January X, 2012

	The Hon. Stephen Harper

Prime Minister of Canada

80 Wellington St.

Ottawa, Ontario, Canada

K1A OA2
	The Hon. Leona Aglukkaq

Health Minister of Canada

Brooke Claxton Building

Tunney’s Pasture

Ottawa, Ontario K1A 0A9


Dear Prime Minister Harper and Health Minister Aglukkaq,

Subject: Support a Regulatory Framework for Rare Disorders / Orphan Drugs

I am writing from [ASSOCIATION NAME, representing patients and caregivers dealing with DISEASE NAME] to ask for your support.
Did you know that about 1 in 12 persons in Canada has a rare disorder?  That’s the average across Canada, so even though each rare disease affects only a few people, there are more than 7,000 rare diseases that together affect 3.2 million Canadians, not including caregivers.  Yet Canada is the only developed country without a national policy to support development of treatments for rare disorders.  Today, only half of new therapies for rare disorders introduced in the US are made available to Canadians.
That is why [ASSOCIATION NAME] is working with the Canadian Organization for Rare Disorders to call for a national rare disease strategy to support research and development for treatments of rare disorders.  
The good news is that there has been substantial progress, starting with multi-party endorsement of a private member’s bill on rare diseases in 2008 and a request from the House of Commons Standing Committee on Health in 2010 for a status report on development of orphan drug regulations and consideration of a national plan for rare disorders.  In 2010 and 2011, Health Canada hosted consultations to draft a regulatory framework for rare disorder therapies as part of the modernization of the Food and Drugs Act regulations. 
But we need your help to bring these regulations to reality.  That is why I am asking you to implement a regulatory framework for rare disorders and orphan treatments* in Canada.

This coming February 29, 2012 is a rare Leap Year.  As International Rare Disease Day, this is a prime opportunity for the Government to make a clear statement of its intention to act on an issue that will help recognize those of us affected by disorders, and give us hope that our conditions can be treated.  Please help make this happen. 
Sincerely,

[FIRST NAME] [LAST NAME]

[ORGANIZATION IF APPLICABLE – and/or ADDRESS]

* “Orphan” drugs or therapeutic products are “orphans” because without specific regulatory and other government support, they are overlooked by the research community and pharmaceuticals industry, which prioritizes drugs for common diseases.

Why Canada needs a rare disorders framework:
· With the exception of Canada, every other developed country – and recently Brazil, Mexico and Taiwan – has established a national orphan treatments / rare disorder strategy.
· With no rare disorders strategy, less than half of the orphan therapies approved in other countries even come to Canada. 

· The Canadian Institutes for Health Research have just implemented the first national competition to fund “emerging teams” on rare disease research.  This is tremendous news.  But without an orphan treatments framework comparable to those of other countries, Canadian patients with debilitating and life-threatening rare diseases will remain among the last to access therapies.  
· Canada, with its tremendous capability in research and clinical expertise, is not contributing to the advancement of knowledge and new therapies that could help all patients, not just in Canada but around the world.
· It has been nearly 30 years since the USA passed their first Orphan Drug Act and more than a dozen years since the European Union passed their orphan drug legislation.  
· As a result of the Government of Canada’s engagement on this issue, for the first time, Canadians with rare disorders are feeling very optimistic about Canada’s commitment to implement an orphan treatments framework. 
