Impact of Proposed Changes to Drug Pricing
in Canada on PNH Patients
Webinar #1
September 10, 2020

GoToWebinar – Housekeeping
Your Participation
• Please submit your text questions
and comments using the Questions
panel
• For technical help, please email:
rosalind@advocacysolutions.ca
Note: Today’s presentation is being
recorded and will be provided within 24
hours.
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PMPRB Webinar #1
Agenda

1. Introductions & objectives
2. PNHCA Advocacy in Canada and
worldwide
3. Background on PMPRB and
proposed changes
4. Impact of PMPRB reform on PNH
patients
5. Advocacy campaign to
#stopPMPRBnow
6. How you can get involved
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Our Presenters

Barry Katsof
Founder and President
Canadian Association of PNH Patients

Joanne Koskie
Managing Director
Advocacy Solutions
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Webinar Series Objectives
Educate the PNH community about proposed PMPRB reforms and
their impact on patients

Empower the community to take action in support of new PMPRB
reforms

Ensure that current PMPRB reforms do not go ahead and PNH lives
are protected
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PNHCA Advocacy in
Action
Access to medication:

•
•

Support to PNH patients across Canada – 2010 to
present
Submissions in support of public funding for PNH
drugs

•
•

Support to PNH patient in Poland (via France)
Support to PNH patient in Azerbaijan

•

Support to PNH patient in South Africa

Access to clinical trials:

•

Outreach to manufacturers for clinical trial sites in
Canada

Public policy:

•
•

Submissions to Federal Government re: PMPRB
Reform
Submission to Conservative Party of Canada re:
PMPRB Guidelines Reform (MP Matt Jeneroux –
Health Critic)
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About PMPRB & Proposed Changes

Drug Approval & Funding in Canada
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PMPRB 101
• In Canada, we have regulated prices for patented (brand name) drugs through the Patented Medicine Prices
Review Board (PMPRB)
• Mandate: Contribute to Canadian health care by ensuring that prices of patented medicines are not
excessive
• 2018 Annual Report found Canadian prices were the fourth highest among the seven comparator countries
(PMBRB7: Italy, France, Sweden, UK, Germany, Switzerland and the US) and lower than prices in Germany,
Switzerland and the US
• Proposed PMPRB guidelines incorporate new pricing criteria based on international reference prices,
therapeutic class comparisons, pharmacoeconomic health technology assessments, the expected market
size for the drug and cost relative to GDP
• These reforms will change the methodology for patented medicine pricing in Canada
• New comparator countries (PMPRB12): Australia, Belgium, France, Germany, Italy, Japan, the
Netherlands, Norway, South Korea, Spain, Sweden, and the United Kingdom
• The reforms are scheduled to come into force on January 1, 2021
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PMPRB 101
• Established by 1987 Patent Act - federal pharmaceutical patent policy
• Prior to CADTH, INESSS and pCPA

• Independent regulator, not a payer
• Makes no recommendations on funding and coverage decisions

• Quasi-judicial tribunal
• Costly legal proceedings
• Can only order price reduction after public hearing – typically three years or
longer

• Has fulfilled its mandate and helped keep Canadian prices in line with
Europe and much below US
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Current Guidelines
• Based on therapeutic comparisons with the most costly drug that
treats the same disease
• International price comparisons are used with breakthrough drugs
which are limited to the median of the PMPRB7
• Over time:
• Price increases are limited to increases in CPI (Consumer Price Index)
• Canadian price can never exceed highest foreign price

• Principle: Canadian prices, on average, should not exceed median of
PMPRB7
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New PMPRB Regulations
Basket of Comparator
Countries
• Remove higherpriced US and
Switzerland
• Add 7 lower priced
countries

New Economic Pricing
Factors

3rd Party Rebates

• Pharmacoeconomics
• Size of market
• Gross Domestic
Product

• Report prices
including
confidential thirdparty rebates
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Will PMPRB Reform…

Improve access by
improving
affordability?

Reduce access by
creating barriers to bring
new drugs to Canada?
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PMPRB has Achieved its Objectives
• Prices declined 0.4% in
2018

Average Ratio of Median International Price
to Canadian Price, 2001 to 2017

• Have never increased more
than CPI in 25 years

• Canadian prices 20%
below median foreign
prices
• 110 voluntary compliance
undertakings to date
• In 2018-9, collected $2.5
million in excess revenues

Source: PMPRB
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But Critics Argue…
• High cost of innovative new drugs puts pressure on drug budgets
• Canadian prices overall are higher than most OECD countries, such as
Australia and New Zealand
• The US is not an appropriate comparator country
• Patentees have not lived up to their 10% R&D commitment
• (although this is arguable and not related to pricing)
• OECD reports Canada had the fourth highest drug expenditures per
capita in 2017
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Major Changes Since 1987
• Cost containment measures by public drug plans
• Price freezes, mandatory generic substitution, reference-based pricing policies, listing
agreements, risk-sharing

• CADTH (CDR and pCODR) and INESSS (Quebec)
• Rigorous clinical and cost-effectiveness reviews
• Inform reimbursement decisions

• pCPA – joint negotiation on public drug plan price and generic price reductions
• Savings of ~30% - over $2 Billion annually
• Do not list ~30% of new drugs if insufficient benefit

• As a result, many questioned the continued relevance of PMPRB
• In 2017, the Federal government announced PMPRB Reform
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Concerns with Proposed Guidelines
• Complexity of the process and the proposed changes
• Uncertainty for all – prior to launch and ongoing
• Discretion given to Board Staff
• Risk increased number of hearings
• Potential for increased litigation
• Focus on controlling manufacturer revenues, not on patients
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Impact of PMPRB Reform
on PNH Patients

PNHCA Submission re: PMPRB Reform
• On August 4, PNHCA made a submission in response to the
consultation underway regarding proposed amendments to the
Regulations governing PMPRB, and expressed concern that:
• The health of Canadians living with PNH continues to be put at risk by the
uncertainty generated by the PMPRB reform process to date
• In undertaking this significant overhaul of the PMPRB, the fine balance
between cost and effectiveness of drugs – especially those for rare diseases –
has been disrupted
• The process of reforming the PMPRB is already having a quantifiable and
detrimental, if not deadly, effect on patients’ lives
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Current Implications for PNH Patients
• Still only one treatment for PNH is accessible through public funding across
Canada (Soliris)
• Access to the second PNH treatment approved in Canada (Ultomiris), which
has the potential to minimize patients’ exposure to COVID-19, has been
delayed – needlessly putting PNH patients’ health at increased risk
• Of the unprecedented 18 novel molecules being studied in PNH around the
world, only one study has clinical trial sites in Canada
• None of the companies leading drug development in PNH (even those in
Phase 3) have confirmed if/when Canada will be included in their global
launch plans
• Last year, almost half (42%) of new drug launches in Canada were delayed
for 6+ months following Health Canada approval, or were not launched
here at all (compared to 22.5% in 2018-2019)
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Questions for Provincial Decision Makers
• How do those responsible for the delivery of healthcare across
Canada – the provincial Ministries of Health – feel about the impact
that the proposed changes to PMPRB will have on their ability to
save and extend the lives of their constituents with rare diseases?

• What happens when new medicines stop coming to Canada because of the
proposed changes to PMPRB?
• What will provincial governments say to their constituents who put their lives
in their hands?
• Will they say that thanks to PMPRB, they are now saving even more money on
drug costs with fewer medicines to pay for?
• In fact, some current and former provincial health ministers have already
spoken out against the proposed PMPRB reforms
21

Advocacy Campaign to
#stopPMPRBnow

Advocacy Campaign: #stopPMPRBnow
• On October 1, the Canadian Association of PNH Patients will be
launching an advocacy campaign to urge the Government of Canada
to put a stop to PMPRB reform
• Two-pronged approach:
1. e-Advocacy campaign targeting the Prime Minister, federal Minister of
Health and federal Minister for Innovation, Science and Economic
Development (responsible for PMPRB)
2. Meetings (virtual) with provincial Ministers of Health and select federal
MPs to ask them to speak out against the proposed changes to PMPRB

• Only 3 months to make a difference!

• Changes to PMPRB Regulations come into force on Jan. 1, 2021
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e-Advocacy Campaign
• Grassroots initiative to generate a groundswell of support for this
issue and our ask from across the country
• Easy-to-use email tool that enables anyone, anywhere in Canada to
send a pre-populated, but modifiable, email directly to key decision
makers and influencers
• Twitter tool that makes it simple for anyone, anywhere send a prepopulated tweet from your own Twitter account to key decision
makers and influencers
• Volume is the key to success with these tools so use them frequently
and engage your network by sharing the Facebook post that will be
on the campaign website
24

Government Meetings
• Requesting virtual meetings with provincial Ministers of Health, as
well as potential influencers among provincial and federal elected
representatives to garner their support
• Ideally, a local member of the PNH community from the province
where the elected representative is from would join these meetings
• Ex. A PNH patient from Alberta would join a meeting with the Alberta
Minister of Health, or with an MP from Alberta

• The role of the patient or caregiver advocate in these meetings would
be to share a brief version of personal story explaining why access to
treatment for PNH has been important in their lives
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Your Personal Stories
• Developing and delivering your personal stories are one of the two
pillars of effective advocacy
• As patients/caregivers/family members, they are one of the most
powerful advocacy tools we have available to us
• Sharing your personal stories about how access to medication has
impacted your life – and what your life would have been like without
access – will be critical to this campaign’s success
• Delivering your personal story is an important way to help decision
makers understand the real-world impact of an issue on patients’
lives
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Advocacy
Key Messages
PROBLEM
PMPRB reform is already having a
detrimental, if not deadly, impact on
PNH patients.
SOLUTION
Any barriers to accessing innovations
in PNH therapies in Canada must be
removed.
ACTION
Now is not the time for reckless
PMPRB reform – especially when
Canadians’ lives are already at risk.

The “Ask”
In order to allow the provinces and
territories to continue delivering
healthcare across the country, including
access to global innovation in PNH
therapies,
we urge the federal government to put
a stop to the proposed PMPRB reform
until we can be certain that the lives of
Canadians with PNH won’t be put at
further and unnecessary risk.
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How to Get Involved
• Let us know if you’re interested in taking part in meetings with
key decision makers by emailing us at advocacy@pnhca.org
• Follow us on social media for the latest updates and sign up for
email updates on our website at www.pnhca.org/contact-us/
• Register for Webinar #2 coming up on Sept. 30 @12noon EDT
when we’ll launch our new e-Advocacy platform
• Let your networks know that in less than a month’s time you
will be asking for their help to advocate – and that it will be
quick and easy to do!

#stopPMPRBnow #stopperCEPMBmtn
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GoToWebinar – Submitting Questions
Your Participation
• If you haven’t done so already, please submit your text questions and
comments using the Questions panel
• For technical help, please email: rosalind@advocacysolutions.ca
Note: Today’s presentation is being recorded and will be provided within 24 hours.
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Contact us!
Barry Katsof
Founder and President
Canadian Association of PNH Patients
Facebook: https://www.facebook.com/PNHCanada
Website: http://www.pnhca.org/
Email: barry@pnhca.org
Canadian Association of PNH Patients
1321 Sherbrooke Street West, Unit A 41
Montreal, Quebec H3G 1J4

