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March 7, 2025

Cynthia Colapinto

Director, Policy and Data Division
Health Product Shortages Directorate
Health Canada / Government of Canada
Email: Cynthia.colapinto@hc-sc.gc.ca

Re: Consultation on proposed amendments to regulations to address health product
shortages in Canada

Dear Ms. Colapinto,

On behalf of our pharmaceutical distribution members, the Canadian Association for Pharmacy
Distribution Management (CAPDM) appreciates the opportunity to provide comments on Health
Canada’s consultation on proposed amendments to regulations to address health product
shortages in Canada. We applaud the tremendous efforts Health Canada has undertaken to build
the country’s resilience to supply disruptions, and we stand with you as a partner in supporting this
vital mission.

Pharmaceutical distributors are acutely aware of the detrimental impact drug shortages have on
public health. Their core purpose is 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
remote communities that often face hardship in equitable access to healthcare services. Our
comments are anchored in the fact that pharmaceutical distribution is facing significant
financial challenges coupled with a concerning lack of government attention and investment
in its future sustainability, despite the industry’s critical role of delivering over 90% of all
medicines consumed in Canada.

Furthermore, the challenges are compounded by external pressures, including the effects of
U.S. tariff uncertainty and other geopolitical risks. It is only a matter of time before the
downstream impacts on the supply chain become evident, including further distribution
centre closures and a noticeable decline in the services we rely on, especially for remote
communities, which are the costliest to serve. Distributors want to be in a position of strength to
support the Government of Canada on the issue of drug shortages, but small, regional distributors
(who bring competition to the market) are hurting and further regulation in this uncertain,
inflationary environment will only make it harder to keep the lights on.

At a high level, we recommend that Health Canada:

e Pause implementation of the proposed amendments given the ongoing threat of tariffs
imposed on Canada and already imposed on China that will strain fragile
pharmaceutical supply chains and worsen drug shortages. Tariffs will increase
operational costs for generic manufacturers and distributors, forcing them out of the
market as these costs cannot be absorbed by their already low profit margins and the
Canadian reimbursement system does not have the agility to respond.
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e Consider compensating distributors for the significant investments in time and
resources required to manage drug shortages and growing reporting requirements.
Currently, shortages are a $4 M/year uncompensated activity that distributors have had
to absorb. Health Canada should consider a reduction in DEL license fees
commensurate with the time and effort associated with the manual work of filling out
demand surge reports or identify existing regulatory requirements in other areas that
can be waived to offset the implementation costs. CAPDM and industry can supportin
identifying these areas.

o Provide as much flexibility as possible for distributors to respond to requests for reports:
two business days at a minimum and eliminate any non-essential inquiry fields, unless
absolutely necessary. We would also recommend that a standardized uploadable Excel
template be created for reporting purposes, in collaboration with CAPDM.

e Settransparent and clear metrics to annually evaluate the performance and effectiveness
of the regulations to inform any changes that may be needed to mitigate the potential harm
these regulations may impose.

e Consider the priority areas and actions as recommended in the CGPA-CAPDM report, A
Path Forward: Collaborative Solutions to Strengthen Canada’s Drug Supply. In
particular, the priorities of establishing conditions to increase prices for medicines that
are critical and vulnerable to shortages, and investment in supply chain diversification.

CAPDM and CGPA are aligned in our view that the only way regulations can be advanced
without further jeopardizing the sustainability of supply is if they are (1) introduced
alongside economic incentives to offset the increasing regulatory costs and (2) a more
outcome-based approach to regulation is adopted. Rather than the proposed prescriptive
approach, Health Canada should partner with industry to reduce administrative and
compliance costs, while identifying efficiencies within the vast array of measures
manufacturers and distributors already have in place to ensure stable supply. Without such
measures, the proposed regulations risk being punitive for companies, both operationally and
financially.

Economic Context

Delivering medications across our vast nation is not a simple or economical endeavour. Not only is
our geography challenging and the handling of medicines extremely complex and highly regulated,
but distributors operate on razor-thin margins in a controlled market where funding is limited, yet
operating and regulatory costs are uncontrolled, and grow every year. Distributors are funded not
based on the cost of service delivered, but as a factor of listed drug prices. The lower the
price, the less available funding to get medications to Canadians, especially those in rural
and remote regions. As an illustration, the funding for drug distribution remains the same,
regardless of whether the medication is delivered to downtown Toronto or to one of the countless
remote locations in Ontario.
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The funding of pharmaceutical distribution is tied to drug prices, making it vulnerable to
falling drug prices. Generic prices, representing over 75% of all prescriptions filled in the country,
are now so low (due to almost two decades of price compression) that distributors are often
funded at less than the price of a postage stamp. Since the 2018 pCPA agreement on generic
medicines, drug prices have stayed stagnant or fallen; with that, so has distribution funding.
Distributors have had no choice but to find cost efficiencies to make up for thinning margins, and
the distribution landscape today looks very different. While Canada once had 50 distribution
centres and 12 wholesalers, there are today just 30 distribution centres and half the number
of wholesalers. Product now travels a significantly longer distance to reach the patient.
Distributors at one time maintained eight or more weeks of buffer stock inventory, which
today is less than half. These examples indicate measures to reduce costs to match reduced
funding.

The origin of our current predicament is long-standing:

e Acontrolled funding model that has not seen reform for many years (reliant on drug pricing,
which has been declining)

e Agrowing Health Canada regulatory burden (particularly GUI-0069 for environmental
control of drugs during storage and transportation, and regulations for Precursors and
Designated Devices)

e Rising operational costs (fuel and labour primarily)

e The proliferation of specialty drugs requiring significant investments in specialized storage,
handling, and transport; and

e The absence of multi-year funding and investment by government to ensure the system is
future proof.

Distributors have absorbed these losses with only minimal impact to Canadians to date, but
the sector is at a precipice. 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. Throw in the threat of tariffs on pharmaceuticals,
and the security and reliability of supply we have come to expect becomes even murkier,
potentially ushering in pandemic level uncertainty.

Tariffs from our closest trading partner will create unprecedented global and domestic
instability within the pharmaceutical industry, including but not limited to volatility in
production costs and pricing, and shifts in production and supply. Canada’s existing drug
reimbursement system does not have the flexibility to respond to higher importation costs. U.S.
tariffs drive up the cost to import drugs into Canada (whether it is from higher manufacturing costs
or a weakening Canadian dollar). Manufacturers may not be able to pass on the costincreases in
our price-regulated market. Some companies may choose to stop importing into Canada
altogether, worsening the 3,000 drug shortages per year we are already experiencing. On the
government side, public formulary price updates may not be able to keep pace with tariff-induced
disruptions and a weakening Canadian dollar. For distributors, a single price change can trigger
hours of effort to update prices for multiple SKUs across 13 provinces and territories and for
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hospitals. If the tariffs are lifted and reimbursement prices return to previous levels, distributors
may find themselves holding inventory at reduced value, adding further strain to their ability to
maintain operations. Without room or other mechanisms to increase drug prices or distribution
fees, the impact of tariffs could show itself fairly quickly in the supply chain, particularly for
smaller, regional distributors who bring competition to the sector, but are hurting the most
financially.

While we earnestly support Health Canada in our collective mission to address the issue of drug
shortages, the HPSD needs to set expectations on supply chain actors that are in line with their
capacity to actin the current environment. We continue to reiterate that to meaningfully
address the issue of health product shortages, Health Canada needs to investigate the
underlying economic causes of drug shortages and the supply chain’s ability to prevent and
mitigate them. This requires partnership with supply chain stakeholders and other
government bodies, such as the PMPRB, pCPA and provinces and territories.

We are proud to be a collaborative partner with Health Canada in our shared mission to bolster
Canada’s prevention and mitigation strategies for managing drug shortages. In this spirit, we offer
the following comments and recommendations on the relevant proposed amendments to the
regulations to address health product shortages.

Shortage Reporting

On the February 10th webinar hosted by Health Canada, we were pleased to hear that the current
volume of requests from Health Canada will remain the same as present (1-2 requests per month
for Tier 3 shortages). Assuming the current scope and volume of requests, we ask that Health
Canada allow a minimum of 2 business days to respond to drug shortage information requests.

With respect to reporting, our members would prefer to continue reporting in the form of Day Sales
Inventory (DSI), instead of units on hand. We also recommend that a standardized uploadable
Excel template be created for reporting in partnership with CAPDM, with clear definitions on what
is being requested. We would also ask that information pertaining to approximate market share
and reason for/expected duration of a shortage be directed to MAHs, who are better placed to
respond to these fields as distributors do not have access to information at the pharmacy-level.

Finally, we expect that any information provided by distributors would be kept confidential and only
be reported to other parties in aggregate with information from other stakeholders.

Demand Surge Reporting

Given that distributors already voluntarily report shortages, and this regulatory amendment will
formalize that reporting, the proposal for demand surge reporting only adds administrative burden
without providing a meaningful advanced signal of a potential shortage. By the time Health Canada
receives a demand surge report, shortages for the impacted products would have already been
reported by MAHSs, indicating their inability to meet rising demand and safety stocks will have been
drawn down. Collaboration between the pharmaceutical distributor and manufacturer would
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already be well underway (in applying filters and allocations) to manage the shortage. Thus,
demand surge reports will be received up to two to three months too late and will not be an
effective early warning signal for the HPSD.

If the intent of the proposal is to enable earlier coordinated action in response to emerging
shortage risks, then Health Canada should act more quickly to assign Tier 3 status at the first sign
of a shortage of a drug on the CVD list. Another more effective approach to earlier shortage
reporting would be to create a mechanism for stakeholders to trigger a multi-stakeholder meeting
to discuss the issue. A multi-stakeholder meeting format may be most helpful when sharing
information about emerging epidemiological and public health trends.

In addition to demand surge reporting from distributors being a redundant signal that comes too
late to make a meaningful impact, three of the requested fields (“the drug's therapeutic
classification according to the ATC classification system”, “the date on which the increase in
demand began,” and “the reason for the increase in demand, if known”) are not supported by

distributors’ existing systems and would require significant additional manual analysis.

McKesson Canada, a CAPDM member, reviewed their January 2025 shipment data, and found that
there were over 600 DINs that exceeded the 250% monthly demand increase threshold. Many of
these demand surges were false alarms that came from drugs that had only launched a year prior,
but hundreds of DINs had to still be manually reviewed. Based on the requirement to submit the
report within five days of the month end, they estimate that it would require at least 5 dedicated
employees working full time during the five days to conduct the analysis. Assuming that
distributors could find the resources to do this for five days each month, the estimated annual cost
of $150,000 (which would include these three fields that require additional manual analysis) would
be unsustainable.

Considering the ongoing financial challenges that pharmaceutical distributors are facing, we urge
Health Canada to offer financial offsets via a reduction of existing Health Canada licensing fees
and/or a direct payment for services. If the three fields requiring manual analysis are not required
and no manual intervention is required, the estimated annual cost for reporting would decrease to
$2,000. If regulations are advanced, we recommend that these fields be omitted.

If the levels of shortage reporting or demand surge reporting exceed current volumes, distributors
should have a mechanism to be able to renegotiate fees, otherwise risk staying in business.

Similarly to shortage reporting, we also recommend that a standardized uploadable Excel template
be created for reporting, with clear definitions of what is being requested. Finally, we expect that
any sales or inventory information provided by distributors be kept confidential and only be
reported to other parties in aggregate with information from other stakeholders.

List of Drugs for Exceptional Importation and Sale

CAPDM supports Health Canada in establishing and maintaining a List of Drugs for Exceptional
Importation and Sale. Given the ongoing threat of the U.S. placing tariffs on imports from Canada,
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this list could be leveraged to redeploy Canadian-manufactured pharmaceuticals intended for
export to the U.S. to backfill Canadian supply.

However, a key issue with exceptional importation during drug shortages is that importing
manufacturers, distributors, and pharmacies will often be left with unsellable inventory once the
exceptional importation and sale authorization has lapsed and provincial/territorial public drug
plans revert to only reimbursing the original product that is no longer in shortage. If this practice
persists, it will only discourage manufacturers from importing, distributors from carrying, and
pharmacies from dispensing exceptional importation drugs in the future.

To prevent this barrier to continued exceptional importation during drug shortages, Health Canada
should urge the pCPA and provincial/territorial public drug plans to institute pharmacy
reimbursement policies that will ensure that manufacturers and distributors will be able to sell
through all exceptionally imported inventories.

Measuring Regulatory Effectiveness

Measuring the performance and effectiveness of the proposed amendments is critical given the
concerns about increased administrative and financial burden and increasing shortages that may
occur as aresult of this proposal. As a part of the regulatory management process, should
regulations be advanced, Health Canada should set transparent and clear metrics to annually
evaluate the performance and effectiveness of the regulations to inform any changes that may be
needed to mitigate the potential harm these regulations may impose.

Conclusion

We recognize that Health Canada alone does not have the constitutional and legislative authority
to directly address the underlying economic factors contributing to drug shortages caused by
Canada'’s highly regulated, low-margin, fixed-pricing environment. This is why CAPDM, in
collaboration with CGPA, brought together supply chain actors and partners (GPOs, Provincial and
Territorial Partners) to discuss the economic root causes of shortages and explore areas of action
to prevent them. Advancing these discussions collaboratively with industry in the face of U.S. trade
policies should be an immediate priority. Adding additional regulatory changes during this time
creates enormous uncertainty for our industry.

Introducing new regulatory burdens, with no cost offsets for the industry, will make Canada a less
attractive market for manufacturers to supply and establish domestic manufacturing capabilities
at a time when we will need them most. Meanwhile, the new requirements on pharmaceutical
distributors will add to the already $4 M/year of uncompensated activity, staff, and IT investments
being spent each year in managing drug shortages, as well as the $100 M/year wholesale funding

gap.

CAPDM members acknowledge the role our industry plays within the pharmaceutical supply chain
to ensure patients have reliable access to their medications. We are prepared and committed to
working with Health Canada and all partners for a more efficient, future proof, and innovative drug
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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,
Simona Zar Angelique Berg
SVP, Government Relations President & Chief Executive Officer
CAPDM CAPDM
simona@capdm.ca angelique@capdm.ca
Mobile: (647) 965-4405 Mobile: (416) 523-3814
About CAPDM

The Canadian Association for Pharmacy Distribution Management (CAPDM) is the national trade
association representing Canada’s healthcare supply chain, offering comprehensive end-to-end
visibility of the pharmaceutical distribution network across the country. Our diverse members
include distributors, drug manufacturers, and service providers. Together, our membership
manages the complex infrastructure that supplies pharmacies and hospitals with more than 90 per
cent of all medicines consumed in Canada—delivered on a next-day basis to most communities.
CAPDM members streamline the ordering and delivery processes for over 15,000 product SKUs
from hundreds of manufacturers to more than 12,000 dispensing locations across Canada. This

highly efficient system saves the country over $1 billion each year while maintaining an accuracy
rate of over 99.9%.
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