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LETTERS

Drug Shortages: What Does France Do
Better than Canada?

Reports of drug shortages date back to the 1970s," but
recent years have seen an increase in the number and severity of
supply shortages. Recently, Vogel’ commented on the limitations
of the Canadian drug shortage registry that has been developed
over the past 2 years, and Duffin' commented on the current
drug shortage crisis involving Sandoz products.

Our pharmacy research team investigated the magnitude of
the problem and documented a total of 493 drug shortages in
Canada in 2006, 400 in 2007, 442 in 2008, 680 in 2009, and
385 in the first 8 months of 2010.> We also documented a
total of 429 drug shortages over the 12-month period from
September 2010 to August 2011.° In response to this sustained
shortage of drugs, we developed a website to support clinicians
in their management of drug shortages (www.fridaypm.ca). In
the past few years, Apotex (in 2009),” Teva (in 2011),* and other
Canadian drug manufacturers have received warning letters
from the US Food and Drug Administration (FDA) concerning
deviations from US good manufacturing practices. More recent-
ly, in 2011, Novartis International AG (the parent company of
Sandoz Canada) received a similar notice from the FDA. In
response, following an extensive internal analysis of the issues
raised by the FDA, Sandoz sent a letter to customers on
February 15, 2012, stating that the company had expanded the
remediation actions already under way and that it had opted to
discontinue certain injectable products and to temporarily
suspend the production of others."” The impact of these actions
was an acute shortage of numerous parenteral drug products in
Canada.

In this context of sustained drug shortages involving
various manufacturers, we explored and compared the current
situation in Canada and France. On 4 consecutive Fridays in
March 2012, we extracted data on the current number of drug

shortages and the drug manufacturers involved from 2 key
public websites, our own in Canada (www.fridaypm.ca) and one
in France (www.ansm.sante.fr). We found a substantial differ-
ence between the 2 countries, with 7—8 times the number of
shortages in Canada as in France (Table 1). The Canadian
situation was very worrisome, with almost 200 common drug
items in short supply, in contrast to fewer than 40 in France.

The high level of drug shortages has had a major impact on
hospital pharmacists workload and poses a serious risk to
patient care. During the current crisis, hospital pharmacists,
physicians, and other clinicians have expended considerable
time and effort to identify alternative treatment options,
according to patients’ needs and the resources available to each
particular hospital.

What could explain the magnitude of the difference in
drug shortages between these 2 industrialized countries? Many
causes of drug shortages have been identified, including
shortages of raw materials, manufacturing issues, the legal
environment, industry reorganization, the grey market for
drugs, third-party reimbursement rules, and contractual
practices."! More specifically, in 2002, France put in place a
preventive notification procedure for potential drug shortages.
In 2004, the country adopted legislative changes requiring drug
manufacturers to provide notification of any potential and
actual drug shortages.” Similar legislative changes are now being
discussed in the United States.” Although we cannot say with
certainty which factors explain the discrepancy between France
and Canada, the preventive actions taken in France have likely
contributed to keeping drug shortages in that country at a
relatively low level.

SigmaSanté, a drug purchasing group in Quebec, has taken
action by introducing contract clauses that require mandatory
reporting of drug shortages by drug manufacturers. These clauses,
which took effect on April 1, 2012, include the mandatory
reporting of drug shortages on the CHU Sainte-Justine website

Table 1. Comparison of Drug Shortages in Canada and France, March 2012

Mean = SD*
Variable Francet Canada#
No. of drug products in shortage 46.8+3.0 347.3+22.4
No. of manufacturers with at least one product 21.0+1.6 14.0+£1.4
in shortage
No. of drug products in shortage per manufacturer ~ 2.2+0.1 19.4+£11.4
No. of generic drugs in short supply 34.3£2.1 177.5+£15.8
No. of shortages per generic drug 1.4+0.0 2.0£0.1

ANSMS = Agence nationale de sécurité du médicament et des produits de santé
(formerly Agence francaise de sécurité sanitaire des produits de santé [AFSSAPS)),

SD = standard deviation.

*Based on data extracted on 4 consecutive Fridays in March 2012.
tData obtained from ANSMS website (www.ansm.sante.fr).
$Data obtained from CHU Sainte-Justine website (www.fridaypm.ca).
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(www.fridaypm.ca). Additionally, we believe that legislative
changes should be adopted in Canada, not only to mandate the
reporting of actual and potential drug shortages by Canadian
drug manufacturers, but also to ensure that the manufacturing
and distribution of critical drugs do not rely on a single-source
manufacturer. The current shortage of Sandoz products has
convinced physicians, pharmacists, and other stakeholders of
the significance of the problem, in terms of both clinician
workload and, more importantly, patient safety. Pharmacists
and physicians should be kept aware of trends in drug shortages
to enable them to appropriately manage drug use in the face of
ongoing shortages. Comparisons of the current drug shortage
situation in Canada with shortages in other countries should be
carried out to identify optimal legislative and contractual

changes that could be adopted in Canada.
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