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July 29, 2024 
 
Health Product Shortages Directorate 
Health Canada / Government of Canada 
hpsdpdcorr-corrdgppsdp@hc-sc.gc.ca  
 
Re: Consultation: Notice of intent to amend the regulations to address health product 
shortages in Canada 
 
Dear Health Product Shortages Directorate, 
 
On behalf of our pharmaceutical distribution members, the Canadian Association for Pharmacy 
Distribution Management (CAPDM) and the Association québécoise de distributeurs en pharmacie 
(AQDP) appreciate the opportunity to provide comments on Health Canada’s Plan to address 
health product shortages (2024-2028) and the Notice of intent to amend the regulations to address 
health product shortages in Canada. 
 
Pharmaceutical distributors recognize first-hand the harm to public health caused by drug 
shortages. They exist to ensure patients across the country have physical access to the 
medications they need, when and where they need them, from downtown cores to the most 
rural communities that often face hardship in equitable access to healthcare services. 
 
Pharmaceutical distributors operate in a market that is struggling for sustainability, despite the 
industry’s critical role of delivering over 90% of all medicines consumed in Canada. Distribution 
funding, largely a factor of the price of a drug, is controlled by government, while expenses are 
subject to market forces. Since 2007, funding has decreased dramatically with generic 
medicine price reductions, while operations and regulatory costs continue to increase. In a 
market once comprised of over a dozen pharmaceutical wholesalers, there remain just five and 
only two of national scope. In 2013, the market had 51 distribution centres. Today, there remain 
just 32. Distributors at one time maintained eight or more weeks of buffer stock inventory, 
which today is less than half. All these examples indicate measures to reduce costs to match 
reduced funding. Pharmaceutical distributors maintain a delicate balance, where further 
funding reduction or cost increases will impact this sector’s ability to ensure equitable, physical 
access to medications for all Canadians. There is little, if any, more to give. 
 
While we support various aspects of the plan, it is with this context that we express our concern 
about several of its proposed solutions which imply a further and costly regulatory burden on 
our industry. This is compounded by the absence of any mention of the underlying economic 
causes of drug shortages and the supply chain’s ability to prevent and mitigate them. 
 
We recommend that Health Canada: 

• Clarify the methodology used to create the list of critical and vulnerable drugs, as well 
as define what constitutes safety stock. 

• Clearly define what is meant by “significant increases in demand”. 
• Look to compensate distributors for the significant investments in time and resources 

required to manage drug shortages and their reporting requirements. 
• Investigate the impact drug pricing dynamics have on drug supply.  
• Incentivize domestic drug production.  
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About Pharmaceutical Distribution 

CAPDM and AQDP members supply pharmacies and hospitals with over 90% of all medicines 
consumed in Canada and they ensure physical access to medications in a safe, secure, 
efficient, and timely manner. Pharmacy distributors make the following possible:  

• Daily or next-day delivery to more than 12,000 pharmacies and hospitals, ensuring 
patients have timely access to vital medications; 

• For the benefit of the healthcare system at large, distributors make important financial 
investments in inventory by keeping large stockpiles of nonreturnable (or partially 
reimbursable) medications without a sale guarantee. This provides a buffer against drug 
shortages with mechanisms for the equitable allocation of remaining supplies to ensure 
continuous patient access; 

• The coordination and execution of drug recalls and returns, often without the financial 
support of manufacturers; and 

• Partnership with provincial governments for public health initiatives, such as seasonal 
flu vaccines, pandemic vaccines, drugs, testing kits, and naloxone kits to counter the 
opioid crisis. 
 

We applaud Health Canada’s creation of the Health Products Shortages Directorate (HPSD) and 
the release of “Building Resilience: Health Canada's Plan to Address Health Product Shortages.” 
We are proud to be a collaborative partner with Health Canada in our collective mission to bolster 
Canada’s prevention and mitigation strategies for managing drug shortages. In this spirit, we offer 
the following context on the state of our industry, as well as comments on the plan’s actions and 
proposed changes to the Food and Drug Regulations.  
 
State of Pharmacy Distribution 

Pharmacy distribution is at a critical juncture. The industry is largely funded as a factor of listed 
drug prices. Thus, the lower the drug price, the less funding that is available to get the medications 
to the patients who need them. As an illustration of that effect, generic price reductions have 
reduced distribution funding by over $50 million per year, or $800 million, since their downward 
trend began in 2007. It is a controlled market where funding is limited, yet operating and regulatory 
costs are uncontrolled, subject to market forces such as inflation, fuel costs, and labour costs.  
 
Operating costs have been growing 2.5 times faster than distribution volume in the past five years, 
and this is coupled with an increase in the regulatory burden, central to this being Health Canada’s 
ambient transportation requirements that cost the industry $20 million per year. Changes in 
product mix are also driving up costs: cold-chain and specialized drugs have grown by 160% in 
volume over the past decade, triggering necessary investments in infrastructure (e.g. larger walk-in 
fridges) and transportation costs (cold-chain packouts, which can cost up to $300). Distributors 
handle over 100 drug shortages every week, an uncompensated activity that costs the industry $4+ 
million per year. 
 
The cumulative impact of price reductions and increased costs are threatening the fiscal 
sustainability of Canada’s pharmaceutical supply chain. Distributors now have few, if any, options 
to compensate for the knock-on effects of drug price compression, high operating costs, and an 
increasing regulatory burden without Canadians really feeling the impact. Considering the current 
financial struggles, combined with a further reduction in funding, we believe that the following 
changes may be inevitable: 
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• Eliminate money-losing products, which would unfortunately create access and supply 

challenges for pharmacists, patients and prescribers. 
• Further reduce the expense of “safety stock”,’ significantly reducing the ability to prevent or 

mitigate drug shortages. 
• Reduce overall service (frequency and speed), therefore increasing the need for 

pharmacies to take on inventory risks.  
 
The above changes would first be felt in regions that are financially unsustainable to service, 
requiring that patients travel further to access their medications and causing delays in starting new 
therapy or accessing refills. 
 
With respect to the proposed regulations targeting distribution, we urge you to consider the broad 
environment the industry finds itself in today and where it is headed in the years to come, 
particularly with major shifts in the system arising from the potential of a National Pharmacare 
program and transition to a carbon-free economy. If the aim is to manage drug shortages through 
regulatory measures that further increase industry costs without any new funding, there will be a 
corresponding effect in the industry’s ability to fulfill its mandate in the years ahead, thereby 
potentially exacerbating the issue of drug shortages.  
 
Our recommendation is that instead of blunt regulatory tools, we encourage you to explore flexible 
approaches that support the vitality of distribution and safeguard against drug access disruptions 
in the long term, including additional funding to support existing and new unfunded activities 
undertaken to address shortages. Agile approaches can include voluntary mechanisms or 
commitments by the industry to bolster our participation in a more resilient drug shortages 
management framework. To this effect, CAPDM and AQDP are prepared to act as an intermediary 
between industry and Health Canada to co-create solutions that support Health Canada’s goals, 
while also ensuring the sustainability of our industry. 
 
With this context, please see below our comments on the specific Actions within the Plan and the 
Notice of Intent. 
 
Action 1: Publish a list of drugs that are critical and vulnerable to shortages 

While we applaud the government’s efforts to publish a list of critical and vulnerable drugs, we 
wonder about the methodology that was employed to create the list and whether the CDA/CIHR 
expert panel work forms the basis. For example, were therapeutics vulnerabilities created by 
limitation from API suppliers accounted for in the approach? There is also the question of how 
often this list will be reviewed and revised to reflect evolving market conditions. While clinical risk 
will not change, the number of manufacturers currently marketed in Canada can change at any 
time, bringing a molecule to a higher risk of shortage when the number of suppliers drops (e.g. from 
three to one). Therefore, it is essential for the government to develop a comprehensive toolbox of 
mitigation plans capable of addressing various shortage scenarios, rather than focusing solely on 
individual molecules. This approach will ensure resilience in Canada's pharmaceutical supply 
chain and better safeguard patient access to essential medications. 
 
Although it is Health Canada’s responsibility to find and approve alternative sources in situations 
of acute drug shortages, this should be done in concert with industry, keeping in mind the risks and 
financial costs associated with bringing in a new manufacturer (in terms of commercial terms, 
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contractual obligations, QA agreements, etc.). The recent situation with Carbamazepine illustrates 
the lack of commercial considerations in the government’s approach: an alternative manufacturer 
approved by Health Canada enters the market, sells on a first-come, first-serve, final-sale basis, 
for a product that is significantly more expensive, yet not bioequivalent. A distributor places a PO 
for this product not knowing if it will sell, ultimately absorbing all the financial risk, without any 
ability to negotiate the commercial terms. As a key stakeholder in the physical access of critical 
medications, distributors need to have greater involvement in these negotiations and the burden of 
risk should be shared more equitably among stakeholders. 
 
Action 2: Require shortage management plans and safety stocks for drugs that are critical and 
vulnerable to shortages 

With respect to safety stock, here too, we are interested in the methodology employed to define 
“safety stock.” Would this be a calculation of days on hand that the stock represents? Greater 
definition of the parameters is required to understand what is meant by safety stock. We also 
wonder about the implications for the relationship between manufacturer and distributor: how will 
competition and responsibility be balanced? This is a practice used by some, but not all. How will 
shortage management planning and maintaining safety stocks be enforced, funded, and reported?  

Safety stocks and reserves for critical items beyond current levels represent an insurance policy to 
mitigate the risk to population health and well-being, but this needs to be balanced against the 
obsolescence of medications. Historically, distributors held a larger buffer stock, but due to the 
erosion of funding, they have decreased their inventory levels to be able to maintain the flow of 
operations.  

With respect to drugs that are critical and vulnerable to shortages, we believe that manufacturers 
should hold responsibility over shortage management plans and putting in place safety stocks for 
the goods they produce. To maintain safety stock, considerations around capacity and 
infrastructure to store products requiring specific handling, such as precursors, controlled 
substances, and those needing cold chain storage must be made.  

Lastly, the reimbursement price of a molecule needs to outweigh the risk to bring in a safety stock 
that has the potential to expire in a warehouse before manufacturers or distributors ship the 
product.  

Action 3: Enhance regulatory responses and reporting requirements 

When it comes to reporting shortages by manufacturers of prescription drugs and certain medical 
devices, CAPDM supports enhanced enforcement of existing advance notice reporting 
requirements from MAHs to promote greater transparency and communication among 
stakeholders. Ozempic is a recent example where demand shifts changed drastically and the time 
to report a drug shortage was delayed, leaving distributors to react and allocate supply without a 
clear line of sight on when to supply. Situations such as the case with Ozempic force distributors to 
spend tens of thousands of dollars weekly to manage the crisis (overtime, production slowdown, 
packouts), none of which is compensated by either payors or the manufacturer.  

On foreign importation, protection needs to be guaranteed to manufacturers authorized on an 
emergency basis to bring in foreign-authorized products. When Canadian products are readily 
available, often the exceptions are removed from the formulary, leaving manufacturers with 
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abandoned stock and a sentiment to be more critical of the decision to bring in stock during the 
next shortage. This has a deleterious domino effect on the system.  

Action 4: Improve reporting systems 

This is an area of opportunity to leverage existing data throughout the supply chain and possibly 
leverage AI tools to create efficiencies in not only data reporting and handling but also in 
interpretation and decision making. 

There have been several examples where industry players have come together during a drug 
shortage round table and referred to their production versus forecast (historical forecast). 
Collectively, we haven’t leveraged a community forecast to understand as a country how much 
product we have within our borders and how we can increase our supply levels. There are several 
manufacturers investing in AI to understand demand signals, and it would be prudent to utilize 
these systems to obtain a holistic view of our supply chain capacity.  

Essential to this conversation is, once again, how do we balance competition and responsibility? If 
forecasting and signal reporting are solely required on the critical list of medicines, then it has the 
potential to work. 

Actions 5, 6, 7: Strengthen data analytics and shortage management capacity; improve 
information sharing; and enhance transparency and clear communication 

We are encouraged by Health Canada’s efforts to strengthen internal information management 
systems and by the prospect of a secure and confidential communication platform. This instills 
confidence and trust among partners.  

Action 8: Modernize regulatory frameworks 

We support Health Canada’s endeavor to update regulations to make them more agile, responsive, 
and in line with international partners. It is important to note that within this section, 
pharmaceutical reimbursement and pricing was not addressed and that unless the reimbursement 
price is corrected, limited supply will continue to be prioritized for more profitable markets (i.e., 
Amoxicillin OS). Within this section, we would also reiterate Health Canada needs to consider the 
ripple effect that commercial terms and conditions (such as return policies) have on the system; 
these terms are imposed on distributors as opposed to negotiated, leaving distributors with the 
huge burden of financial risk.  

We are also supportive of initiatives that empower domestic manufacturing capacity because they 
strengthen our ability to navigate shortages during global disruptions and promote the 
sustainability of our industry. Manufacturers’ investment in domestic capacity means greater 
healthcare accessibility for Canadians. 

Proposed changes to the Food and Drug Regulations 

With respect to the proposed change that would require distributors and wholesalers to report 
significant increases in demand for drugs that are critical and vulnerable to shortage, there are 
several components to consider: 

• What represents a “significant increase” and over what period? Distributors manage 
fluctuations in demand constantly, at times due to genuine drug shortages, but most often 
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due to benign reasons, such as when one strength at a pharmacy is out of stock, the other 
one will have a lift.  

• Managing an uptick in demand is a complex, multi-faceted process at the wholesaler level. 
For example, if there is a fire or other unexpected disruption in service at a competitor’s 
plant, a wholesaler can have an unplanned lift in volume.  

• There is little visibility at the distributor level as to why an increase in demand occurs and 
they don’t know inventory levels of a drug at shortage until a PO is placed or until it doesn’t 
show up at the distribution centre. 

• Operationally, it would be very difficult for a distributor to identify the critical and vulnerable 
drugs in their system. This would require exception-based reporting, an entirely manual 
process that would entail dedicated staff time and work that distributors are not 
compensated for within the current system, which would put further strain on the sector’s 
financial sustainability. 

• Data sharing and transparency must acknowledge that the majority of commercial data is 
proprietary and subject to competition laws. Health Canada needs to ensure the security of 
this information to safeguard confidentiality and comply with legal requirements.  

• From an industry lens, there is potential to design and invest in better data reporting 
mechanisms, but this requires significant resourcing and financing, an initiative that the 
government is well-positioned to incentivize and subsidize for the benefit of the system.  

• Ultimately, distributors are not the appropriate source of information on patient demand 
increases. Health Canada should investigate the use of real time sales data at the retail 
level and consider the role pharmacies have to play as the prime point of interface with the 
consumer.  
 

CAPDM and AQDP members acknowledge the role our industry plays within the pharmaceutical 
supply chain to ensure patients have reliable access to their medications. We are prepared to work 
with Health Canada and all partners for a more efficient, future proof, and innovative drug shortage 
management system. We thank you for the opportunity to provide comments on this important 
work and welcome the opportunity to discuss them in more detail with your team. 

 
Sincerely,  
 

  
 

Angelique Berg 
President & Chief Executive Officer 
CAPDM 
angelique@capdm.ca 
Mobile: (416) 523-3814 

Hugues Mousseau 
Director General 
AQDP 
hmousseau@heyco.ca 
Mobile: (514)-945-8358 
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