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an ounce of prevention: Vaccines

On October 18, 2006 several signifi cant changes were made to 
the Patented Medicines (Notice of  Compliance) Regulations 
(“PM (NOC) Regulations”). The changes will mean new 
therapies, through increased investment in Canadian research 
and development, for all Canadians. 

The federal government’s changes to the regulations include 
eight years of  data protection, which is the protection of  clinical 
test data generated to approve a new medicine in Canada. An 
additional six months can be added for medicines that are 
the subject of  pediatric clinical trials. The European Union, 
interestingly, already has 10 years of  data protection in place.

Rx&D believes this change to the regulations signals the 
strong value placed on intellectual property in our country. 
That confi dence will attract innovation in the bio-sector 
and provide a strong incentive to companies to create and 
commercialize their products in Canada. 

Russell Williams, President of  Rx&D, noted “The ability to 
attract innovative companies to our country benefi ts everyone 
by creating a positive environment to attract research and 
development into new medicines and vaccines, which improves the 
health of Canadians and our health care system and strengthens 
our economy.”

The revised regulations, in the works for over two years, 
are not without their critics. The Canadian Generic 
Pharmaceutical Association believes that access to generics 
will be delayed which will increase the costs of  drugs. Sadly, 
this assertion confuses data protection with patent protection, 
which is not the same. The federal government took the 
progressive step of  providing eight years of  data protection 
to safeguard the clinical data that must be submitted by 
innovators and biotech companies in order to obtain 
government approval for their new medicines. This regulation 
does not extend the life of  a patent by even one single day. 

Rx&D also disagrees with the assertion that drug costs will 
rise. Again, the facts don’t support this contention. Canadian 
patented prescription medicines are on average 8% below 
the international price median. In contrast, as shown by a 
recent report by the Patented Medicines Prices Review Board, 
Canadian generic prices are among the highest in the world. 

Rx&D believes that all Canadians benefi t from the type of  patent 
protection these regulatory changes provide and that the changes 
will attract both new jobs and investments while encouraging the 
development of  innovative medicines here at home. 

drug patent regulations revised

Most Canadians are familiar with vaccines, especially those 
given to children for such things as mumps, measles and 
rubella. Due to the widespread use of  vaccines, serious diseases 
like paralytic polio have been eradicated from the Western 
hemisphere and smallpox has been eliminated worldwide. 

However, it is often, as the Canadian Coalition for Immunization 
Awareness and Promotion (CCIAP) points out, “the success of 
immunization that can breed complacency”. Canadian children, for 
example, are given vaccines for nine diseases on a routine basis. 
What CCIAP suggests is that, in a society where we take our 
protection from those diseases for granted, we begin to question 
the need to vaccinate and often worry more about the side 
effects rather than the diseases themselves.  

Research indicates complacency about the need for vaccination 
can be dangerous. This is especially troubling when it comes 
to children, as the decline in immunization can be extremely 
harmful, even fatal.

When immunization rates drop, diseases begin to come back. 
For example, a drop in whooping cough immunizations 
in England resulted in 36 deaths within a few years of  the 
noted decline. Diseases can also be carried across borders 
– especially in our interconnected world of  open borders and 
global travel – and infect those who have not been vaccinated. 
An unvaccinated child/adult who contracts a disease that 
is vaccine-preventable is a risk to those who cannot, due to 
allergies or other reasons, take part in the vaccination process. 

Adults too should keep their vaccinations up-to-date. Too often 
adults associate vaccines with something you get as a child 
and believe that if  they were immunized as children there is 
no need for any further follow-up. However, different vaccines 
have different immunization schedules. For instance, in order 
to prevent tetanus and diptheria a booster shot must be given 
every ten years. And, as many Canadians are now aware, an 
infl uenza vaccine must be administered every year given the 
ongoing mutations of  the virus. 

continued - page three
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concerns raised over ontario’s bill 102

The Ontario government has just implemented 
legislation that, by its own description, will “enable 
a comprehensive plan to get better value for money 
which will allow reinvestments to deliver better care 
to patients.” 

However, Paul Lucas, President and CEO of  
GlaxoSmithKline Inc., and past Chair of  the Board 
of  Directors of  Rx&D, recently shared his opinion 
in a speech before the Economic Club of  Toronto 
on what he, and many in the industry feel, will be 
the effects of  the legislation.  

“This new market dynamic does not create an 
environment where all partners…can work together to 
manage health-care costs, improve access for patients 
and sustain a vibrant life sciences sector. Instead, it 
has created a transactional relationship between the 
Ministry of Health and our industry.”

Bill 102, focuses on several key areas: improving 
patient access to drugs, ensuring better value 
for money, enhancing the role pharmacists play, 
investing in innovative health system research, 
reducing paperwork for doctors, strengthening 
transparency and accountability in the drug 
system by giving patients a role in drug listing 
decisions and appointing an Executive Offi cer of  
the Ontario public drug programs to manage the 

publicly funded drug system. 
(Source: Ontario Ministry of Health 
and Long Term Care)

The goals of  the Bill are, for the most part, in line 
with those the entire country is seeking. Canadians 
want transparency in their health care system, 
better access to drugs and an innovative health 
care system. But, as many point out, this Bill has, 
at its root, silo-driven, pharmaceutical cost-
containment which should be a concern not only 
to Ontario patients, but all Canadians. 

A CIBC World Markets Financial 
Analysis (April 17th) described the 
Bill as follows:

“The primary focus of the proposed legislation is to 
reduce government spending on pharmaceuticals, and 
the two areas it has control over: the pricing of generic 
drugs and the pharmacy reimbursement rates for all 
drugs. It has attempted to cobble together a program 
that does not materially harm pharmacists, while 
reducing government costs and promoting the use of 
generics. We are not sure that this bill accomplishes 
these goals in a judicious manner.”

Mr. Lucas also sees other problems. He believes 
that using a cost-containment model will 

ultimately harm the life sciences sector in Ontario, 
creating an environment where innovation is not 
valued. He believes there is a strong link between 
market viability and research and development. 
If  that market is ruled by cost-containment, there 
is no longer the investment potential. The entire 
industry and Ontario’s nascent life sciences sector 
will suffer as a result. 

He doesn’t believe that the government intended 
to have the proposed legislation negatively 
impact the very sector that it has expended a 
substantial amount of  effort and many dollars into 
supporting.  He believes there is still time to create 
better outcomes for all Ontarians. 

Many, including Mr. Lucas, believe the entire 
industry needs to sit down at the table with the 
government and conduct a full economic and 
health care impact analysis. By doing so, the entire 
life sciences sector can be seen as an ally in 
seeking better patient care rather than simply 
being a supplier.

(Source: Paul Lucas speech: Economic Club of 
Toronto, October 24, 2006) 

Orphan diseases can be devastating for Canadian 
families. They are rare, affecting less than one in 
20,000 people by defi nition. Diseases like Crohn’s 
Disease, age related Macular Degeneration, 
Gaucher’s Disease and Fabry’s Disease are among 
those recognized as orphan diseases. 

The focus in the debate around these rare diseases 
should be how to help affected patients. Sadly, some 
critics fi nd it easier to assert that “orphan drugs” 
are not being developed by the pharmaceutical 
community because they won’t be “blockbuster” 
drugs with their associated business returns.  

But such statements are mere assertions of  
opinion and not based in fact. Moreover, they do a 
disservice to thousands of  researchers working in 
the pharmaceutical community, public and private 
institutions that are dedicated to fi nding new 
treatments for rare diseases.   

Case in point: many drugs developed for the 
treatment of  rare diseases like Fabry’s Disease 
(Replagal and Fabryzyme) and osteoporosis 
(Fortreo and Zavesca), have been given “do not 
list” recommendations by the Canadian Expert 
Drug Advisory Committee (CEDAC) of  the 
Common Drug Review (CDR).  And, often these 

innovative new drugs are not listed on a 
provincial formulary and are only available 
under exceptional circumstances. 

Organizations such as the Canadian Organization 
for Rare Diseases (CORD) believe Canada 
must do more.  For example, in 1997, Health 
Canada reviewed the need to create incentives to 
encourage development of  orphan drugs. Their 
recommendation was to make no signifi cant 
changes to the way things were already being done. 
Canadians, they concluded, could simply take 
advantage of  incentives being given in the US for 
orphan drug development. 

Indeed, the United States, along with countries like 
Japan, incent the development of  medicines for 
rare diseases through tax credits for activities such 
as clinical trials and research grants to companies 
developing orphan drugs. 

CORD believes that in order to create effective 
treatments for orphan diseases the environment 
must exist in Canada to do so. They advocate that 
the federal government should support and promote 
research and development in our country, as it 
creates jobs and encourages companies to develop 
orphan drugs in Canada that will treat the needs of  
average Canadians affected by rare diseases. 

orphan diseases:
is canada falling behind on drug development?

Sadly, some critics fi nd 

it easier to assert that 

“orphan drugs” are 

not being developed 

by the pharmaceutical 

community because they 

won’t be “blockbuster” 

drugs with their 

associated business returns.



www.canadapharma.org

an ounce of prevention: vaccines Continued from page 1

As with examples cited for children, lapses in adult 
vaccinations can cause serious consequences. 
In 1994 in Russia, for example, 5,000 died as a 
result of  diptheria, a disease for which there is an 
effective vaccine. 

Due to innovative research, and the quest to eradicate 
disease, there have been several new vaccines that have 
become available to Canadians over the past few years. 
For instance, Varicella, a vaccine to prevent chicken 
pox, is now available in Canada to most children 
free of  charge. Just this past year, Health Canada has 
approved two breakthrough vaccines: one to prevent 
a childhood form of  gastroenteritis and one that  
prevents HPV, a virus that causes cervical cancer and is 
linked to vaginal and vulvar cancers and genital warts. 

While no vaccine is 100% safe or 100% effective, all 
vaccines used in Canada are effective in preventing 

disease. In addition, Health Canada regulates all 
vaccines through a rigorous licensing process. 

Although in recent years there has been increased 
debate on the use of  vaccines, it is important for all 
Canadians to realize their importance. CCIAP suggests 
that if  we can no longer remember the threat of  some 
of  the diseases eradicated by vaccines we tend to forget 
how important vaccines have been to our quality of  
life today. 

In short, by eliminating disease, vaccines provide 
Canadians with a higher quality of  life and better overall 
health, something we all wish for in our families. 

(Sources: CCIAP: Immunization, Diseases and 
Vaccines; Health Canada: It’s Your Health, 
Childhood Immunization; Public Health Agency of 
Canada: Vaccine Safety)

Provincial and territorial government spending is 
expected to increase by 5.7% in 2006/07 according to 
the new report by the Canadian Institute for Health 
Information (CIHI). While the percentage does refl ect real 
growth, CIHI data shows that the growth is slower than in 
the previous four years by a few percentage points.

The study looked at health expenditures over the last 
20 plus years, from 1974 to present in a report entitled 
Preliminary Provincial and Territorial Government 
Health Expenditure Estimates 1974-75 to 2006-07. 

When CIHI looked at how those dollars will be 
spent this year, the results would likely surprise 
most Canadians: 41.5% hospital expenditures, 19.9% 
physician services, 10.5% institutions other than 
hospitals, 8.5% drugs, 6.6% public health, 4.9% capital 
and 1.9% administration. Hospital care has dropped by 

over nine percentage points over the course of  the last 
ten years while drug expenditures have risen by four 
percentage points in the same period. Members of  the 
pharmaceutical community point to this correlation as 
a testament to the effectiveness of  pharmacotherapy in 
treating more and more disease conditions.

CIHI also found that provincial and territorial 
governments: 

•  Spend an average of $2,931 per capita on   
 health care, an increase of 4.5% from the   
 previous year;
•  Have spent an average of 38.6% of their total   
 program expenditures on health care; and that 
•  Overall public health spending as a share of
 provincial Gross Domestic Product (GDP) is   
 expected to reach 6.6%. 

provincial and territorial governments 
to spend $96 billion on health in 2006/07

The President & CEO of  Bayer Inc., Phillip Blake, was 
appointed Chairman of  the Board of  Directors a few 
weeks ago and is ready to lead the association into the 
future. Mr. Blake is a member of  Rx&D’s Executive 
Committee and Board of  Directors, and until becoming 
Board Chairman, held the role of  Co-chairman, Federal 
Affairs/Federal Provincial Territorial  Relations 
Standing Committee.

The new Chairman, Philip Blake cites improving access 
to innovative patient treatments among his 
top priorities. 

“We need to speed up the process for drug approvals in 
Canada, and streamline the system so that life altering 
treatments are available to Canadians sooner,” said 
Mr. Blake. “Improved access must be a priority – rather 
than limiting and restricting the reimbursement of innovative 
products. We need to provide the necessary tools to better 
manage the system. I’m looking forward to developing 
partnerships with key stakeholders to improve our health care 
system, while keeping it affordable and sustainable.”

  

Rx&D appoints new chair – philip blake
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