In the case of any other country
belonging to the WTO, it must estab-
lish that its capacity is either non-
existent or currently insufficient to

The governments of some
countries agreed to further
restrictions on their
sovereign rights to use
compulsory licensing in
order to placate the
pharmaceutical industry

and the US government.

meet its needs. However, the Chair-
person’s statement requires that the
country notify the TRIPS Council in
writing of how it reached this deter-
mination. It also says that any coun-
try can raise an issue regarding the
interpretation or implementation of
the decision for review at the TRIPS
Council “with a view to taking
appropriate action.” This is nota
requirement that the WTO approve
the country’s decision. However, this
provision could be used by countries
such as the US to pressure develop-
ing countries not to use the system to
import generic pharmaceuticals.
Although it failed to establish a
closed list of eligible and ineligible
importing countries, the US was suc-
cessful in getting specific WTO
members to commit, on the record,
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not to use the system as importers.
According to the Chairperson’s state-
ment, 11 middle-income countries
agreed to use compulsory licences to
import pharmaceuticals only in situ-
ations of “national emergency or
other circumstances of extreme
urgency.” 18 In addition, 10 Eastern
European countries also committed
to use compulsory licensing to
import in emergency situations only,
and to opt out of importing entirely
once they join the European Union.®
Finally, 23 high-income countries
committed to opt out of the system
entirely, even if confronted with a
national emergency for which their
own domestic capacity to produce
generic medicines is insufficient.20
The governments of these countries
have effectively agreed to further
restrictions on their sovereign rights
to use compulsory licensing — recog-
nized in TRIPS and reaffirmed in the
Doha Declaration — in order to pla-
cate the patent-protected pharmaceu-
tical industry and the US
government.

Reaction to the August 30"
decision

The August 30" decision and accom-
panying Chairperson’s statement
received a mixed reaction. The WHO
said it was “encouraged” by the deci-
sion, but stressed that:

The agreement covers all medicines.
Among the diseases that could be
more effectively tackled as a result of
this decision are AIDS, tuberculosis
and malaria.... Given the urgency of
the health needs in the poorest coun-
tries, the work to implement this
agreement must proceed as quickly as
possible. The full impact of the agree-
ment will depend on how effectively
it can be implemented in countries.
For the agreement to have the intend-
ed impact on public health, countries

10
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will need to review the full range of
medicines required from multiple
suppliers, including generic produc-
ers, when making purchasing deci-
sions. WHO continues to urge
Member States to consider using to
the full the TRIPS flexibilities with
regard to the protection of public
health.?!

A coalition of NGOs, including those
most directly engaged in the WTO
negotiations, issued a statement say-
ing that although the deal was being
described as a gift to the poor, it was
“a gift bound in red tape.”? They
were critical of the unnecessary com-
plexity of the system set out in the
decision — such as requiring compul-
sory licences in both importing and
exporting countries, and giving the
WTO itself new authority to second-
guess the decisions of sovereign
countries to grant individual compul-
sory licences — and of other opportu-
nities for the US and other wealthy
countries to pressure developing
countries into not issuing licences.
However, like the WHO, they also
urged every country to begin to use
the TRIPS flexibilities and the
August 30™ decision to increase
access to affordable medicines.

Implementing the
August 30th decision:
Canada’s Bill C-56

Since the adoption of the Doha
Declaration in November 2001,
Canadian advocates?® had been urg-
ing the Canadian government to
make the necessary legislative
changes to allow Canadian generic
pharmaceutical manufacturers to sup-
ply developing countries. Like other
NGOs active at the WTO, they
argued that Canada should take
advantage of the flexibility offered in
TRIPS Article 30 to carve out “limit-
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ed exceptions” to patent rights to
allow generic exports.

The response had consistently
been that action was unlikely until
there was an outcome to the multilat-
eral negotiations at the WTO on the
Doha paragraph 6 issue. As men-

NGOs said that although
the deal was being

described as a gift to the
poor, it was “a gift bound

in red tape.”

tioned above, the use of TRIPS
Acrticle 30 was not pursued in the
WTO negotiations, where discussion
focused instead on waiving and/or
amending TRIPS Article 31(f).

Renewed demand for patent
law amendments

With the adoption of the WTO
August 30" decision, advocates in
Canada redoubled their efforts to get
the Canadian government to act.

On 10 September 2003, the
Canadian Generic Pharmaceutical
Association (CGPA) wrote to the
Honourable Pierre Pettigrew, then
Minister for International Trade,
requesting that the government
change its patent laws to allow for
the manufacture of generic versions
of patented medicines for export.?* In
Cancun at the WTO Ministerial
Conference, a representative of
Oxfam Canada supported the
request, saying it was “one concrete
way” Canada could make affordable
medicines available to countries in
need.®

On 12 September 2003, the UN
Special Envoy on HIV/AIDS in
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Africa, Stephen Lewis, delivered a
keynote address at the Annual
General Meeting of the Canadian
HIV/AIDS Legal Network in
Montréal, in which he urged the gov-
ernment to amend the Patent Act
immediately, as a step toward realiz-
ing the right to health of poor people
in developing countries.?s He reiter-
ated the call a week later, on 20
September 2003, in Nairobi at the
International Conference on AIDS
and STDs in Africa, where his
remarks were more widely reported.

On 23 September 2003, an opin-
ion piece by the Canadian
HIV/AIDS Legal Network in the
Globe and Mail Canada’s leading
national newspaper, declared that
“there are no excuses left” and
demanded an amendment to the
Patent Act.?” The same day, four
national NGOs reiterated the request
in a letter to Allan Rock, then
Minister of Industry, and other gov-
ernment ministers.?

Government announcement
and reaction

On 25 September 2003, the govern-
ment of Canada responded by
announcing that it would amend
Canadian patent law to implement
the WTO decision.?® The announce-
ment received international attention.
UNICEF welcomed the move, saying
that it represented “the first major
move by a major, industrialised
country to overcome a key structural
hurdle in getting life-saving medi-
cines to people who desperately need
them.”30

In contrast, the International
Federation of Pharmaceutical
Manufacturers Associations
(IFPMA), the international lobby
group for the patented pharmaceuti-
cal industry, declared that Stephen
Lewis “is leading us all down the
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primrose path to a dead end,” and
said that Canada’s initiative “won’t
solve a thing” and would be a “nega-
tive black eye for Canada” that will
“very well affect the investment cli-
mate.”3! Harvey Bale, the IFPMA
Director-General, suggested that it
was more important to increase

The government of
Canada’s announcement
that it would amend
Canadian patent law to
implement the WTO
decision received

international attention.

financial contributions to improve
health-care infrastructure in develop-
ing countries (a request that
Canadian activists had consistently
made in conjunction with their
request to amend patent laws).

Canadian civil society organiza-
tions welcomed the government’s
announcement.32 But, concerned by
certain remarks made by government
ministers when announcing the
planned amendment, they also called
on the government not to restrict the
amendment to specific diseases or
emergencies. They pointed out that
such an approach would represent a
step backward from the consensus
reflected in the August 30" decision,
which does not impose such limita-
tions.33

A few days after the government’s
announcement, Médecins Sans
Frontieres Canada, the Canadian
HIV/AIDS Legal Network, Oxfam
Canada, and the Canadian Auto
Workers union held a joint press con-
ference at which they were joined by
Stephen Lewis. Speakers reiterated
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their support for the government
initiative and urged it to act quickly.
They said that the government must
not backtrack on the WTO decision
by unilaterally re-introducing restric-
tions such as those on the scope of
health problems covered.3* At the
press conference, the Legal Network
released a backgrounder, subsequent-
ly distributed to all Members of
Parliament, making the case for an
amendment to the Patent Act that
fully reflects the scope of the August
30" decision.®

In conjunction with the press con-
ference, over 70 NGOs from numer-
ous countries (including China,
Germany, Colombia, South Africa,
the United Kingdom, Canada,
Kenya, Thailand, the US, Nigeria,
and Italy) signed a joint NGO state-
ment supporting the initiative but
calling on the government of Canada
to ensure it did not compromise in
fully implementing the August 30t
decision.® The Treatment Action
Campaign and the AIDS Law Project
of South Africa also issued a joint
statement.3” The message from
activists outside Canada was deliv-
ered to reporters at the press confer-
ence being held in Toronto.

The same day, the media reported
that Paul Martin, a few months
before assuming the office of Prime
Minister, had expressed his support
for the initiative.3® Canada’s
Research-Based Pharmaceutical
Companies (R,&D), the lobby group
for Canadian companies producing
patented pharmaceuticals, issued a
news release saying it would “conti-
nue to work with the federal govern-
ment to frame any legislative
proposal to assist in humanitarian
relief” but that it could not “com-
ment further until a government deci-
sion is taken.” The R &D release also
stated that the August 301 decision
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“relates to the provision of generic
medicines to treat HIVV/AIDS and
other life-threatening diseases such
as tuberculosis and malaria.”®® The
Canadian HIV/AIDS Legal Network
criticized this statement as a mislead-
ingly narrow characterization of the
WTO decision.

Ongoing advocacy and
consultation

Following the government’s
announcement, a handful of
Canadian civil society organizations
engaged in extensive discussions
with government officials from five
departments, with the objective of
ensuring that the government fully
implemented the WTO decision, in
all its flexibility.

However, by mid October, con-
cern was growing among NGOs that
the government had made no public
commitment to reflect the full scope
of the Doha Declaration and the
August 30" decision in the amend-
ment, and no commitment to refrain
from restricting the amendment to
specific diseases or to emergency
situations. On 16 October 2003, the
media reported that indeed it was the
government’s intention to impose
these sorts of restrictions.*® The same
day, five organizations issued a joint
open letter to the ministers of
Industry and of International Trade,
asking the government to publicly
state its position on five key ques-
tions, including these restrictions.*!
The letter was circulated to the
media, to other NGOs and to key
parliamentarians, and was posted on
the web along with other key docu-
ments on the campaign for a patent
law amendment.

Additional initiatives followed
soon after. Over 20 Canadian civil
society organizations and over 100
individual Canadians signed a state-

12
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ment urging the Canadian government
to quickly amend the Patent Act and
not to compromise its initiative by
limiting it to specific diseases or to
countries facing emergencies.* In
short order, similar statements were
signed by over 100 physicians, health
professionals, and medical students in
Canada and internationally.*®

In the House of Commons,
Members of Parliament from the New

News reports kept the
issue before the public and
opinion pieces continued
to pressure the
government to introduce

sound legislation.

Democratic Party repeatedly demand-
ed that the government move quickly
to table legislation and not to limit it
to specific diseases.** News reports*
kept the issue before the public and
opinion pieces* continued to pressure
the government to introduce sound
legislation. Activists from various
countries contacted the government,
including through its diplomatic rep-
resentatives abroad, to demand that it
not impose unnecessary and unjusti-
fied restrictions on the amendment.*’

Activists also demanded that the
US not use intellectual property rules
under the North American Free Trade
Agreement (NAFTA) to block
Canada’s initiative — particularly since
those rules are identical in key
respects to the provisions in TRIPS
that had just been addressed, by con-
sensus, in the August 301 decision.*®
On 7 October 2003, following a meet-
ing in Montréal of trade ministers
from the three NAFTA countries, the
US Trade Representative and the
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Mexican economy minister stated that
they would not oppose the initiative.*®
Some uncertainty about the US posi-
tion remained; a “senior Canadian
official” was reported as saying that it
“was understood” that “in keeping
with the WTO deal, [exports] would
be for treating only AIDS, tuberculo-
sis, malaria and other public health
emergencies.”*® However, activists
decided to take the US statement at
face value as an agreement not to use
NAFTA to block a full implementa-
tion by Canada of the August 30t
decision.

Bill C-56: legislation tabled,
but flawed

After further meetings with patented
and generic pharmaceutical compa-
nies and with NGOs, the government
introduced Bill C-56 in the House of
Commons on 6 November 2003.5
The bill proposes to amend the Patent
Act to provide for the issuance of
compulsory licences allowing generic
pharmaceutical manufacturers to make
generic versions of patented pharma-
ceuticals for export to countries that
lack their own manufacturing capacity
and that use the WTO August 30"
system to import generics. (The bill
does not affect patent holders” monop-
olies in the Canadian market.)

Introduction of legislation
welcomed

With this bill, Canada became the first
country to take steps to implement the
August 30" decision. Bill C-56 was
welcomed by the WHO, which said
that: “If replicated in other exporting
countries, such a decision, coupled
with increased efforts to improve
global health infrastructure and serv-
ice delivery could be a major step in
closing the treatment gap for millions
of people who cannot afford the
essential medicines they need.”® The
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UN Special Rapporteur on the right to
health also welcomed the initiative,
noting that governments have a
responsibility under international
human rights law to provide interna-
tional assistance and cooperation in
realizing human rights. He urged that
any legislative and policy amend-
ments fully reflect the spirit and scope
of the Doha Declaration, along with
concurrent obligations under human
rights law.>3

Canadian civil society organiza-
tions also applauded the introduction
of the legislation. They welcomed the
fact that Bill C-56 does not contain
any restricted list of diseases or health
conditions for which compulsory
licensing may be used to obtain phar-
maceuticals, and the fact that the bill
does not limit the use of compulsory
licences to supplying countries facing
an emergency or other circumstances
of extreme urgency.

In addition, the organizations wel-
comed the fact that Bill C-56 specifies
a low royalty rate of “two percent of
the value of the pharmaceutical prod-
ucts exported under the authoriza-
tion.”>* This reflects the fact that the
ultimate objective is to make it possi-
ble for generic manufacturers, likely
to be operating on small profit mar-
gins on contracts with developing
countries, to supply products that are
ultimately priced very cheaply for
those countries.

Flaws in Bill C-56

However, several serious concerns
remain about the legislation. Canadian
civil society organizations strongly
support the objective of allowing
compulsory licensing for exporting
lower-cost generic pharmaceutical
products to countries in need. But the
flaws in Bill C-56, as it is currently
drafted, will undermine this objective.
Therefore, the legislation needs to be
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changed in several key respects before
it is enacted, and civil society organi-
zations have called upon the govern-
ment to “fix the bill.”>® Four key
flaws are discussed below.>6

(1) Provisions permitting anti-
competitive action by patent
holders to block licences for
generic manufacturers

As introduced in Parliament, Bill C-
56 creates an unnecessary and unde-
sirable opportunity for Canadian
patent holders to engage in anti-com-
petitive action to block generic manu-
facturers from obtaining licences to
produce and export pharmaceuticals.
Bill C-56 sets out a process whereby a
generic manufacturer wishing to pro-
duce a patent-protected product for
export must notify the Commissioner
of Patents of its intent to apply for a
compulsory licence. The notice must
set out the name of the product, the
quantity to be produced, the country
to which it is to be exported, and the
terms and conditions of the contract
between the generic manufacturer and
the government of the country in
question.

The notice must also include either
a declaration that the product is not
patented in the destination country or,
if it is patented there, a written state-
ment from the country that it has
granted or intends to grant a compul-
sory licence in accordance with
Article 31 of TRIPS. If the importing
country belongs to the WTO, the doc-
ument submitted must be the written
notice that the country has provided to
the TRIPS Council, in accordance
with the August 30™ decision. The
notice must then be sent to the holder
of the Canadian patent for the prod-
uct, and the patent holder then has 30
days to decide how to respond. One of
the options open to the patent holder
is to voluntarily give the generic man-
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ufacturer a licence to make the prod-
uct for export as set out in the notice
it has filed, in exchange for the two-
percent royalty set by the bill.>*

However, under Bill C-56, the
patent holder is also given another
choice, one not required by TRIPS.
The patent holder is granted the right
to take over contracts negotiated by
generic pharmaceutical manufacturers
with developing-country
governments.®® In order to do so, the
patent-holding company must meet
the terms of the contract negotiated by
the generic manufacturer with the
developing-country purchaser. Under
this scenario, then, not only does the
patent holder get to assume the
would-be competitor’s contract, but
also (a) the patent holder has no
obligation to negotiate the terms of a
voluntary licence for the generic man-
ufacturer, and (b) the Commissioner
of Patents is prevented from issuing a
compulsory licence to the generic
company. The result is that no licence,
either voluntary or compulsory, is
obtained by the generic manufacturer.

Initially, in a few cases, this
process could secure a lower price on
a particular medicine for a developing
country that has negotiated a contract
with a generic manufacturer.
However, generic manufacturers
would quickly lose any incentive to
negotiate such contracts in the first
place. The company holding the
patent would be able to repeatedly
block the generic manufacturer from
obtaining the licence needed to make
the product and fulfil the contract. In
short order, there would be no poten-
tial competition from generic manu-
facturers and there would be no
reason for the brand-name company
holding the patent to lower its prices.
As the association representing
Canada’s generic drug industry point-
ed out, “if generic pharmaceutical
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manufacturers spend time and money
arranging the details of an agreement
only to have the brand company that
holds the patent take over that agree-
ment, they will quickly realize the
futility of trying to make the agree-
ment work.”?

Furthermore, under Bill C-56, a
generic manufacturer could obtain a
licence for a maximum of two years.%0
This will likely operate as a further
disincentive to generic manufacturers,
as they will be unable to supply the
pharmaceuticals for a significant peri-
od of time and achieve the economies
of scale necessary to keep prices low
but still make a small profit.
Furthermore, it means that the compa-
ny owning the Canadian patent will
have another opportunity, after only
two years, to “scoop” a contract from
a generic manufacturer and block a
new licence. This might be a particu-
larly attractive move for the patent-
owning company in a case where the
generic manufacturer’s initial contract,
perhaps in conjunction with an
increase in a country’s funds for pur-
chasing medicines, has led to an
increased market for the product.

These provisions in Bill C-56 will
frustrate the stated objective of imple-
menting the August 30" decision.
That decision is aimed at enabling
countries lacking pharmaceutical
manufacturing capacity to make effec-
tive use of compulsory licensing to
obtain less expensive pharmaceutical
products. Giving Canadian patent
holders another means of blocking
generic companies from getting
licences runs directly counter to this
objective. As well, these provisions go
beyond what Canada is required to do
under TRIPS.

Under Article 31(b) of TRIPS,
before a compulsory licence is issued
there must first be an effort to negoti-
ate a voluntary licence with the patent
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holder on “reasonable commercial
terms and conditions.”8! If those
negotiations do not succeed “within a
reasonable period of time,” a compul-
sory licence may be issued by the
appropriate authority, which then
fixes the “adequate remuneration” to
be paid to the patent holder. Either
way, however, the generic producer
may obtain a licence and the patent
holder receives some compensation.
Currently, Canada’s Bill C-56
would create an added benefit for
patent holders: by taking over a con-
tract negotiated by a generic manufac-
turer, the patent holder can block the
generic manufacturer from obtaining
any licence at all, whether voluntary
or compulsory. In this way, the bill
goes beyond Canada’s obligations
under TRIPS to protect intellectual
property rights, to the detriment of
efforts to respond to public health
problems in developing countries.

(2) Limited list of pharmaceutical
products

Bill C-56 also includes a limited list
of pharmaceutical products for which
a compulsory licence may be
obtained.% The list consists of those
products on the WHO Model List of
Essential Medicines that are patented
in Canada (as of the date of Bill C-
56’s introduction in the House of
Commons). Bill C-56 also states that
the Cabinet of the government of
Canada may authorize the addition (or
removal) of any other “patented prod-
uct that may be used to address public
health problems,” and that the Cabinet
may establish an “advisory commit-
tee” to advise it on products to be
added to (or removed from) the
approved list.53

The list in Bill C-56 is flawed
because it contains a very limited
number of products. For example,
eight of the antiretroviral drugs
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(ARVs) used to treat HIV/AIDS cur-
rently approved for sale, and patented,
in Canada are not included on the list
of products for which a compulsory
licence may be obtained. Nor are
combination formulations such as
Trizivir and Combivir. Both products
contain the drug lamivudine (3TC),
which is one of the most commonly
prescribed ARVS, but is not included
in Bill C-56.

Formulations of several drugs in a
single pill, with a simpler dosing regi-
men, can be of particular benefit in
settings where support systems and
health-care infrastructure are less than
ideal, a factor to be considered in
scaling up access to ARVs in many
parts of the developing world. As part
of its recently launched “3 by 5” initi-
ative, which aims to get ARV treat-
ment to three million people living
with HIV/AIDS in the developing
world by 2005, the WHO has added
three generic versions of fixed-dose
combinations for first-line treatment
to its list of medicines meeting WHO
standards of quality, safety, and effica-
cy.%* Two of the drugs in those combi-
nations — lamivudine and nevirapine —
are not covered by the list found in
Bill C-56.

Civil society organizations have
questioned the need for any list. A
limited list of products would repre-
sent a step backward from the August
30" decision, in which all WTO
members endorsed an approach that is
not restricted to specific medicines or
other products. Furthermore, requiring
approval by Canada’s Cabinet for the
addition of a product to the list puts
the Canadian government in the posi-
tion of gatekeeper over developing
countries’ access to lower-cost
Canadian generic pharmaceuticals,
and introduces further delay. In addi-
tion, having a political body such as
the Cabinet making these determina-
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tions opens the door to lobbying by
patent holders to prevent a given
product from being listed.

Civil society organizations
have put forward
proposals to improve
aspects of the bill.

Civil society organizations have
therefore put forward proposals to
improve this aspect of the bill. The
objective is to ensure that the
Canadian legislation respects the right
of sovereign nations to determine for
themselves which problems warrant
the use of compulsory licensing to
obtain less expensive pharmaceutical
products.

(3) Denial of benefit to some
countries that are not WTO
members

Under the current scheme proposed in
Bill C-56, all least-developed coun-
tries may benefit from the export of
generic pharmaceutical products from
Canada, whether or not they belong to
the WTO.% However, in the case of
countries that are not least-developed
countries, Bill C-56 only recognizes
countries that are WTO members.
Countries that do not belong to the
WTO are unable to benefit from the
possibility of importing generic phar-
maceuticals from Canada. This
includes several countries facing
numerous public health problems —
including serious HIV/AIDS epi-
demics in some cases — with limited
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resources, high levels of poverty, and
low levels of access to medicines.5¢
There is no sound basis for excluding
such countries from potentially bene-
fiting under this legislation.A develop-
ing country should not have to be a
member of the WTO to be able to
import lower-cost medicines from
Canadian suppliers.

(4) No provision for NGOs to
procure generic medicines

Currently, Bill C-56 only contem-
plates that a government, or an “agent
of that government,” could enter into a
contract with a Canadian generic man-
ufacturer to purchase a pharmaceutical
product. NGOs and other private-sec-
tor entities providing treatment in a
developing country are not “agents” of
government, and so may not be cov-
ered by the bill. Assurances from gov-
ernment drafters notwithstanding, it
would be a stretch to interpret the
phrase “agent of that government” as
encompassing non-government organ-
izations. Yet NGOs are often an
important provider of health care in
many developing countries, and in
humanitarian crises. It would be
unwise to require NGOs to be desig-
nated as government agents in order
to be able to obtain necessary medical
supplies for the patients they treat. It
would also introduce further delays
and provide another opportunity for
governments, particularly if they have
poor relations with NGOs, to play
politics with the lives and health of
people needing treatment.

There is nothing in the August 301
decision that limits the use of the sys-
tem to governments and their agents,
nor is this required under TRIPS. This
limitation should be removed, and the
bill should expressly provide for
generic manufacturers contracting
directly with NGOs to supply lower-
cost pharmaceuticals.
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The future of Bill C-56
and the August 30t
decision

Bill C-56 was introduced in the House
of Commons on 6 November 2003.
The following day was expected to be
the last sitting day before that session
of Parliament was prorogued (ie, ter-
minated) by outgoing Prime Minister
Jean Chrétien, in anticipation of the
election of a new leader of the Liberal
Party who would also assume the
office of Prime Minister. The House
Leader of the Liberal Party secured
all-party agreement to pass the legisla-
tion quickly through all three required
readings before prorogation.
However, concerned about the serious
flaws in the bill, civil society organi-
zations mobilized on 6 and 7
November and contacted both the
governing Liberal Party and other par-
ties in the House of Commons. They
urged that the bill not be passed in its
current, flawed form, but rather that it
be sent to committee for further dis-
cussion and debate so that it could be
improved.®” As a result, the govern-
ment decided to not seek third and
final reading of Bill C-56 immediate-
ly,%8 a decision supported by the New
Democratic Party. Instead, the bill
passed through first and second read-
ings, and was sent to the House of
Commons Standing Committee on
Industry, Science and Technology for
further consideration.?

When outgoing Prime Minister
Chrétien prorogued Parliament on 12
November 2003, Bill C-56 died on the
order paper. Two days later, Canadian
activists gathered outside the Metro
Convention Centre in downtown
Toronto where the governing Liberal
Party was holding its national conven-
tion to confirm the election of Paul
Martin as new party leader and as new
Prime Minister of Canada. Wearing
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costumes and using props, they played
a game of “street hockey for global
health” to dramatize their demand that
Martin fix Bill C-56 and pass it quick-
ly.70 Activists also distributed leaflets
with the message to party delegates
inside the Convention Centre, and did
media interviews.

At the time of writing, it had been
reported that incoming Prime Minister
Paul Martin planned to re-introduce
the bill in the next session of
Parliament in early 2004. Given previ-
ous all-party support for the bill, it
was anticipated that the bill would be
reinstated at the same stage it had
reached in the previous session, mean-
ing that the process would resume
with Standing Committee hearings.
Paul Martin was also reported as hav-
ing acknowledged that there are
“shortcomings” in Bill C-56 as
tabled.”* Canadian activists continue
to call on Martin and the government
to “fix the bill” and ensure that it is
passed quickly in the next session of
Parliament.”

Advocacy also remains critical at
the WTO. The August 30™ decision
states that the Council for TRIPS will,
by the end of 2003, start preparing a
more permanent amendment to the
TRIPS Agreement, to replace the
interim waiver, with a view to adopt-
ing that amendment by mid-2004.
Once an amendment is adopted and
takes effect in any given WTO mem-
ber country, the August 30t decision,
and any waivers it grants, will end for
that country.”® NGOs have called for
WTO member countries “to draft an
amendment to the TRIPS that simpli-
fies and clarifies the procedures and
removes unnecessary obstacles to the
export of medicines to address public
health problems.”’#

Canadian activists will also need to
ensure that the process of securing a
more permanent solution at the WTO
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will not be used to undermine Bill C-
56 and, similarly, that any negative
features in Bill C-56 are not used as a
bad precedent to argue for a weakened
permanent solution at the WTO.

Conclusion

Beyond amending patent laws to facil-
itate access to lower-cost pharmaceuti-
cals, many other steps must be taken
to mount an effective global response
to the HIV/AIDS pandemic and other
health challenges — including mobiliz-
ing the resources necessary for pur-
chasing pharmaceuticals,
strengthening health-care systems
where they are currently lacking, and
demonstrating strong political leader-
ship to overcome the stigma and dis-
crimination that still undermine HIV
prevention efforts and keep people
from accessing HIV testing and care,
treatment, and support.

But Bill C-56 is an important initi-
ative. It is symbolically important,
because a developed country imple-
menting the August 30" decision — if
it is done correctly and in good faith —
helps further bolster the political feasi-
bility of other developing countries
also using policy options such as com-
pulsory licensing to secure less expen-
sive pharmaceuticals. And, if it
eventually leads to Canadian generic
manufacturers supplying products at
significantly lower prices than might
otherwise be available to patients in
developing countries, then it will also
be of great practical benefit. It
remains to be seen whether the prom-
ise will be realized.

— Richard Elliott

Richard Elliott is Director of Legal Research
& Policy with the Canadian HIVV/AIDS
Legal Network and a founding member of
the Global Treatment Access Group, an affil-
iation of Canadian civil society organizations
collaborating to realize the human right to
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health. He can be reached at relliott@
aidslaw.ca.
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access to treatment. Texts of WTO docu-
ments can be found via www.wto.org. Many
detailed documents about the WTO negotia-
tions over TRIPS and public health can be
found on the website of the Consumer
Project Technology at www.cptech.org.
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