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August 21, 2023 
 
Patented Medicine Prices Review Board (PMPRB) 
333 Laurier Avenue West, Suite 1400 
Ottawa ON, K1P 1C1 
 
Subject: PMPRB 2023 Interim Guidance 
 
Dear PMPRB Board Members, 
 
The Canadian Organization for Rare Disorders (CORD) is the national alliance of over 100 rare 
disease patient organizations and representing approximately 3 million Canadians affected by 
rare diseases.  
 
On behalf of the rare disease community, we would like to start our submission by thanking the 
PMPRB for the opportunity, once again, to provide input on PMPRB changes, this time on the 
PMPRB’s proposed 2023 Interim Guidance. Since the 2017 introduction of broad-based 
proposed changes, CORD has participated in written submissions, face-to-face consultations, 
virtual meetings, PMPRB Modernization Steering Committee, PMPRB Technical Working Group, 
surveys, and submissions to the House Standing Committee on Health. 
 
On the positive side, CORD appreciates PMPRB’s openness to feedback and indeed 
modifications to proposed changes (somewhat) reflective of stakeholder input and other 
challenges. From a negative perspective, modifications based on feedback have been modest or 
superficial, often missing the significant potential for harm to the patient community when clinical 
trials do not include Canadians, when introduction of life-changing therapies are delayed, or wide 
disparities in industry and public payer perspectives on appropriate pricing further delay and deny 
patient access. 
 
Not only has the PMPRB deviated from its original mandate to assure that Canadian prices were 
not excessive as an abuse of patent and in comparison to other countries, it has abandoned all 
pretext of assuring that Canadians have access to the best medicines. The so-called 
modernization reforms come at this precise time when innovative, advanced, life-altering, and 
highly effective medicines are being introduced for rare, complex and previously untreated 
conditions. While all countries struggle with creating space in their budgets for introduction of 
these therapies, often not explicitly acknowledging the lives and monies saved in the future, 
Canada has taken a uniquely draconian approach that is singularly focused on one objective, that 
is, driving prices as low as possible.  
 
Even as these regulatory changes were being debated, the consequences were being 
experienced by Canadians and none more so than those with rare diseases, including slowdown 
or even withdrawal of clinical trials and relegation of Canada to second or lower tier, access.  
 
Our concerns are not exaggerated fear-mongering. Following our previous submissions on the 
PMPRB reforms, we have updated and attached a list of medicines approved by the USFDA 
versus submissions to Canada’s regulator, finding that since the first formal Patented Medicines 
Regulations changes were published on August 22, 2019, only 94 out of the 178 medicines 
already approved in the US have even been submitted for review by Health Canada as of August 
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15, 2023. This means that Canadians have access to only half of the medicines available just 
south of the border, including treatments for many cancers, Alzheimer’s disease, diabetes, and 
other serious diseases. 
 
For years now we have tried and failed to get through to the PMPRB. We were initially hopeful in 
2018 when PMPRB set up a Steering Committee to advise on guidelines for the implementation 
of the proposed regulatory changes. Unfortunately, we all learned that the guidelines were 
already written and there was little interest in receiving advice and even less interest in any 
meaningful change to the guidelines. The so-called “Steering Committee” didn’t steer anything – 
we were there to give the impression that the PMPRB is engaging stakeholders, when in fact all 
of our input was completely disregarded. 
 
This pattern of selective listening and response has continued throughout the entire PMRPB 
“reform” process, with tightly controlled forums, no open dialogue between staff/board and 
stakeholders, and no opportunity to deliberate on alternative approaches to pricing. The PMPRB 
promised to make “significant changes” to its initial proposed implementation plan in light of 
significant stakeholder concerns about the impacts of the new pricing system on patient access to 
needed medicines; however, subsequent guidelines offered minimal changes. 
 
Perhaps the most concerning aspect of the entire PMPRB reform was the revelation in 2021 that 
the board had developed a communications plan and engaged in advocacy against all who have 
expressed genuine concerns about the reforms. This is an egregious breach of the PMPRB’s 
duty of neutrality as a quasi-judicial government agency.  
 
In this context, and with respect to the PMPRB’s approach for the interim and final 
guidelines, CORD urges the PMPRB to engage in more meaningful consultations with 
stakeholders and explore the impact of its pricing policies on patients. 
 
This will only be possible if the PMPRB reviews how the changes will operate in practice and with 
case studies, which was a key recommendation from CORD representatives throughout earlier 
guidelines modernization efforts. The PMPRB should also act less like a punitive body and more 
like a “public good” agency. It should collaborate with patients, clinicians, payers, and other 
stakeholders to arrive at pricing guidelines that work for everyone.  
 
Perhaps most importantly from CORD’s perspective, the PMPRB should also ensure that any 
approach taken enables and supports federal and provincial rare disease strategies that are 
critical for our community. 
 
Thank you for the opportunity to provide input. 
 
Sincerely, 

 
Durhane Wong-Rieger, PhD 
President & CEO 
durhane@raredisorders.ca 
 
Encl. 
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