

[image: HLS Oak(2) (5)]

September 5th, 2024

Patented Medicine Prices Review Board 
Box L40 Standard Life Centre 
333 Laurier Avenue West Suite 1400 
Ottawa, Ontario K1P 1C1

Submitted online via: Shaping the Future: A Discussion Guide for PMPRB Phase 2 Consultations on New Guidelines - Canada.ca


Re: PMPRB Phase 2 Consultations on New Guidelines


Dear PMPRB:

HLS Therapeutics Inc. (“HLS Therapeutics”) thanks you for the opportunity provided to stakeholders to offer comments on the PMPRB Phase 2 Consultations on New Guidelines. We appreciate and support the Board’s objective to implement transparent, predictable, and procedurally fair Guidelines that provide an efficient way for rights-holders to manage risk.  

About HLS Therapeutics

Formed in 2015, HLS Therapeutics is a Canadian-founded, and Canadian-based, specialty pharmaceutical company focused on the acquisition and commercialization of late-stage development, commercial stage promoted and established branded pharmaceutical products in the North American markets. HLS Therapeutics' focus is on products targeting the central nervous system and cardiovascular therapeutic areas. 

HLS Therapeutics has a market cap of approximately $100M, is headquartered in Toronto, has a significant presence in Montreal, and in total employs approximately 90 people across multiple provinces in Canada. HLS Therapeutics therefore has a keen interest in the New Guidelines, and we believe that we can provide a uniquely Canadian perspective on the matter. 
In particular, while we appreciate the efforts of the PMPRB to ensure that the prices of patented medicines sold in Canada are not excessive, we strongly believe that the New Guidelines should not become a tool to simply lower prices. HLS Therapeutics believes that taking this approach would negatively impact the Canadian biopharmaceutical industry, leading to reduced investment, fewer jobs, and less innovation. Indeed, simply lowering prices would have an adverse effect on HLS Therapeutics and could have a direct impact on this Canadian company, the many Canadians who work here, and our various Canadian investors and other stakeholders. Considering that HLS Therapeutics derives roughly 75% of its sales in Canada, these changes could have an outsized impact on our company, as opposed to other global pharma companies. 

To avoid these consequences, we believe that the PMPRB needs to strike the fair balance between ensuring affordable drug prices and maintaining a robust pharmaceutical industry in Canada. It is on this basis that we submit the following responses. 


Responses to Consultation Questions

As requested, please find below the options HLS Therapeutics finds most appropriate on the seven topics set out in the Discussion Guide:

1. Price level within the PMPRB11 to be used in the initial and post-initial price review
Option 2: Highest international price

2. The length of time Staff should wait, following the implementation of the Guidelines, to determine whether the IPC identification criteria for an Existing medicine is met
Option 3: Three years

3. In depth review based on CPI increase criteria
Option 2: If the cumulative increase in list price over the last two years is above the combined CPI for the past two years and the increase only took place within the last year (i.e. no increase in price in the first of the two years, followed by an increase on the second year)

4. The individuals/groups permitted to submit a complaint
Option 4: No limits/restrictions

5. Expanding the list of products that would only be subject to an in-depth review following a complaint to include biosimilars and/or vaccines
Option 1: The PMPRB will treat patented biosimilars and/or vaccines the same as other medicines

6. Use of clinical evidence to contextualize the degree of similarity of comparators identified for the TCC
Option 2: Each comparator will be assigned a level of similarity 

7. Future role of HDAP
Option 1: HDAP will be used only on an ad hoc basis when deemed necessary by Staff




Thank you again for the opportunity to provide our uniquely Canadian perspective on the PMPRB Phase 2 Consultations on New Guidelines. Please do not hesitate to contact me directly if you wish to discuss this or any other matter. 

Sincerely,

HLS THERAPEUTICS INC.
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Dominique Gilbert
Director, Market Access & Health Policy
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