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Background

The WTO Agreement on Trade-
Related Aspects of Intellectual
Property Rights (TRIPS) sets out rules
on patents, including for pharmaceuti-
cals, which WTO members must fol-
low. TRIPS allows countries to issue
compulsory licences, which override
exclusive patent rights and authorize
someone other than the patent holder
to also make a pharmaceutical product
before the patent on it expires. In
exchange, the recipient of the compul-
sory licence must pay “adequate
remuneration” to the patent holder.
Compulsory licensing introduces
competition by generic pharmaceuti-
cal manufacturers and makes needed
medicines more affordable.

But TRIPS Article 31(f) says that,
ordinarily, compulsory licensing may
only be used “predominantly” for the
purpose of supplying the domestic
market of the country where the
licence is issued.3 This limits the use
of compulsory licensing to produce

generic pharmaceuticals for export.
For countries lacking sufficient capac-
ity to make their own generic medi-
cines, and therefore needing to import
such medicines, Article 31(f) makes it
difficult for them to use compulsory
licensing to address their population’s
health needs.

On 30 August 2003 the WTO
General Council unanimously adopted
a Decision to address these difficul-
ties, in response to demands for
access to cheaper, generic medicines,
particularly in the developing world.4

The Decision waives, on an interim
basis, the provision in Article 31(f).

Canadian civil society
advocacy: Bill C-56,
then Bill C-9
In September 2003, Canadian civil
society organizations and Stephen
Lewis, the UN Special Envoy on
HIV/AIDS in Africa, called on the
government to change Canadian
patent law to implement the WTO
Decision. On 6 November 2003, after

two months of intense lobbying, a
draft bill (Bill C-56) was introduced
in Parliament .The bill was heavily
criticized by civil society advocates
for failing to implement the full flexi-
bility in patent rules that had been
agreed at the WTO. The bill was also

criticized for giving unwarranted,
unnecessary privileges to patent-hold-
ing pharmaceutical companies that
would undermine the entire initiative.5

In response, the government decid-
ed to refer the bill to committee for
further public discussion. On 12

Steps forward, backward, and sideways:
Canada’s bill on exporting generic 
pharmaceuticals

In May 2004 Canada’s Parliament passed Bill C-9, amending the Patent Act to provide for the compulsory
licensing of patented pharmaceutical products.The bill allows generic manufacturers to make cheaper, gener-
ic versions of patented products and export them to countries that do not have sufficient capacity to produce
their own. Canada thus became the first country to pass legislation implementing a World Trade
Organization (WTO) Decision that relaxed WTO rules on pharmaceutical patents. Civil society organizations
campaigned to enhance the bill before it passed, and succeeded in obtaining significant improvements.
However, the final bill is marred by flaws that mean it falls short of being a “model” that should simply be
replicated elsewhere.

This article is the second in a series tracing the evolution of Canada’s legislation.1 It reviews the develop-
ments leading up to the adoption of Bill C-9 in its final form, and analyzes its positive and negative aspects.
Hopefully, other advocates can learn from this experience and other countries can avoid replicating the nega-
tive aspects as they implement the WTO Decision.2
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February 2004, after a change in gov-
ernment leadership, the bill was rein-
troduced (now re-numbered as Bill
C-9) and hearings were held by the
House of Commons Standing
Committee on Industry, Science and
Technology.

The Global Treatment Action
Group (GTAG) coordinated advocacy
efforts among numerous civil society
organizations to improve Bill C-9 as it
worked its way through the parlia-
mentary process. GTAG engaged a
wide range of organizations from
across the country – from human
rights advocates to development
NGOs, from humanitarian organiza-
tions to faith-based groups, and from
labour unions to student groups – as
well as thousands of individual
Canadians.

As a GTAG member, the Canadian
HIV/AIDS Legal Network prepared
an information package on the bill
that was distributed to every Member
of Parliament shortly before
Committee hearings began, made a
detailed oral presentation before the
Committee, and made an extensive
series of written submissions to the
Committee. Numerous other civil
society organizations, and some indi-
vidual experts, also appeared before
the Committee or made submissions.
GTAG member groups met with
many of the Committee members
individually to identify needed
amendments to the bill, issued numer-
ous media releases, and hosted several
press conferences.6

In addition, the Legal Network par-
ticipated in a World Health
Organization/Ford Foundation consul-
tation on the implementation of the
WTO Decision and conveyed the
results of that consultation to the
Standing Committee; presented an
oral statement about Bill C-9 before
the 60th Session of the UN

Commission on Human Rights; and
met with the office of the Prime
Minister and the offices of most of the
ministers of the five federal depart-
ments involved in the drafting of the
bill. (The office of the Minister of
Industry, the department with lead
responsibility, did not respond to
requests for a meeting.)

On 20 April 2004, having heard
from witnesses over several days, the
Standing Committee began its clause-
by-clause analysis of the draft bill.7 In
response to pressure from civil society
advocates (see below), the govern-
ment said at Committee that it was
prepared to remove the controversial,
anticompetitive “right of first refusal”
clause that would have allowed
patent-holding companies to scoop
contracts negotiated by a generic sup-
plier with an importing country pur-
chaser. Civil society advocates also
spoke out against the introduction of
several problematic “alternatives” to
the right of first refusal proposed by
the brand-name industry and the gov-
ernment. In the end, the Committee
made several positive amendments to
the bill, including the removal of the
right of first refusal clause. But it also
added some amendments that created
new defects in the bill, which the gov-
erning Liberal Party allowed to stand
in the final text.8

On 28 April 2004 the bill, as
amended by the Standing Committee,
was reported back to the House of

Commons. After further motions to
introduce additional amendments (see
below), on 4 May 2004 Bill C-9 was
put to its third and final reading and
adopted unanimously by the entire
House and sent to the Senate. On 13
May 2004 it received third reading
and unanimous approval in the
Senate. On 14 May 2004 it received
Royal Assent and thereby passed into
law,9 making Canada the first country
to enact such legislation.10

On 16 July 2004 the US and
Canada adopted a Memorandum of
Understanding, agreeing that the intel-
lectual property provisions of the
North American Free Trade
Agreement (NAFTA) would not be
applied so as to block the implemen-
tation of Canada’s Bill C-9.11

Commentary on Bill C-9:
positive and negative 
features of Canada’s 
legislation
In theory, this law makes it possible
for a Canadian generic pharmaceuti-
cal producer to obtain a licence to
manufacture a patented medicine for
export to eligible countries. How it
will play out in practice remains to be
seen. The fact that a G-7 country has
taken the step of passing such a law is
significant, because it generates need-
ed political momentum, from a devel-
oped country, behind the
implementation of the WTO Decision.

Bill C-9 also represents a victory
of sorts for civil society advocates,
whose intensive, sustained efforts had
a major impact in improving the bill
from its original form. But in light of
its several defects, the bill in its
entirety falls short of providing a
“model” that should simply be copied
elsewhere. Rather, other countries
should learn from the Canadian expe-
rience and avoid replicating these
flaws in their own implementation of
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the WTO Decision. The rest of this
article identifies the positive and neg-
ative features of Canada’s approach to
implementing the WTO Decision.

Limited list of products

One of the most fundamental concerns
with Bill C-9 is the government’s insis-
tence on maintaining a list of pharma-
ceutical products subject to compulsory
licensing for export. The Canadian
experience to date illustrates that such
an approach should be avoided.

The bill includes an initial list of
56 products to which it applies,
derived principally from the World
Health Organization (WHO) Model
List of Essential Medicines. (In
response to criticism, the government
agreed to add to the original list in the
bill all antiretrovirals [ARVs] for
treating HIV/AIDS that are currently
approved for sale in Canada.)

The bill also states that the federal
Cabinet may, upon recommendation
by the ministers of both Health and
Industry, add other products to the
list. A committee will be established
to advise the ministers regarding
which products should be added.
Government officials have stated that
civil society will be represented on
this committee, along with people

who have expertise in delivering
health care in resource-poor settings.

From the outset, civil society
organizations were critical of the
inclusion of any list , because it repre-
sented a step back from the interna-
tional consensus achieved with the
WTO Decision. In the negotiations
leading up to the Decision, several
developed countries proposed to limit
its scope to just addressing specific
diseases or just applying to specific
pharmaceutical products. These
efforts were roundly condemned by
civil society activists as unethical and
unsound health policy, and were firm-
ly rejected by developing countries.
Ultimately, all WTO members agreed
that there would be no such limita-
tions. By introducing a limited list of
products in its implementing legisla-
tion, Canada has unilaterally under-
mined that consensus.

Canadian civil society groups
repeatedly called on the government
to abolish the list of products. They
also warned that requiring a Cabinet
decision to add new products would
open the door to political lobbying by
brand-name pharmaceutical compa-
nies to prevent the list from being
expanded, thus creating further delays
in the process. In the days leading up
to the final vote on the bill in the
House of Commons, the concerns of
the civil society groups proved to be
well founded.

At the Standing Committee stage,
members discussed adding several
medicines to the list in Bill C-9. The
opposition New Democratic Party
(NDP) had proposed that the added
drugs include moxifloxacin and clar-
ithromycin. Both are used to treat
pneumonia. Clarithromycin is also
used prophylactically to prevent
mycobacterium avium complex
(MAC), a life-threatening infection in
people living with HIV/AIDS; a ver-

sion of the drug produced by an
Indian generic manufacturer is among
the HIV/AIDS medicines prequalified
by the WHO. At the Committee, all
political parties agreed that, absent
any technical objections by Health
Canada to a particular drug, the addi-
tional medicines would be added to
the bill by motion when it came
before the House of Commons for
final reading and adoption.

Health Canada indicated that it had
no objection to either of these two
drugs being included in Bill C-9. But
the NDP subsequently received calls
from Bayer, the pharmaceutical com-
pany that holds the patent on the drug
moxifloxacin in Canada, objecting to
its inclusion in Bill C-9. At least one
pharmaceutical company also contact-
ed ministers’ offices objecting to the
addition of any medicines to the list,12

and a minister’s office subsequently
contacted the opposition party to
request that it withdraw some of its
motions to add specific drugs that had
already been agreed would be added.

Subsequently, during the considera-
tion of these motions on the floor of
the House of Commons, the governing
Liberal Party argued against the addi-
tion of these medicines to the list of
products covered by the bill, notwith-
standing the government’s previous
assurances that including a list of prod-
ucts in Bill C-9 would not be used to
limit the scope of the legislation in this
fashion. Government representatives
stated that moxifloxacin and clar-
ithromycin were not on the WHO
Model List of Essential Medicines, and
claimed (incorrectly) that these medi-
cines were not needed to treat
HIV/AIDS, tuberculosis, or malaria.13

This experience illustrates the pit-
falls of having a list of products, and
calls into question the good faith of
the government in promising that the
list would not limit the scope of
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Canada’s initiative. This does not bode
well for future efforts to add products
to the list of products eligible for com-
pulsory licensing and export.

Fixed-dose combination 
medicines

Of particular concern is how Canada’s
system will treat the case where a
Canadian generic manufacturer seeks
a compulsory licence to produce and
export a “fixed-dose combination”
(FDC) medicine, which combines
more than one drug into a single dose.
FDCs of ARVs simplify treatment reg-
imens and are recognized by the WHO
as being of critical importance in its
efforts to dramatically scale up access
to ARVs in the developing world.

Previously, Canadian law did not
require that a drug manufactured sole-
ly for export undergo the regulatory
approval process that applies to drugs
marketed in Canada. Bill C-9 now
imposes such a review on any phar-
maceutical product manufactured
under compulsory licence for export.

In the case of generic medicines
being reviewed for Canadian market-
ing approval, standard practice is to
base approval on data showing “bio-
equivalence” of the generic product to
an already approved brand-name
product. But in the case of FDCs for
treating HIV/AIDS, there are only
three such products on the Canadian
market. Two of these (Combivir® and
Trizivir®) combine drugs patented by

GlaxoSmithKline; the third
(Kaletra™) combines two drugs
patented by Abbott . These combina-
tion products are important, but are
not among those recommended as
“first-line” therapy by the WHO for
use in developing-country settings.
The first-line products are currently
only available from generic producers
in countries such as India, where the
drugs have not been patent protected
and where it has therefore been possi-
ble to engineer their combination
without infringing patents.

Now that Canada has insisted that
any generic pharmaceutical produced
for export under compulsory licence
meet Canadian marketing approval
standards, the onus is on the govern-
ment to ensure that the process is
rapid, transparent, and not overly
cumbersome – particularly when it
comes to enabling the production and
export of products such as FDCs,
which are a priority in the global
effort to scale up treatment access.
The issues described above will have
to be dealt with via regulations, and
via the policies and practices adopted
by Canada’s drug regulatory authority.

NGO procurement from 
generic suppliers

Originally, there was no provision in
Bill C-9 that would allow an NGO to
buy medicines from a Canadian gener-
ic producer. Under pressure, the gov-
ernment brought forward an
amendment that would have solved this
problem. Yet it allowed its own amend-
ment to be largely gutted by one of its
own party members at the Committee
stage, and then it rejected requests that
the amendment be reinstated.

As a result, under the final text of
Bill C-9, any NGO in a developing
country that wants to purchase medi-
cines from a Canadian generic produc-
er and import them must obtain the

“permission” of the government of that
country. “Permission” is not defined.

This requirement applies even if
the product is already approved for
sale in the developing country by the
health regulator, and even if there is
no patent barrier to importing the
product (either because it is not
patented in the country or because the
NGO has obtained a compulsory
licence from the appropriate authority
under the country’s legislation that
authorizes it to import the product).
The requirement creates an additional
hurdle that is not required by any
WTO obligations, thus further delay-
ing what is supposed to be a rapid
response. It also exposes NGOs to
political manipulation by governments.

Royalty payable to 
patent holder

On the positive side, Bill C-9 will
likely set a reasonably good precedent
in its approach to the royalties
payable to a patent holder. The origi-
nal bill had proposed a standard royal-
ty rate of two percent of the value of
the contract to be paid to the
Canadian patent holder. The brand-
name pharmaceutical companies
objected, concerned that this would
set a precedent they considered unde-
sirable. Generic producers and civil
society organizations found the rate
acceptable, but were also agreeable to
a sliding scale, as long as the rate in
any given case was predictable, and
as long as there was an overall cap on
the royalty to keep the costs of using
this system minimal.

While the details remain to be set
out in regulations, the government has
committed to establishing a sliding-
scale formula linking the royalty rate
in any given case to the ranking of the
importing country on the UN
Development Programme’s Human
Development Index. The effective cap
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will be four percent of the value of
the contract for the highest-ranking
country. The majority of eligible
importing countries rank well below
this, meaning royalties in those
instances will be significantly lower.

If enacted as promised, this will be
a positive feature of Canada’s law.
Early drafts of the regulations con-
form, on this point, to what was prom-
ised by government representatives
before the Parliamentary committee.

Exports to non-WTO 
developing countries 

At the time of the WTO Decision,
WTO member countries had been
divided into various categories for the
purposes of using the Decision to
import generic pharmaceuticals.14

Twenty-three high-income coun-
tries agreed to opt out of using the
Decision to import generic medicines
produced under compulsory
licences.15 Eleven middle-income
countries stated that they would only
use the Decision to import generic
medicines produced under compulso-
ry licence in situations of national
emergency or other circumstances of
extreme urgency.16 Ten Eastern
European and Baltic countries made a
similar statement, further indicating
that they would opt out of importing
entirely upon acceding to the
European Union.17 This division of
WTO members into different cate-
gories is reflected in the different
country schedules attached to
Canada’s Bill C-9.

Civil society advocates argued that
nothing in WTO law prohibited
Canada from implementing the WTO
Decision to authorize compulsory
licensing of pharmaceuticals for
export to non-WTO developing coun-
tries as well. As a result of that advo-
cacy, the bill sets a positive precedent
by affirming that countries implement-

ing the WTO Decision can authorize
production of generics for export to
non-WTO countries. However, the bill
sets out certain conditions.

All the “least-developed countries”
(LDCs) currently recognized as such
by the UN were included under the bill
from the outset, whether or not they
belong to the WTO. However, under
Bill C-9, a developing country that is
neither a WTO member nor an LDC
can procure cheaper medicines from
Canadian generic producers only if:

• it is eligible for “official develop-
ment assistance” according to the
Organization for Economic
Cooperation and Development
(OECD);18

• it declares a “national emergency
or other circumstances of extreme
urgency;” and

• it specifies the name and quantity
of a specific product needed for
dealing with that emergency.

This approach creates an indefensible
double standard between developing
countries that belong to the WTO and
those that do not.

In the negotiations leading to the
WTO Decision, developing-country
members firmly rejected efforts to
limit their use of compulsory licens-
ing to import generic medicines only
in “emergency” situations. Health
activists also rejected such proposals

as unsound and unethical. The final
WTO Decision does not impose such
a limitation. It respects members’ sov-
ereignty as set out in the TRIPS
Agreement and reaffirms the state-
ment in the November 2001 Doha
Declaration to the effect that countries
are free to determine for themselves
the grounds upon which to use com-
pulsory licensing.

For the most part, Bill C-9 does
not limit the use of compulsory
licensing of pharmaceuticals to only
allow exports to countries facing
“emergencies.”19 Yet it does impose
such a limit on the over 20 developing
countries that are neither WTO mem-
bers nor LDCs. This is at odds with
the spirit of the consensus achieved in
the WTO Decision and is an embar-
rassing demonstration of bad faith in
the Canadian legislation.

In addition, if a non-WTO devel-
oping country or LDC is added in
future to the relevant schedule of
countries set out in Bill C-9, it must
state that it undertakes to adopt the
measures set out in the WTO
Decision (paragraph 4) aimed at pre-
venting diversion of the product. It
must also agree that the product “will
not be used for commercial purpos-
es.” If the country allows such use,
then it may be struck off the list of
countries eligible to import medicines
from a Canadian generic supplier.

The term “commercial purposes” is
undefined in the legislation, but is
clearly aimed at limiting the possibili-
ty of commercial competition in the
importing country’s marketplace. This
provision would hinder the longer-
term benefit that competition could
have in reducing medicine prices. It
also raises questions about the distri-
bution of imported generics via the
private sector (eg, pharmacists) in the
importing country. Will this be consid-
ered a “commercial purpose”? If so,
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this provision fails to recognize the
reality that many people in developing
countries, as elsewhere, need to turn to
private pharmacies when purchasing
medicines, which are frequently paid
for out of their own pocket rather than
covered by a public scheme. This pro-
vision is unnecessary under TRIPS
and the WTO Decision and should not
have been included in the bill.

Price and profit caps

Under Bill C-9, the Canadian patent
holder may apply for a court order
terminating a compulsory licence or
ordering a higher royalty (than what is
specified by the sliding scale in the
regulations) on the basis that a generic
company’s contract with a purchaser
is “commercial” in nature. In its appli-
cation to the court, the patent holder
must allege that the generic producer
is charging an average price for the
product that exceeds 25 percent of the
patent holder’s average price in
Canada. If the generic producer can
demonstrate, through an audit, that its
average price is less than 15 percent
above its direct manufacturing costs,
the court may not issue such an order.

Although this provision in Bill C-9
is ostensibly aimed at controlling
prices charged by generic producers
to developing-country purchasers, that
objective could have been achieved
through other means (such as through
conditions imposed in the grant of the
compulsory licence itself). This aspect
of the law invites vexatious litigation
by patent holders, is potentially a dis-
incentive to generic producers using
the system, and is not required under
TRIPS or the WTO Decision. It
should be avoided by other countries
enacting similar legislation. Giving
further privileges to patent holders to
harass generic producers that are
issued compulsory licences, and to
interfere with production and export of

generic pharmaceuticals to developing
countries, is a poor way to follow
through on stated commitments to
increasing access to medicines for all.

Two-year limit on 
compulsory licences

Finally, the new law states that a com-
pulsory licence may only be issued for
a maximum period of two years.20

After two years, the generic company
must apply for a new compulsory
licence, based on a new contract, if it
wants to be able to manufacture a
patented product for export.

To impose this cap restricts the
ability of a generic producer to enter
into secure supply contracts with
developing-country purchasers to a
two-year period, even though negoti-
ating longer-term contracts would pro-
vide more of an incentive for generic
manufacturers to scale up production
of a particular product, and would per-
mit greater economies of scale.

This arbitrary cap on the term of a
compulsory licence is a negative fea-
ture of Canada’s law, and should be
changed. At the very least, the term of
a compulsory licence should be
equivalent to the term of the contract
that the generic manufacturer has
negotiated with a purchaser and that is
the basis for its application for a com-
pulsory licence.

Conclusion
Overall, the chief defect of Canada’s
Bill C-9 is that it falls short of fully
reflecting the “flexibilities” allowed
under TRIPS and the WTO Decision.
The Canadian initiative is an impor-
tant one in the context of the overall
global effort to improve access to
medicines, but it can and should be
improved. A parliamentary review of
the law will occur in two years’ time,
at which point it may be further
amended. In the interim, other coun-

tries moving to implement the WTO
Decision should learn from the
Canadian experience. Similarly, as the
WTO Council for TRIPS discusses
some sort of permanent solution to
replace the interim waiver in the
Decision, the positive and negative
features of Canada’s law need to be
understood.21

– Richard Elliott

Richard Elliott is Director of Legal Research
and Policy with the Canadian HIV/AIDS
Legal Network, which is a founding mem-
ber of the Global Treatment Access Group,
an affiliation of Canadian civil society
organizations collaborating to realize the
human right to health.

The text of Bill C-9 and most of the addi-
tional materials referred to in the article
above can be found at www.aidslaw.ca/
Maincontent/issues/cts/patent-amend.htm.
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Federation, Ukraine, Belarus, Bahamas, and Libya.

19 This had been the original intent of the government,
but criticism from activists led to a change in the govern-
ment position that was ultimately reflected in the legisla-
tion tabled in Parliament.

20 If the full amount of the product specified in the licence
has not been shipped during that period, the licence may
be renewed once for up to another two years. However,
only one renewal of a licence is permitted.

21 On 17 June 2004,WTO Council for TRIPS decided to
push back its deadline for adopting a permanent solution
to the TRIPS Article 31(f) problem until March 2005. See:
Quiet TRIPS Council focuses on health, biodiversity-relat-
ed issues. BRIDGES Weekly Trade News Digest Vol 8(22):
23 June 2004.


