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Context 
The proposed regulatory text of amendments to the Patented Medicines Regulations and 
regulatory impact assessment statement (RIAS) were published in the Canada Gazette Part I 
(CG1) on December 2, 2017. Comments on the proposed amendments to the Regulations must 
be submitted within 75 days of publication in CG1 (closing date is February 14, 2018). The 
Regulations are distinct from both the enabling Patent Act and the Excessive Price Guidelines. 
The latter outlines the specific price tests and mechanisms for determining non-excessive 
prices. Proposed amendments to the Guidelines will be announced separately by the Patented 
Medicine Prices Review Board (PMPRB) and be subject to a separate notice and comment 
period pursuant to ss. 96 (5) of the Patent Act. The PMPRB has released a Guidelines Scoping 
Paper (http://pmprb-cepmb.gc.ca/view.asp?ccid=1341) to share initial thoughts on how to 
operationalize the Regulations. It is expected that a first draft of the PMPRB’s new Guidelines 
will be made public in the spring of 2018, with technical roundtables to be scheduled shortly 
thereafter. It is expected that final Regulations will be published in the Canada Gazette Part II 
(CG2) in Summer 2018, and come into effect in January 2019. 

This brief outlines some perspectives from the Institute of Health Economics (IHE) based on 
what we have heard from government, public agencies, and industry, and seeks to summarize 
the key areas where further clarification and deliberation could be helpful. 

In general, feedback received by the IHE from industry indicates that industry feels the 
proposed changes will have substantial material impacts on patient access and company 
revenues. Such impacts will in turn effect pharmaceutical industry research and development 
(R&D) investment in Canada. Industry also feels that the process to finalize and implement the 
amendments is unnecessarily rapid. While there have been formal consultation periods and 
events, industry has expressed concern that these consultations have not been meaningful. The 
reasons offered for this belief include the following: the comments provided to Health Canada 
(HC) have not been made public; the original proposal prior to CG1 publication has not 
changed; and there is no explanation from HC as to how comments and concerns were 
considered, or why they were rejected. Industry has indicated that they are not opposed to 
changes, but feel that there needs to be a constructive dialogue (with HC, payers, other 
stakeholders) to develop a shared rationale for the changes and a guiding financial target, and 
a more reasonable approach. 

Comments on the PMPRB’s Guidelines Scoping Paper 
The mandate of the PMPRB is to ensure that the prices charged by patentees for medicines 
sold in Canada are not excessive. The general impression shared by industry is that the PMPRB 
is introducing Regulations and Guidelines that move them into the territory of assessing value, 
willingness, and ability to pay, which is beyond the mandate of the PMPRB, and duplicative of 
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the mandate and work of the Canadian Agency for Drugs and Technologies in Health 
(CADTH)/Institut national d’excellence en santé et en services sociaux (INESSS), the pan-
Canadian Pharmaceutical Alliance (pCPA), and public and private insurers. While these 
concerns may be based upon a misperception of what is actually proposed, at the minimum, 
there appears to have been a failure to communicate the relationship between what the 
PMPRB is proposing and these other components of the Canadian pharmaceutical market 
access ecosystem. An important consideration for industry in domestic business planning, and 
for planning on a global basis where price in one country may affect price in another, is 
certainty. Currently, industry does not have certainty as to how priority will be assigned to their 
products (and hence what excessive pricing tests will be applied), nor what methodologies will 
be used for the tests and their potential impact. Industry has expressed that this uncertainty 
alone could change Canada’s position as a tier 1 launch country, resulting in delayed launches 
of new medications. This has negative implications in terms of patient access to new 
medications, and may affect the standard of care in Canada relative to other jurisdictions. This 
in turn may be sufficient to serve as a disincentive or to establish an inability to conduct clinical 
trial work in Canada. It may also lead to a shorter time on market for new products once 
launched, limiting the ability for manufacturers to discount the price of their products given a 
target return on investment that is dependent on both price and time on market. 

The first proposed change affecting all products is to the basket of comparator countries from 
the current PMPRB7 to a new basket, the PMPRB12. This is expected to reduce ceiling prices in 
Canada to the average of Organisation for Economic Co-operation and Development (OECD) 
countries, which industry may feel will not reflect Canada’s standing as a leading economy 
within this group, and hence will lead to Canada failing to make an appropriate contribution 
supporting global R&D and innovation. Industry has indicated that that this change alone can 
be expected to reduce the number of medications launched in Canada. The justification for this 
expectation is data from Innovative Medicines Canada (IMC) (adapted from the PMPRB’s Meds 
Entry Watch, 2015) that demonstrates that all new proposed PMPRB12 countries have fewer 
new medications launched in their country than Canada does currently. Given the large overlap 
between the PMPRB7 and PMPRB12, this must hold for all countries that are in both groups. It 
is worth noting that there are alternative explanations for the volume of new medication 
launches in Canada, for example, given the substantial delays in reimbursement post-
regulatory product launch, early launches in Canada may be required to create sufficient time 
on market for manufacturers to have a realistic chance of making target revenues for their 
products. More detailed analysis of these countervailing considerations in understanding the 
determinants of product launch timing may be warranted. 

Beyond the international basket of comparators test, an important first consideration is how 
the PMPRB will determine if a patented product is “High Priority Category 1” (and therefore 
subject to additional price tests beyond domestic and international comparison). The PMPRB 
currently assesses the level of therapeutic improvement provided by a medication and 
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classifies agents as breakthrough, substantial improvement, moderate improvement, or slight or 
no improvement. This approach primarily considers clinical evidence for efficacy and adverse 
reactions. The considerations are very similar to those used successfully (from the perspective 
of patient access) in France to establish new drug prices. The proposed criteria that extend 
beyond this include: 1) high burden of disease; 2) annual treatment cost greater than 
established GDP-based threshold; 3) high market impact; and 4) high priority for HC and 
CADTH. 

It is clear from discussions that these criteria are not well understood by industry in terms of 
how they will be applied to determine the status of a product. The PMPRB has communicated 
interest in developing a risk-based approach through this process, focusing additional tests on 
products that present the most potential to be excessively priced. There have been examples of 
pricing that have not been in the interest of Canadians, and it is likely that these experiences 
are driving the consideration of a risk-based approach. It is not clear to industry what types of 
products will be affected given the broad set of criteria proposed to be used. In particular, 
industry has expressed concern that this will impact products for rare diseases, oncology, and 
other specialty drugs. The provision of operational definitions for the new criteria and, if 
possible, the relative weights that will be given to each would reduce industry uncertainty 
regarding the future market environment in Canada. 

An important second consideration is the new and additional ceiling pricing tests that are 
proposed to be applied to “High Priority Category 1” products. If a product is determined to be 
high priority, then price tests beyond the PMPRB12 comparison are proposed. These include a 
$/QALY (value) and market impact (affordability) adjustment. Again, industry has indicated 
there is a lack of clarity regarding the methodology underlying these tests and this in turn 
drives uncertainty regarding their potential impact. Some analysts have suggested impacts 
could be as high as a 90% reduction from current list price. 

Additionally, industry does not understand how PMPRB assessment of value will co-exist with 
existing health technology assessment (HTA) agencies and public payers who complete similar 
analyses. It is reasonable to consider how clarity can be provided to industry on both the 
methodologies that will be utilized for the tests, as well as the potential impacts on pricing and 
timelines to patient access to new therapies. 

If considered “Medium Priority Category 2”, it is proposed that each successive entrant will be 
required to reduce its price relative to the price of the drug in the same therapeutic class that 
preceded it. The implicit principle behind this requirement appears to be that the first to 
market technology should receive an “innovation premium” that should not be available to 
follow-on products. This may produce some perverse incentives in pharmaceutical R&D 
processes, Canadian launch price for innovative products, and tiering of Canadian product 
launches. For example, if a technology is later to market because it invested in more research, 
this should reduce the uncertainty in the product’s value proposition. It would be important 
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that a positive premium for reduced uncertainty were included in the value assessment 
process. Failure to take account of this would risk creating a “race to the bottom” in the 
evidence base for new technologies. 

This new approach contrasts with the current approach for these types of products that is 
based on the median price of that same medicine in the PMPRB7 or on the highest-priced 
medicine in Canada in the same therapeutic class, or some combination of the two. The 
objections from industry are on a number of grounds. First, on principle, as payers currently 
negotiate prices with manufacturers. Enforcing a reduction in price for subsequent class entries 
is considered a step beyond the mandate of the PMPRB. Second, research programs aiming at 
the same therapeutic target often begin simultaneously in a number of companies as new 
targets at the bench are identified. Differential price regulating products in the same class on 
the basis of timing of market entry does not recognize the investment made by each 
organization. If the expected return on investment is substantially affected by the time to 
market, this may reduce the total scale of investment and hence slow innovation. Third, 
industry will argue (and does every day in doctors’ offices) that there are tangible differences 
between products in the same class. It would seem sensible to allow companies the 
opportunity to provide evidence to support claims of valuable differences between their 
product and existing therapies in the same class. Such evidence should be incorporated into 
the priority assessment described above. The final argument that industry makes against this 
approach is that innovation is often incremental and that an automatic value discount of 
subsequent entry technologies will fail to provide appropriate reward. This latter argument is 
somewhat difficult to maintain. Incremental improvements that are of sufficient scale to 
produce additional value would be expected to be captured in the priority assessment. The 
patent system allows for the extraction of value through combining multiple additions to 
knowledge in new ways, and hence maintains the necessary incentive for investing in 
incremental advances that leverage greater benefits from pre-existing knowledge. The 
uncertainty in whether these improvements will be sufficient to register as high priority is one 
of the reasons for rewarding those that do with higher prices, and hence greater profits. 

The proposed periodic “re-benching” of prices to ensure that previous determinations of 
potential excessive pricing and/or price ceilings remain relevant in light of new indications 
(resulting in a change of market size), or changes in market conditions, is also a challenge for 
industry, as many new agents (especially in oncology and biologics) will receive a number of 
new indications over time. The proposed approach could imply that investment in randomized 
controlled trials (RCTs) to obtain new indications will result in lower price ceilings, which is 
undesirable from the perspective of encouraging innovation to address unmet clinical needs. It 
would be important to set out how the operational details of this policy would appropriately 
reflect the true additional R&D investment required to bring the new indication to market, 
whilst appropriately spreading the R&D and manufacturing investments that are shared across 
the indications. 
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Comments on the Health Canada Cost-Benefit Analysis 
A Health Canada cost-benefit analysis (CBA) has suggested a reduction in industry revenues in 
the range of $8-24B over 10 years. This is in stark contrast to the analysis by PDCI, which was 
commissioned by IMC. The PDCI analysis suggests a reduction of $26B over the same period. 

The large range from HC suggests a substantial degree of uncertainty regarding the impact of 
the proposed changes. If the out-turn impact is closer to the PDCI estimate (and at the upper 
end of the HC range), IMC argue that this cannot help but have a material impact on industry 
investment in Canada, and hence innovation. In their commentaries on the process so far, IMC 
have expressed a significant concern that HC has not consulted the federal Ministry of 
Innovation, Science and Economic Development Canada (ISED) in developing their CBA. The 
perception is that HC has discounted the potential impact on R&D investment in Canada (that 
is, favouring the lower end estimates of their impact assessment), and that this judgement is 
not well supported by evidence. 

Industry feels there is a need to better understand the impact on R&D investment, fully 
considering legitimate investments beyond those currently recognized by the PMRPB for 
reporting purposes (those qualifying for Scientific Research and Experimental Development 
[SR&ED] credits). It is reasonable to observe that, when patient access requires clearing value-
based appraisal hurdles, the post-licensing costs incurred by industry to do so are legitimately 
part of the R&D investment envelope, even though they do not qualify for SR&ED credits. The 
adoption of a value component to the assessment framework by the PMPRB makes it difficult 
to construct an internally consistent argument for the exclusion of these costs from the 
assessment of total R&D investment. 

Potential Roles for the IHE 
As a trusted independent third party, the IHE could usefully convene discussion fora in which 
all stakeholders could discuss the issues of principle and/or the issues of fact summarized in 
this briefing document. 

The IHE could also undertake background research to support these discussions, consulting 
with international experts to establish the current state of knowledge with regard to the issues 
of principle and/or synthesizing available evidence with regard to the issues of fact. 

Prepared by: 

Dan Palfrey, Senior Consultant 
John Sproule, Senior Policy Director 
Christopher McCabe, Executive Director and CEO 
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