INTERVENTION #2

Details on Elements of CAMR Structure 
“Canada’s Access to Medicines Regime” or CAMR is the Canadian legislation that implements the humanitarian objectives of the August 30, 2003 decision while balancing often competing policy objectives.
· Under the 2003 Waiver, Canada interprets the Waiver to mean that:
· The importing country must notify WTO of intent to use Decision;


· The licencee must request voluntary licence(s) from patentee(s) prior to seeking an compulsory licence under the Decision; 


· The quantity produced under compulsory licence cannot exceed amount notified;

· Adequate remuneration must be paid to patentee(s); 
· Products shipped under the agreement should not be diverted to other markets; 

· Products must be specially marked and labelled; 

· Licensees shall post on a website the quantities and features of the product being shipped; and


· Intention is to support humanitarian policy objectives, not commercial ones. SEQ CHAPTER \h \r 1
Government of Canada officials consulted members of the three major stakeholder groups involved in CAMR (i.e., brand name industry, generic industry and NGOs) during the development of the legislation in 2003-2004 and again during a statutorily mandated review of the legislation in 2006. 
· All stakeholders supported and continue to support the government’s intent to establish CAMR but diverged on certain aspects of the regime:  
· Brand name companies want strong anti-diversion measures;

· Generic companies want streamlined process with incentives to participate;

· NGOs want a liberal regime with no restrictions on eligible importing countries or products.

· CAMR’s overriding key challenge was to ensure a delicate balance between facilitating access to medicines while ensuring that incentives for innovation for new medicines and technologies remained.  More specifically, CAMR needed to:
· Facilitate access to lower-cost pharmaceutical products in countries facing public health problems


· Respect Canada’s obligations under TRIPS and other international treaties.


· Respect Canada’s patent system.


· Encourage generic companies to participate in CAMR. 


CAMR’s Key Features include outlining:

· Eligible Importing Countries (Schedule 2, 3 and 4)

· All LDCs and WTO Members eligible to import, except those that opted-out (e.g. Canada, United States, France, etc.); 
 

· Non-WTO Member developing countries eligible upon request 

· Eligible Products for Export (Schedule 1)

· Every product on WHO List of Essential Medicines that is also patented in Canada is eligible for export;

· Schedule 1 has been amended twice since 2005 to include new products (i.e. HIV/AIDS triple combination therapy and Tamiflu);

· Safety and Quality

· Ensured products exported under CAMR meet the same safety, efficacy and quality standards as those destined for the Canadian market.

· Canadian drug manufacturer seeking to export under CAMR must submit following information to Commissioner of Patents:

· names of the patented product for export and the eligible importing country, existing patent(s) and quantity to be manufactured;

· certified copy of importing country’s notification to WTO or Canada (if non-WTO Member); and

· declaration that applicant attempted to negotiate a voluntary licence with patentee(s) at least 30 days prior to submitting an application for an export authorization. 
· Distinquishing Features

· Exported products must carry prescribed markings and labelling.  The name of the product, quantity, markings, and importing country must be disclosed on the manufacturer’s website.
· Royalties
· Royalties paid to patentee(s) range between 0.02% to 3.5% and are linked to the importing country’s level of development (UNHDI) and the value of the contract. 
· Termination by the Federal Court
· Termination by Federal Court possible if licencee fails to meet the terms and conditions of the export authorization, or if diversion occurs.

· Statutory Review
· Recognizing the importance and the groundbreaking nature of CAMR, its enabling legislation included a clause requiring the Minister of Industry to review the relevant sections of the Patent Act (two years after CAMR’s coming into force).  


· In November 2006, the Government of Canada launched a 60‑day consultation seeking public views and opinions on CAMR.  Through this process the government received numerous submissions from the pharmaceutical industry, NGOs, academia, and Parliamentarians.  


· In December of 2007, the Minister of Industry tabled a report in Parliament containing the results of the consultation period and review.  Should you be interested in the details of the consultation, the report and submissions are available online at the CAMR website (www.camr.gc.ca).

· Finding of the Review
· The report on Canada’s statutory review of CAMR is a comprehensive analysis that considers each element of the regime in the context of relevant international trade rules.  It also takes into consideration circumstances surrounding the Commissioner of Patents granting of an export authorization to Apotex under CAMR.  


· In addition, the report examines the broader context of disease burden in the developing world, international and country-based initiatives to address that burden, and some economic considerations affecting the supply of antiretroviral drugs used to treat HIV and AIDS. 


· The 2007 report found that insufficient evidence had accumulated since the coming into force of Canada’s Access to Medicines Regime to warrant making legislative changes at that juncture.  


· However, it also highlighted other systemic factors outside the operational aspects of the CAMR that appeared to be discouraging its use.  These factors included a lack of eligible importing country notifications to the WTO or Canada; and a lack of awareness of CAMR among eligible importing countries.  


· In response to the second factor, Canada varied and intensified its existing outreach activities to continue to raise awareness of CAMR among eligible importers, pharmaceutical regulatory authorities, and generic manufacturers.


· Mere months before the report was released, Apotex had applied for and received, an authorization to manufacture and export under CAMR in order to fulfill the need identified by Rwanda in its WTO notification.  


· It should be noted that the report was released well before Apotex shipped this triple combination HIV-AIDS treatment to Rwanda in September 2008.  


· The report takes note of this and provides the following assessment. “…for the moment at least, the granting of the first and only export licence under the waiver to Apotex, and the circumstances surrounding it, suggest that CAMR works reasonably well and quickly, provided an importing country has made a requisite notification to the WTO”.  


· With no further notifications to the WTO since the report’s release in 2007, this observation remains valid today.  
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