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Canada’s Access to Medicines Regime (CAMR) is failing to 
meet its goals. The legislation aims to make it possible for 
Canadian companies to obtain “compulsory licences” that would 
authorize the manufacture and export of lower-cost, generic 
versions of patented drugs needed by people in developing 
and least-developed countries.1  The legislation is based on a 
World Trade Organization (WTO) decision adopted on August 
30th, 2003.2  Since Canada passed its law in May 2004, not a 
single drug has been exported.  The World Health Organization 
estimates that over the same period, more than 25 million 
people have died because they did not have access to existing 
medicines and vaccines.3

Most people living with HIV/AIDS continue to be denied life-
saving treatment, in part due to the high costs of patented 
drugs. The need for affordable medicines is clear; and Canada 
must ensure that the CAMR fulfi lls its humanitarian goals.

The federal government is currently reviewing the legislation, 
and is required to report to Parliament by May 2007.  There 
is an urgent need to make this legislation effective for those 
in need of life-saving drugs. The current processes, however, 
are unnecessarily long and expensive, greatly limiting the 
legislation’s potential for responding to public health needs. We, 
the undersigned, call on the Canadian government to take the 
following steps:



1. Provide authorizations to export which are not limited to a single 
drug-order for a single country. 

This can be done in a number of ways:

[a.] Create a standing statutory authorization permitting export of generic 
medicines to eligible countries:  Parliament could enact legislation that 
authorizes the manufacture of generic versions of any drug patented in Canada 
for export to any eligible country specifi ed in the legislation.  The law would also 
require that any generic manufacturer exporting under this statutory authorization 
periodically disclose the dollar value of the contracts it has negotiated with various 
importing countries and remit to the patent-holder the required royalties, following 
the formula in the existing Canadian law.  This approach is much simpler and 
more direct than the cumbersome process found in Canada’s current law and in 
the WTO Decision of 2003, and still complies with Canada’s WTO obligations.4

[b.] On any given drug, grant a single, open-ended license to a given manufacturer:  
Instead of requiring a generic manufacturer to apply for a separate licence to satisfy 
every separate order of a drug, the law could grant that manufacturer one initial 
compulsory licence on a drug.  The licence would authorize the company to export 
that drug to any eligible country specifi ed in the legislation, on the condition that 
the generic company pay royalties to the patent-holder, following the formula in the 
existing law. This approach would also be more streamlined than Canada’s current 
law and, just like option [a], would comply with WTO rules.   

[c.] Introduce a simple, fast process for licenses additional to the fi rst 
license:  Even if the law were still to require a separate licence for every single 
drug order, it should at least provide for a simple, rapid process for amending 
or supplementing the original licence to authorize the export a) of additional 
quantities of the drug, b) to additional eligible countries, or c) for an extended 
period of time. This would be a more streamlined implementation of the WTO 
Decision of 2003 on which Canada’s current legislation is based. 

2. Remove unnecessarily restrictive and time-consuming steps in the licensing 
process. 

The legislation underpinning the CAMR creates procedural steps not required by the WTO 
Decision or prior Canadian law. The following changes would address this:

[a.] Remove the time limit on licenses granted: Licenses should cover the duration 
of the remaining patent term on the drug to be exported. The current time-limit of 
2 years is arbitrary and not required by the WTO Decision of 2003. This measure 
constitutes a major barrier to the participation of generic companies, since they 
must re-initiate the long approval process to continue exporting the product 
beyond a 2-year period. This also prevents generic companies from guaranteeing 
to purchasers that they will be able to continue supplying after two years.
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[b.] Limit the requirement of negotiating with a patent-holder before seeking a 
compulsory license: These negotiations involve high costs and considerable delays. 
Canada’s legislation should provide clear limits on the negotiations required. Following 
WTO rules, where the importing country wants to import the drug to address a national 
emergency or similar circumstance, or for public non-commercial use, there should be 
no requirement that the generic manufacturer fi rst try to negotiate a voluntary licence. 

[c.] Eliminate the list of eligible drugs: The WTO Decision does not require any limitation 
to specifi c drugs; this type of provision was debated and rejected at the WTO level. 
The list of drugs in CAMR (Schedule 1 of the Patent Act) has resulted in months of Patent Act) has resulted in months of Patent Act
unnecessary delays.  

[d.] Eliminate the absolute requirement of Health Canada approval: This measure is 
not required by the WTO Decision of 2003, nor do other drugs require Health Canada 
approval for export.  Many developing countries will require “pre-qualifi cation” of both the 
generic manufacturer and the drug in question by the World Health Organization before 
purchasing it.  Requiring Health Canada approval of the generic manufacturer’s product 
as an absolute precondition before the manufacturer can get a licence to produce for 
export can lead to duplication of effort and add months of unnecessary delay. Canada 
should accept either Health Canada approval or WHO pre-qualifi cation as suffi cient to or WHO pre-qualifi cation as suffi cient to or
permit export of a generic drug produced under a compulsory licence. 

[e.] Eliminate patent-holders’ extra litigation rights: In three separate provisions, 
the legislation underpinning the CAMR includes eleven separate grounds 
on which a patent-holder can start legal proceedings against the generic 
manufacturer at different stages (ss. 21.08(5), 21.14, 21.17). These are 
unnecessary additions to existing legal recourses under the Patent Act.

[f.]  Eliminate the requirement that NGOs get the “permission” of the importing 
country government:  Under Canada’s current law, an NGO providing 
humanitarian relief in an eligible developing country has to get the “permission” 
of that country’s government to import under CAMR.  (This is in addition to the 
existing, sensible requirement that the medicine be approved for use by the 
importing country’s drug regulatory authority.)  Requiring this extra permission 
for NGOs to do their jobs is not required by any WTO rules, and creates an 
additional, unnecessary barrier to patients getting the medicines they need.

[g.] Eliminate double-standards that apply to some importing countries:  Under the 
current law, if a developing country does not belong to the WTO, it faces additional barriers 
to importing generic medicines from a Canadian producer, such as the requirement 
to declare a national emergency or similar situation.  These additional hurdles are 
not required under WTO rules of WTO member countries.  Patients’ access to more 
affordable medicines should not depend on whether their country belongs to the WTO.
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