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Overview

This session will provide an overview of some of the major 
industry hot topics and how they may impact health benefit 
plans. 
• National Pharmacare
• PMPRB (Patented Medicines Price Review Board) Reform
• pCPA (Pan Canadian Pharmaceutical Alliance)
• Biosimilars
• Patient Support Programs
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National Pharmacare
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National Pharmacare
• Canada is the only developed 

country in the world with 
a universal health care program 
that doesn’t include prescription 
drugs

• Patchwork of public and private 
drug coverage

• Last 15 years—several federal 
proposals

What Is Pharmacare?

“. . . a single-payer system with a 
publicly accountable management 
agency to secure the best health 
outcomes for Canadians from a 
transparent drug budget.”
Pharmacare 2020: 
http://pharmacare2020.ca/assets/pdf/Moving_From
_Principles_To_Policies.pdf

“National pharmacare will offer 
the ability to have consistency 
across the country . . .”
Dr Eric Hoskins, Head Advisory Committee on the 
Implementation of National Pharmacare
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National Pharmacare

What is the problem we are trying to solve?

Pharmacare Advocates
Universal Pharmacare
• A large number of Canadians are 

uninsured

• Patients go without medication due to 
cost

• Current reimbursement systems are not 
sustainable

• Private plans are costly and inefficient

Alternate Perspective
Fill the Gaps
• Only 1.8% of Canadians are truly 

uninsured

• Less than 1% cited cost as a reason for 
not taking their medication as prescribed

• Pharmacare may reduce access for those 
with private drug plans
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Pharmacare Key Events
• Parliamentary Budget Officer (Sept 2017)

– Federal cost of a National Pharmacare Program
• House of Commons Standing Committee on Health 

(April 2018)

– Framework for the establishment of a single payer, publicly 
funded prescription drug coverage program for all Canadians

• Federal Budget (February 2018)

– Creation of Advisory Committee on the Implementation of 
National Pharmacare

– A “blueprint” with full details on the model and pricing will be 
ready next spring
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Parliamentary Budget Office Estimate

Current Costs incurred by: Billions
Government $11.9

Private Insurance $9.0

Patients $3.6

Eligible for National Pharmacare $24.6

Estimated Pharmacare Cost $20.4

Potential Pharmacare Savings $4.2

$8.5B difference
Who will pay?

Employer Taxes?
Individual Taxes?
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Pharmacare Models

Universal 
Government 

Single Payer 

Catastrophic 
coverage

Public/
private mix

Universal 
Government

Common 
provincial 

plans

Others?

TBD
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Pharmacare—Food for Thought

• 70-80% of Canadians have private coverage through 
employer

• Private plans pay for 14-27% more drugs than public 
plans
– National publicly funded plan—working Canadians coverage may 

be reduced

• Are drugs not covered needed to keep employees need 
to remain healthy and at work?
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Pharmacare—Food for Thought
• Will government managed plans consider the employer perspective 

when evaluating drugs?
– They don’t now

• Will employers be allowed to “top up” the government coverage and 
provide access to additional drugs that they deem are needed?
– Currently universal coverage for other services (doctor and hospital) 

don’t allow 

• How will government fund? Will there be an employer tax?
– With a tax, employers still funding but have less control on coverage

• How would the healthcare system and insurance industry change?
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PMPRB (Patented Medicines Price 
Review Board) Reform
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What Is PMPRB?
• Federal Agency established 1987
• Regulates maximum list price a 

pharmaceutical company can sell a 
brand name drug 

• Does NOT regulate 
– Generic drug prices

– Retail price 
(e.g., markups or dispensing fees)

• Price can never be higher than 
highest international price of seven 
comparator countries

• New drugs may not be priced higher than 
drugs in same therapeutic class

• New breakthrough and first-in-class drugs 
may be priced no higher than median of 
prices in the seven comparator countries

• Drug prices cannot increase by more than 
Consumer Price Index (CPI)

• If a drug is excessively priced PMPRB 
hearing can order price reduction and/or 
require excess revenues be paid back

Comparator countries: 
France, Germany, Italy, Sweden, Switzerland, UK and USA
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Pricing—International Comparisons

• Many countries reference other 
countries’ prices

• Complex and constantly changing
• Requires active monitoring and management
• Significant financial implications 
• May delay or forego product launch in a country if 

international impact determined to be net negative
• Canadian pricing teams must consider impact of Canadian 

prices on other countries
• Price often a global head office decision
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PMPRB Reform

• PMPRB consultation on guidelines reform—Discussion paper and public 
submissions (2016)

• Scoping paper—Minister of Health’s proposed amendments (Dec 2017)
• Multi-stakeholder Steering Committee (June 2018)

– Examine issues that would benefit from the review of experts in health 
technology assessment and other economic and scientific matters

– Report and publication of new draft Guidelines expected Fall 2018

“Recent and significant changes in the Patented Medicine Prices 
Review Board’s (PMPRB) operating environment necessitate 
corresponding changes to modernize and simplify its regulatory 
framework.” 

PMPRB Guidelines Modernization—Discussion Paper—June 2016
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Proposed Amendments 
to PMPRB Regulations

1. Changes to Reference Countries:

Change Comparator Countries
Current Proposed

No Change

France
Germany
Italy
Sweden
United Kingdom

France
Germany
Italy
Sweden
United Kingdom

New 

Australia
Belgium
Japan
Netherlands
Norway
South Korea
Spain

Removed United States
Switzerland

United States
Switzerland

http://www.gazette.gc.ca/rp-pr/p1/2017/2017-12-02/html/reg2-eng.html
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2. Additional Economics-Based Price Review Factors
• Pharmacoeconomic value of the medicine in Canada

• Size of the market for sale of medicine in Canada and countries other than 
Canada

• GDP and GDP per capita in Canada

3. Reporting Requirements Related to Additional Factors:
• Information regarding pharmacoeconomic value

• Information respecting market size

4. Reduced Reporting Requirements for patented generic, veterinary & over-the-
counter drugs

5. Reporting of third party price rebates

Proposed amendments to PMPRB Regulations

http://www.gazette.gc.ca/rp-pr/p1/2017/2017-12-02/html/reg2-eng.html

Proposed Amendments 
to PMPRB Regulations
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PMPRB Reform

Aren’t lower drug 
prices a good 
thing? 

Impact of proposed 
changes
• Create a new maximum 

price
• Require pharma to charge 

less
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PMPRB Reform Potential Impact
• Drug list prices reduced 20-25%
• Estimated loss to pharma $6.4 to $24.9 billion over ten years
• Threatens viability of innovative medicines industry
• Pharma—currently Canada’s third leading industry in R&D spending

If pharma have to report confidential PLA rebates
– Risk of increasing drug plans costs rather than reducing them
– Eliminates incentives for pharma to offer rebates 

New medications 
– May not be brought to Canada
– Longer wait (pharma tend to launch in countries with higher drug prices first)
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Correlation Between 
Drug Prices and Availability

Country
Drug Prices 
Relative to 

Canada

Percent of Globally 
Launched Drugs
Available in That 

Country
US Higher 85%
Germany Higher 70%
Canada 61%
Australia Lower 40%
South Korea Lower 30%
New Zealand Lower 13%

“Government-imposed pricing that was too disconnected from market forces and too 
punitive had negative effects on investment, innovation, and access to new medicines.”

https://macdonaldlaurier.ca/files/pdf/MLI-BetterPathHealthcareSeriesPaper1-02-18_WebreadyF.pdf

http://www.pmprb-cepmb.gc.ca/CMFiles/NPDUIS/NPDUIS_MedsEntryWatch_2015_e.pdf
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pan-Canadian Pharmaceutical 
Alliance (pCPA)
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pan-Canadian Pharmaceutical 
Alliance (pCPA)

• Created in 2010 to combine “buying power” of public plans to 
negotiate better value

• Provinces and territories working together to achieve greater value 
for brand name and generic drugs for publicly funded drug 
programs

• Negotiate product listing agreements (PLA) with pharmaceutical 
manufacturers

• ALL public drug programs participate
• Combined savings of $1.28 billion in 2016-17
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pan-Canadian Pharmaceutical 
Alliance (pCPA)

Brand Name Drugs:
• All drugs are first subject to health technology assessment 

(pharmacoeconomic ) review by CADTH and INESSS
• pCPA joint negotiation for product listing agreement—

conditions of coverage and rebate
Generic Drugs: 
• Value price initiative to obtain lower prices for generics relative to 

brand name and international prices

10D-22



pan-Canadian Pharmaceutical 
Alliance (pCPA)

Did you say lower 
drug prices? 

Why not have private 
plans be part of pCPA?
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Considerations—Private Plans 
Joining pCPA

Private plans may 
• Be required to harmonize drug plan designs
• Be limited by government listing 

recommendations 
• Cover fewer drugs
• Face listing delays
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http://innovativemedicines.ca/wp-content/uploads/2018/06/CADTH-Poster-EN.pdf
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http://innovativemedicines.ca/wp-content/uploads/2018/06/CADTH-Poster-EN.pdf
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Considerations—
Private Plans Joining pCPA

Private plans may 
• Be required to harmonize drug plan designs

• Be limited by government listing recommendations 

• Cover fewer drugs

• Face listing delays

• Have different objectives than government plans 

• Be first and only payer (in pCPA for certain drug and competitor(s) or province(s) 
that are not)

• Lose competitive advantage 

• May get less savings than individual negotiations

• Potential to dilute overall potential savings due to consensus based negotiating

• Require additional resources to manage pCPA participation

10D-27



Considerations—
Private Plans joining pCPA

• Would private plans be better 
served by negotiating their 
own agreements with 
pharmaceutical 
manufacturers?
– Individually 

(e.g., Remicade)
– Collectively (buying group)

Potential Challenges
• Competition Law
• Harmonization of plan designs
• Reduced competitive 

advantage
• Resourcing and expertise
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Biosimilars
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Biologic drugs 
• Produced with living cells 
• “Programmed” to create the drug

– Vs. chemical mixing process used for traditional medications
• Larger molecules—much more complex than chemical drugs
• Exceptionally sensitive to minor changes to manufacturing process
• Very small changes can have the potential to

– Affect the safety of a product 
– The way it will function in a patient’s body
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Chemical Drug Laboratory Biologic Drug 
Laboratory
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. . . but not identical to the 
original medicine

Biosimilars are 
similar . . .

Health Canada Guidance for Sponsors: Information and Submission Requirements for Subsequent Entry Biologics (SEBs), 2010/03/05

Health Canada:
“An SEB (biosimilar) is a biologic drug that enters the market 
subsequent to a version previously authorized in Canada, and 
with demonstrated similarity to a reference biologic drug.”

Biosimilar
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Biosimilar Switching
Unlike generic drugs, which can be switched for a brand name drug by 
the pharmacist . . .

“Health Canada recommends that a decision to switch a patient being 
treated with a reference biologic drug (innovator product) to a biosimilar 
should be made by the treating physician in consultation with the patient 
and taking into account available clinical evidence and any policies of the 
relevant jurisdiction.” 

“Health Canada considers a well-controlled switch from a reference biologic 
drug to a biosimilar in an approved indication to be acceptable, and 
recommends that a decision to switch a patient being treated with a 
reference biologic drug to a biosimilar, or between any biologics, be made 
by the treating physician”
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Biosimilars

• Potential savings for biosimilars for new starts

• Drug plan design can encourage plan members who 
are starting on a biologic to take a biosimilar. 

10D-35



Biosimilars

Private Drug Plan Design Options—New Starts
1. Step therapy requires patient to try less expensive medications 

biosimilar first
2. Preferential listing requires new patients to use biosimilar 

instead of the brand reference biologic. 
3. Lowest cost alternative (LCA), reference-based pricing or 

maximum allowable cost (MAC)—limits reimbursement for 
the brand-name biologic to the price of the biosimilar—if patient 
prefers the brand name biologic, they must pay the difference.

4. Listing agreement with the brand-name biologic 
manufacturer to ensure price of reference drug competitive 
with the biosimilar and allows the choice of either product
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Biosimilars

Potential Biosimilar Policies
1. Same policy for all biosimilars

2. Policy will be decided on product by product basis

3. Policy will reference provincial drug plan

10D-37



Biosimilars Launched in Canada 
(as of May 2018)

Biosimilar
Product Name

Active Substance
Reference
Biologic

Therapeutic Area
Authorization 

Date

Price Differential 
(Biosimilar Price vs. 
Reference Biologic 

Price)

Erelzi etanercept Enbrel
Ankylosing spondylitis

Juvenile idiopathic arthritis
Rheumatoid arthritis

April 6, 2017 -37%

Brenzys etanercept Enbrel Ankylosing spondylitis
Rheumatoid arthritis August 31, 2016 -37%

Grastofil filgrastim Neupogen Neutropenia December 7, 2015 -17%

Basaglar insulin glargine Lantus Diabetes September 1, 2015 -25%

Inflectra infliximab Remicade

Ankylosing spondylitis
Crohn’s disease 
Plaque psoriasis
Psoriatic arthritis

Rheumatoid arthritis
Ulcerative colitis

January 15, 2014 -47%

Omnitrope somatropin Genotropin Growth hormone deficiency April 20, 2009 12%

Source: IQVIA (Price differential calculated based on list prices from Wholesale, Delta PA, June 2018)
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Impact of Biosimilars on Private Drug Plans

Source: IQVIA (for the 12 Months Ending March 2018)

Name of 
Biosimilar

% of Total 
Claims Cost

% of Claims 
Cost 

for New 
Claims

% of Total 
Claimants

% of Claimants 
for New Claims

Erelzi 0.03% 0.44% 0.14% 0.65%

Brenzys 1.65% 15.62% 3.98% 22.86%

Grastofil 32.02% 36.14% 41.89% 46.76%

Basaglar 1.99% 7.49% 4.06% 10.38%

Inflectra 1.82% 13.39% 5.04% 21.36%

Omnitrope 58.85% 53.10% 69.28% 76.43%
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Switching

Medical Switching
• Physicians switch patients from one medication to 

another when they no longer respond
Non-medical Switching
• When the benefit plan design encourages patients to 

switch to generate savings 
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• The European Medicines Agency global leader in number of 
biosimilar approvals

• Up to each member country to provide guidance on 
interchangeability, substitution or switching

• Several countries have conducted switching studies to assess the 
impact of transitioning patients from a reference biologic to the 
biosimilar

Biosimilar Switching

Assessing the growing body of evidence on biosimilar switching 
is beyond the scope of this presentation.

As in any evolving market, there are supporters 
for and against switching. 
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Green Shield Canada 
Biosimilar Transition Program 

• Pilot program
• Patients taking Remicade and Enbrel for three rheumatic conditions: 

rheumatoid arthritis, ankylosing spondylitis and psoriatic arthritis
• Reduces reimbursement to the biosimilar price
• Patient has 60 days to 

– Switch to biosimilar
– Remain on the biologic and pay the difference in cost

• Will be available as an option to all clients in Q3 2018

10D-42



Biosimilar Switching Concerns
Nocebo Effect
• Patient’s negative expectation results in less than optimal treatment 

response
• Important in assessing rheumatoid arthritis treatment
• Patient reported outcomes are at the core of assessing treatment 

response
Could be result of 
• Negative suggestions from the patient’s healthcare providers
• Difference in the pen injector
• Switching to a new infusion clinic
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Patient Support Programs
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Patient Support Programs

• Offer services to facilitate patient access to 
medications

• Fill in gaps in the healthcare system
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Patient Support Program 
(PSP) Case Management

Funded by
Pharmaceutical company Insurance Company

Objectives

Focus on one medication 

Remove barriers and assist 
patients to access medication

Lower drug plan costs by 
• Switching to lower cost medications
• Lower purchase price via preferred 

pharmacies

Run by
Patient program third party 
providers and specialty 
pharmacies

Patient program third party providers 
and specialty pharmacies

Staffed by
Nurses, pharmacists and other 
health care professionals

Nurses, pharmacists and other health 
care professionals

Interactions

Patients
Physicians
Pharmacists
Payers (private and public)

Patients
Physicians
Pharmacists
Pharma—PSP
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Patient Support Programs 
in Canada

Patient Support Programs developed by Innovative 
Medicines Canada members in 2016
• 673,000 patients enrolled
• $900M investment (up from $560M in 2014, 

$720M in 2015)

47Innovative Medicines Canada Data Analytics and Members’ Economic Footprint and Impact in Canada : 
http://innovativemedicines.ca/wp‐content/uploads/2017/10/20171030_EY‐REPORT_IMC_FINAL.pdf
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Princess Margaret Cancer Centre in Toronto, 4th floor.
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Scenario 1

• Drug approved by Health Canada
• Infused drug not covered by hospital, 

provincial plan or cancer agency 
formulary

• Patients need a way to access 
medication with medical supervision 

• Network of private infusion clinics to 
allow patients to receive infusions

10D-49



Scenario 2

• Patients need specialized training 
or support to receive medication

• Current healthcare system 
cannot support additional 
services required

• Program created to provide 
support that patients and 
physicians need
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Scenario 3

• Physicians and patients want to 
“sample” a new medication

• New biologic therapies require 
special handling and refrigeration—
cannot be stored in physician’s 
office or patient’s home.

• Sample “card” provided for 
physician to give to patient.
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Scenario 4

• Coinsurance of 20% on a $30,000 
per year drug is $6,000 

• Even with private coverage, the 
coinsurance is a barrier to access 

• Program offers financial assistance 
for patient coinsurance

10D-52



Patient Assistance Program Components

1. Reimbursement 
investigation/coordination

2. Samples 
3. Bridging 
4. Financial or copay assistance
5. Compassionate assistance 
6. Physician concierge 
7. Patient training 
8. Patient disease education
9. Risk management programs 

(required by Health Canada)
10. Infusion clinic management

11. Home infusions
12. Patient coaching and adherence 
13. Arranging appointments with other 

necessary healthcare professionals
14. Coordination of tests needed 

before and after drug treatment 
15. Coordination patient treatment 
16. Drug distribution
17. Drug dispensing 
18. Patient Safety
19. Online tools
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Value of Patient Support Programs
Patients receiving ongoing care coach calls

• 31% more 
patients were on 
therapy

• 3% more 
adherent 

• 16% more 
patients were on 
therapy 

• 12% more 
adherent

One Year1 Three Years2

1 - Latour et al. Am J Gastroenterol 2016; 111(Supp 1):S446 2 Marshall K. et al., CDDW 2017; A122:
https://www.cag-acg.org/images/cddw/cddw2017_exhibitabstractbook_FINAL.pdf

AbbVie Care Support—COMPANION STUDY
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Value of Patient Support Programs

1. BioAdvance Patient Survey (2012) . Data on File, Janssen Inc.; 2. Bioadvance Patient Survey (2016). Data on File, Janssen Inc.

86% had improvement in ability to work at their job1

83% reported program helped miss fewer days of work or school2

77% fewer reported disability claims1

64% reduction in patients who missed >5 days of work/school2

80% reduction in patients whose condition interfered with ability to work/study 
“a great deal”2

Janssen—BioAdvance Program
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How Do Patients Find Out 
About Programs?

1. Physician/specialist or nurse/office staff
2. Oncology Drug Access Navigator in Cancer Centres
3. Pharmacy
4. Contact patient support groups or charities
5. Contact the pharmaceutical company
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http://www.benefitscanada.com/partner-education/patient-assistance-primer-program-48217
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Key Takeaways
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Key Takeaways
Pharmacare 
• Who needs it?
• What will it look like?
• How will it impact employers?

PMPRB (Patented Medicines Price Review Board) Reform
• Currently regulates maximum list price
• Reform could 

– Reduce drug prices
– Result in longer waits or drugs not being launched in Canada
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Key Takeaways
pan-Canadian Pharmaceutical Alliance (pCPA)
• Negotiate product listing agreements (PLA) with pharma for public drug plans
• If private plans participate
• Reduction in coverage
• Delayed listings

Biosimilars
• Biologics produced by living cells programmed to create the drug
• Biosimilars 

– Similar but not identical to brand biologic
– Not interchangeable like a generic

• Biosimilar for new patient starts can save money
• Non-medical switching of existing patients should be approached with caution
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Key Takeaways
Patient Support Programs
• Managed by pharma company to support patients
• Offer services that

– Facilitate patient access to medications
– Fill in gaps in the healthcare system

• Can improve productivity and health outcomes
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Questions and Discussion
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