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Monday, 2011-01-10

DRUG SHORTAGES

s.21(1)(a)
s.21(1)(b)
s.21(1)(d)

Issue:

. Drug shortages are temporary supply interruptions that can have a public health impact. They
can arise from a variety of different causes including manufacturing problems, shortages of
raw materials, disruptions in the supply chain, and regulatory decisions related to safety,
efficacy or quality of a product.

. In most cases drug shortages are unfortunate but manageable issues that are handled by
industry with minimal involvement from Health Canada. A small portion of drug shortages
result in treatment interruptions for patients.

. As a regulator, Health Canada is responsible for ensuring that products sold on the Canadian
market meet high standards with respect to safety, efficacy and quality. In the past, when
Health Canada has been advised of a shortage, the Department has worked with
manufacturers, where possible, to minimize the impact of shortages and to make sure that
information about shortages is made available to those who need it.

. There are currently no regulatory requirements related to shortage prevention, supply
management, shortage notification or communication. Manufacturers are required to notify
Health Canada within 30 days of discontinuing sales of drug.

Considerations and Options:

1
. There is often an expectation from health professionals and patients for Health Canada to

resolve drug shortages. While the Department can play a role in responding to drug shortages,
shortage prevention and management are primarily industry responsibilities.

It is recommended that the Department encourage industry to develop best practices for
shortage prevention, management and communication.

It is also recommended that the Department develop a fact sheet for the Health Canada
website outlining the Department's role as a regulator in responding to drug shortages.

2
. A primary complaint of health professionals is the absence of timely, accessible and

consistent notification of potential or occurring drug shortages. In October 2010, Health
Canada's Office of Legislative and Regulatory Modernization presented a discussion paper
on access issues related to drug shortages at the Technical Discussions on Regulatory
Modernization. The paper proposed mandatory notification by manufacturers of potential or
occurring drug shortages. Analysis of the feedback received on the proposal is currently
underway
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DECLASSIFIED

SECRET-DS Act

1) is the TPA (Australia) the Therapeutic Drug Agency?

It should be TGA - Therapeutic Goods Administration. It is our equivalent in Australia.

2) Could you provide a few lines to describe the response to the drug shortage
proposals in the recent Technical Discussions?

The proposal included a requirement for manufacturers to notify Health Canada of
anticipated or occurring drugs shortages when it has a public health impact. This included
single source drugs used to treat a serious or life-threatening condition. The proposal also
included an authority for the Minister to make this information available through the
therapeutic product register.

In general, stakeholders were supportive of the proposal and the policy objective. There
were a few consistent themes in the responses:

1) Refinement of scope and trigger

Health Canada needs to clarify the scope or application of the proposal (e.g. all drugs
or only those used to treat a serious or life-threatening condition) and the trigger for
notification (defining a "shortage").

The industry responses also suggested that the proposal should extend to multi-
sourced products to better meet the policy objective and that it must be flexible to
accommodate exceptional circumstances, if the trigger for notification includes a set
time period.

Health professionals requested for mandatory notification for all drugs, not a defined
subset.

2) Mandatory notification and timely communication

Notification of drug shortages should be a mandatory (not in guidance, or voluntary)
and Health Canada must ensure timely communication of the information. Not
surprisingly, patient/consumer groups and the health professional associations
expressed the most obvious support for these conditions.

3) Enforcement measures

There was one explicit reference to fines and penalties as an enforcement measure.
However, I think the explicit request for shortage notification to be mandatory, and
not voluntary, also suggests the non-industry stakeholders want some assurance that
industry will behave responsibly around this, and when they don't we will have
appropriate tools to respond.
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