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THE STANDING COMMITTEE ON
HEALTH

has the honour to present its

NINTH REPORT

Pursuant to its mandate under Standing Order 108(2), the Committee has studied
the role of government and industry in determining drug supply in Canada and has agreed
to report the following:
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DRUG SUPPLY IN CANADA:
A MULTI-STAKEHOLDER RESPONSIBILITY

INTRODUCTION

On 13 March 2012, the House of Commons Standing Committee on Health (the
Committee) adopted a motion to undertake a short study on drug supply in Canada. The
motion requested that, over the course of three meetings, the Committee:

[E]xamine the role of government and industry in determining drug supply in Canada,
how the provinces and territories determine what drugs are required in their jurisdiction,
how the industry responds to them, and the impact this has on stakeholders.

During meetings on 27 and 29 March, as well as 3 April 2012, the Committee heard
from Health Canada officials, representatives of the pharmaceutical industry, healthcare
professionals, pharmaceutical wholesalers and bulk purchasers, and patient advocates.
This report outlines the role played by these stakeholders, summarizes the concerns that
were expressed and offers recommendations that may mitigate future disruptions in the

drug supply.
THE DRUG SUPPLY CHAIN IN CANADA

Once Health Canada has authorized a drug, producers and purchasers are free to enter into
commercial contracts for supply. Drug companies manufacture and supply needed
medications; provinces and territories make the arrangements with suppliers to purchase
them... Health Canada has no role or involvement in this regard.

Paul Glover, Health Canada, 3 April 2012
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The Committee heard from stakeholders along the spectrum of the drug supply
chain. Health Canada, the federal drug regulator, is responsible for assessing the safety,



efficacy and quality of drugs, and approving those found to have an acceptable risk/benefit
profile. Health Canada is responsible for enforcing regulatory requirements of approved
drugs including labelling, packaging, importing and good manufacturing practices.
Drugs that have not been approved by Health Canada cannot be marketed in Canada.

All provinces have publicly funded drug plans for certain populations (essentially,
the elderly and those on social assistance). The drugs that these plans will reimburse are
listed on each province’s drug formulary. Determination of whether a drug becomes listed
on provincial formularies is assisted by the work of the Canadian Agency for Drugs and
Technologies in Health (CADTH). CADTH is an independent, not-for-profit body funded by
the federal, provincial and territorial governments (except Quebec). CADTH is responsible
for the Common Drug Review (CDR) process. All publicly funded drug plans participate in
the CDR (except for Quebec); this includes six federal,” nine provincial and three territorial
drug plans. The CDR assesses the clinical efficacy and cost-effectiveness of drugs
approved by Health Canada against other drug therapies and provides listing advice to
participating drug plans. CADTH indicated that although it has no expertise in the realm of
drug purchasing, its current responsibilities and close ties to other provincial and territorial
governments would suggest that it perhaps could play a greater role in a drug shortages
strategy.

The Canadian Association for Pharmacy Distribution Management (CAPDM)
described itself to the Committee as the voice of the pharmacy supply chain in Canada as
it brings together pharmaceutical wholesalers, self-distributing pharmacy chains and drug
manufacturers. Pharmaceutical wholesalers and self-distributing pharmacy chains are
responsible for over 95% of the pharmaceuticals distributed to community and hospital
pharmacies as well as long-term and specialized healthcare facilities. CAPDM’s role is the
management of the drug supply chain. The Committee learned that the CAPDM network
becomes part of the allocation process when a medicine is in short supply as it helps
ensure fair and even distribution of the affected product across the country, based on
historical usage patterns.

According to CADTH’s environmental scan of 2011, when drug shortages have
arisen, manufacturers have sometimes been reluctant to share information about the
disruptions. CADTH attributed this reluctance to a fear of losing competitive advantage,
public backlash, legal or other considerations.

RECENT SHORTAGES IN THE DRUG SUPPLY

On 14 March 2012 the following motion was passed unanimously in the House of
Commons:

1 The six federal drug insurance plans are managed by: Health Canada (for eligible First Nations and Inuit
individuals), Veterans Affairs Canada (eligible veterans), National Defence (members of the Canadian
Forces), the Royal Canadian Mounted Police (eligible regular and retired members), Correctional Service of
Canada (federal inmates) and Citizenship and Immigration Canada (eligible refugees and detainees of CIC).



That, in the opinion of this House, the government should: (a)in cooperation with
provinces, territories and industry, develop a nationwide strategy to anticipate, identify,
and manage shortages of essential medications; (b) require drug manufacturers to report
promptly to Health Canada, the provinces and the territories any planned disruption or
discontinuation in production; and (c) expedite the review of regulatory submissions in
order to make safe and effective medications available to the Canadian public.

This motion was prompted by recent events at Sandoz, a major manufacturer of
generic medicines in Canada, which brought about significant shortages of critical
medicines. Its manufacturing facility in Boucherville, Quebec produces 50% of generic
injectable drugs used in Canadian hospitals.

Sandoz received a warning letter on 18 November 2011 from the United States’
Food and Drug Administration (FDA) explaining that the facility was non-compliant with
U.S. drug regulations. After receiving the FDA’s letter, the company slowed down
production in order to address the compliance issues. The Committee heard that, in
December 2011, Health Canada saw on the FDA’s Web site the warning letter to Sandoz
and that the Department followed up with Sandoz to ask what their remediation plans
were. Sandoz initially planned to suspend production of several non-essential products in
order to focus their available production capacity on medically necessary products.
Nevertheless, the Committee was told that Sandoz announced on 17 February 2012 an
immediate reduction in available supply of essential medications. The Committee was not
told why Sandoz’s plan to focus on essential medicines was not successful. On 2 March
2012, the Minister of Health wrote a letter to Sandoz concerned about the company’s
failure to voluntarily provide publicly available, clear, precise and timely information
regarding supply disruptions as this was contrary to an agreement it had signed onto the
previous fall.” A fire broke out in the boiler room of the Sandoz facility in Boucherville on
4 March 2012. As a result, production was stopped completely for a week before resuming
partially.

While recent drug shortages prompted the introduction of the motion regarding a
national strategy to manage drug shortages, similar disruptions in drug supply have been
noted in past years.

CHRONOLOGY OF ACTIONS TAKEN IN RESPONSE TO DRUG SUPPLY
DISRUPTIONS

The Committee heard that drug shortages have been increasing in frequency and
duration over the past decade and have become a serious issue for health care
professionals for at least the past two years. Members were told that, in fall 2010, the
Canadian Pharmacists Association (CPhA) met with a number of stakeholders, including
pharmaceutical industry groups and wholesalers, to identify causes of drug shortages and
that a guide to help pharmacists deal with drug shortages was published in late 2010.

2 Health Canada, 3 April 2012.



We've taken very seriously working with all the various stakeholders—hospital members,
distributors — to create an allocation system that would minimize the shortage.

Michel Robidoux, Sandoz Canada, 27 March 2012

On 27 January 2011, the Canadian Anesthesiologists’ Society wrote to the Minister
of Health to express concerns regarding shortages of anesthetizing agents. On 25 March
2011, the Minister responded in a letter which explained that the Department was
assessing drug shortages through contact with various stakeholders including the
pharmaceutical industry, health care professionals and drug plan managers in several
provinces. The Minister also wrote that departmental officials were in contact with the
pharmaceutical industry to determine their preparedness to provide information about drug
shortages, and that they had asked CADTH to conduct an environmental scan of drug
shortages. In March 2011, the environmental scan on drug supply disruptions was
published, which also provided several suggestions for strategies to manage drug
shortages.

In early 2011, HealthPro Procurement Services Inc. (HealthPRO), a national
healthcare Group Purchasing Organization (GPO), began developing a revised
contracting strategy to protect members (including provincial health authorities, hospitals,
and shared service organizations) from shortages. Committee members also learned that
several national health care professional organizations including the Canadian Society of
Hospital Pharmacists (CSHP), as well as pharmaceutical associations have been working
on a national drug supply management system since spring 2011. The Committee was
also informed that, in March 2011, I'Ordre des pharmaciens du Québec (I'Ordre) formed a
multi-stakeholder committee to study and identify factors causing drug shortages as well
as ways to manage such shortages. The results of that study were released on 16 April
2012.

To improve transparency and reduce the number of drug shortages, the Minister of
Health wrote to a number of industry associations including Canada’s Research-Based
Pharmaceutical Companies (Rx&D), the Canadian Generic Pharmaceutical Association
(CGPA), BIOTECanada, the Canadian Medical Association (CMA), the CPhA, distributors
and wholesalers in early 2011.% The purpose of that correspondence was to seek the
collaboration of various stakeholders on two points: (a) to notify health system workers
when a drug shortage arises and (b) to assist in reducing the number of future drug
shortages.*

In response to the Minister’s letter, the Multi-stakeholder Working Group on Drug
Shortages (drug shortages working group) was formed and a three-phase plan was
proposed.® The first phase, which was completed in November 2011, was the creation of

3 Ibid.
4 Ibid.
5 Ibid.



two public Web sites on which the pharmaceutical industry could voluntarily post
information about drug shortages in order to inform health care professionals and patients
across Canada. The two public Web sites are: University of Saskatchewan —
Saskatchewan Drug Information Services (SDIS)® and Ruptures d’approvisionnement en
médicaments au Canada housed in Quebec.”

The Committee heard that the second phase was the creation of a single bilingual
Web site to provide information about drug shortages. The new site was announced in
March 2012 and is available at www.drugshortages.ca. Witnesses told the Committee that
the two main industry associations, Rx&D and the CGPA, committed to support funding
up to $100 000 each to accelerate the development of the new Web site. Members were
told that the drug shortages working group was currently working on the third phase of the
plan which will offer clinical information such as alternative therapies for drugs in short
supply as well as allow health practitioners to report directly into the system to validate a
shortage.

The Committee was also told that the national pharmaceutical associations, Rx&D
and CGPA, encourage their members to post information on drug shortages using the
tools developed by the drug shortages working group. Members heard that the Minister
recently wrote to pharmaceutical associations to express concerns about the fact that their
members were not posting drug shortage information and that instead the information was
posted on company Web sites. The Committee learned that, since that letter, all members
of the industry association have provided written commitments to the Minister that they will
post all information on the official drug shortages site. The Committee heard that the
Government of Canada has instructed the entire chain to work together and come up with
a solution. Drug companies indicated that although this is a complex problem, they feel
they have worked through the issues.?

CAUSES OF DRUG SUPPLY DISRUPTIONS

Security of supply is as important as safety, efficacy, and value to the health care of
Canadians.

Kathleen Boyle, HealthPRO, 27 March 2012

Disruptions in the drug supply may occur at any point along the supply chain.
The regulator may identify compliance issues, the manufacturer may encounter production
or market issues, purchasers may buy surplus, either intentionally or unintentionally,
thereby disadvantaging other buyers, or there may be surges in demand. Several
witnesses discussed the multitude of factors that could lead to disruptions in the supply of
pharmaceuticals.

6 The Web site can be accessed at http://druginfo.usask.ca/healthcare professional/drug_shortages.php.
7 The Web site can be accessed at http://vendredipm.wordpress.com/.
8 Canada’s Research-Based Pharmaceutical Companies, 27 March 2012.



Disruptions in supply can include the discontinuation of a pharmaceutical, as well
as the interruption or reduction in production levels of a pharmaceutical. With respect to
discontinuations, the Committee was told that generic medicines have a small profit
margin, making it difficult to source raw materials and active pharmaceutical ingredients
(APIs), or manufacturers may simply choose to terminate less profitable product lines.
It also heard that mergers of drug manufacturing companies with similar product lines may
result in consolidation and therefore change a multi-source product into a single-source
product. Discontinuations of approved drugs are a foreseeable occurrence. Under the
Food and Drug Regulations manufacturers must inform Health Canada within 30 days of
discontinuing the sale of the product in Canada.

In terms of interrupted or reduced drug supply, the Committee heard from drug
manufacturers that while there has not been a change in the regulatory environment in
recent years, and that the regulatory framework is similar for all major drug regulatory
agencies (United States, European Union, Australia and Canada), there has been stricter
enforcement. This enhanced enforcement was described as stemming from contamination
of products from China and the recent surge in counterfeit products. Increased inspections
and stricter follow-up on remediation actions have resulted in production slowdowns for
some companies. In fact, I'Ordre informed the Committee that non-compliance issues with
either Health Canada or U.S. FDA requirements identified through inspections account for
43% of drug shortages. The Committee was also told that there are sometimes transient
shortages when demand outpaces supply, but that these are usually corrected without too
much disruption. Unforeseen circumstances such as breakdowns along the production
line and natural disasters were also listed as some of the causes of drug shortages.
No concerns were raised with respect to the enforcement and compliance approach of the
FDA and Health Canada.

HealthPRO indicated that there has been a tendency in recent years for the generic
industry to outsource its supply of raw materials and APIs which has resulted in instability
in the global supply chain. Industry witnesses indicated that they often purchase their APIs
from foreign sources such as China and India. CGPA claimed that the pricing restrictions
placed on the generic industry by the provinces can result in limited APIs suppliers being
available to the industry. It was noted that manufacturers frequently rely on a single
supplier for raw materials and APIs thereby making the manufacturer vulnerable to supply
disruptions should the supplier be unable to meet the manufacturer’s needs.

Despite the long list of potential causes of drug shortages, all withesses agreed that
the most avoidable cause of drug supply disruptions was the tendency to award single
source contracts for bulk purchases or for manufacturers to rely on single suppliers for
their raw materials and APIs. All stakeholders were of the view that reliance on a single
supplier introduced considerable vulnerability to the drug supply chain.



STAKEHOLDER COMMENTS

It is difficult to determine the extent of drug shortages Right now, we believe that if you do
in Canada because manufacturers are not required to sole-source contracting, you’re driving
report disruptions in drug supply and because there is away competition, you’re driving away
no single, accountable Canadian organization that choice, and you won’t be able to adjust
provides system-wide drug distribution oversight. later on.

Brian O’Rourke, CADTH, 3 April 2012 Russell Williams, Rx&D, 27 March 2012

1. Patient Safety

The Committee heard that health care has changed over the years. Once
dominated by surgical or short-term pharmaceutical interventions, now it is common for
patients to be on long-term medication, frequently
multiple prescriptions. It was told that changes to | It really doesn’t matter who’s making
medication regimens are particularly difficult for | money in health care, as long as the

. patient’s needs are met.
those on long-term therapy, and that consistent
supply is essential for individuals with chronic or life- Gail Attara, Best Medicines Coalition,
threatening conditions. Witnesses described the 29 March 2012
difficulties involved when forced to find alternatives
for patients. They emphasized that alternatives are sometimes more expensive, not
always available, that they may be ineffective or that the adverse reactions associated with
their use make them unsuitable for some patients. Additionally, a change in prescription
may be accompanied with a change in the manner in which it is taken and this can present
challenges for patients and their caregivers. The CSHP emphasized that their work is
significantly more complex and the risk to patient is higher during drug shortages.
They described their role during drug supply disruptions in identifying alternative
medications, or alternative concentrations, strengths, or dosage forms of the same
medication as well as compounding medications from raw materials. The Committee was
told that this may introduce additional complexity to the treatment regimen and introduce
opportunities for error when prescribing, preparing, administering, and monitoring
medications. Finally, patient advocates spoke of the frustration and anxiety that drug
shortages have on the end-users: Canadians of all ages who rely on these products to
control and treat pain and illness. They emphasized the need to include patient groups in
drug shortage discussions and when pursuing resolutions to the issue.

2. Sole-Sourcing

The sole manufacturer of many drugs has made all players in our health care system aware
of the vulnerability that comes with dependence on a single supplier.

Diane Lamarre, I’Ordre, 29 March 2012

As indicated above, witnesses cited the increasing practice of GPOs, that are
responsible for the bulk purchase of drugs for hospital use, of awarding sole-source
contracts to generic manufacturers. While this has been done with the aim of keeping

7



down cost, the Committee also heard that sole-source is the safest strategy for health care
delivery as it reduces the amount of product-specific risk. Namely, that multiple products
that may each have a unique delivery protocol introduces a certain level of risk. From the
perspective of the hospital bulk purchasers, the vulnerability introduced by sole-sourcing
would be best dealt with by ensuring that a sole supplier of a product has alternate
sources of raw materials and APIs, as well as back up manufacturing facilities.

3. Drug Shortages Web site

We're looking forward to th[e] working group continuing to work and continuing to improve
those Web sites so they become progressively more accurate.

David Johnston, CAPDM, 27 March 2012

Witnesses commented frequently on the work of the drug shortages working group.
Although witnesses were all supportive of the new national and bilingual Web site which
provides information on drug shortages, several pointed out that it is funded and operated
by the pharmaceutical industry and that drug companies are not obligated to post supply
disruptions. Witnesses suggested that the two Web sites housed in Saskatchewan and
Quebec do not supply sufficient information.

Several witnesses, while supportive of efforts so far in establishing a national drug
shortages Web site, voiced a preference for mandatory reporting.® They suggested that
financial considerations prevented the pharmaceutical manufacturers from acting on their
moral responsibility to notify stakeholders of supply disruptions as soon as possible.
The Committee also heard reservations about having the Web site operated by drug
manufacturers.

The Committee heard that the Minister of Health was encouraged that, in response
to her letter seeking increased transparency about drug shortages, industry associations
have clearly committed their members to public reporting of anticipated and actual
shortages. In addition, reporting obligations can be made formally binding if purchasers of
drugs, on behalf of provincial and territorial clients, embed this obligation in their supply
contracts as well as a requirement that suppliers have contingency plans in place in the
event that they are unable to fill orders.

9 Ordre des pharmaciens du Québec and Canadian Anesthesiologists’ Society, 29 March 2012; HealthPRO
Procurement Services Inc., 27 March 2012; Canadian Epilepsy Alliance (written submission).



4. Health Canada’s Programs

In order to identify and procure alternative medications, pharmacists consult Health
Canada’s Drug Product Database...and Special Access Program.

Myrella Roy, CSHP, 29 March 2012

As mentioned above, in Canada there is a regulatory requirement for
manufacturers to notify Health Canada within 30 days of discontinuing the sale of a drug in
this country. Health Canada can reflect this information on its Drug Product Database
(DPD), which is a publicly accessible, searchable collection of information pertaining to
drugs that have been approved in Canada and which have been identified by their
manufacturers as being marketed in this country. The DPD includes each drug’s status —
active or discontinued. The Committee heard that information regarding a drug’s status is
not always accurate which can negatively affect the ability of health providers to identify
alternative therapeutic options.

Health Canada’s Special Access Programme (SAP) is designed to allow health
providers access to drugs and medical devices that are not approved for sale in Canada.
The SAP for drugs is intended to provide therapeutic options for individuals with serious or
life-threatening conditions when conventional treatment is unavailable, unsuitable or has
not been successful. Drug supply disruptions present just one of the situations for which
the SAP has been created. The Committee was told that recent shortages have
highlighted the need to modernize the SAP. It heard that the process is tedious and too
time consuming.

5. Medically Necessary Drugs
What we need is proactive planning to avoid any similar situation in the future.

Joel Lexchin, individual, 3 April 2012

The Committee heard from a number of witnesses that critical, or medically
necessary, drugs deemed to be essential and provided by only one or two suppliers
should be identified and listed and their supply followed closely. It was suggested that a
component of this list could be therapeutic options in the event of a supply disruption.
Health providers emphasized that drug makers have a moral obligation to ensure a secure
supply of critical medications. As such, some witnesses expressed a desire to see more
regulatory or contractual requirements on the part of these suppliers to provide that
security, recognizing this is provincial jurisdiction.



6. Drug Pricing and Policies

Prices have been going down worldwide for some of these products, and therefore there are
fewer companies that can commercially exist making those products.

Jim Keon, CGPA, 27 March 2012

Pricing of patented pharmaceuticals is regulated by the Patented Medicine Prices
Review Board (PMPRB). The PMPRB ensures that the prices of patented
pharmaceuticals are not excessive. It accomplishes this by comparing the price of each
medicine within seven other jurisdictions, namely: France, Germany, Italy, Sweden,
Switzerland, the United Kingdom, and the United States.

Once a pharmaceutical comes off patent, generic versions of the product may be
submitted to Health Canada for approval. Once approved, withesses explained, there are
two pricing systems for determining the price of generics that are regulated provincially;
one for hospital pricing and a second for retail pharmacy pricing. Members were informed
that the provinces and territories each have the responsibility of purchasing drugs and that
it is done in isolation. The Committee was told that pharmaceuticals are purchased in bulk
for hospitals, including generics whenever possible as these are less expensive than the
brand name version. These bulk purchases are carried out by GPOs through the tendering
process. This process is subject to provincial regulations on internal trade and competitive
bidding.

A second pricing system affects the retail pharmacy market. Provincial legislation
may dictate restrictions on the prices charged for generic products listed on their
formularies. For example, the Committee was told that Ontario’s pricing regulations have
recently been amended and now require that the price of generics must be no more than
25% of the price of the brand name pharmaceutical equivalent. However, members were
informed that provinces have some provisions for exception to this rule in instances where
the cost of a retail pharmacy product is higher and that the price cap becomes too low and
therefore discourages pharmaceutical companies from producing that drug. It also heard
that Quebec’s regulations stipulate that it will not pay more for generics than any other
province.

Members were told that retail generic prices are internationally competitive and that
around the world, prices of several generic drug products have fallen. As a result, fewer
pharmaceutical companies produce those generics, which limits competition, favours sole-
sourcing and reduces access to medicines.

10



A ROLE FOR EVERYONE

Indeed, the drug shortages issue demands attention and collaboration from everyone — we
as innovators, generics, governments, health care professionals, and all others who play a
role in providing medicines to Canadians.

Russell Williams, Rx&D, 27 March 2012

Over the course of three meetings, members heard frequently that there are
multiple players in the drug supply chain in Canada and that all stakeholders can play a
role in helping to make the drug supply more secure.

Health Canada is responsible for approving new drugs so they can be sold on the
Canadian market and it acknowledged a backlog in the approval process for generic
drugs. However, the Committee was told that recent changes to the user fees paid to
Health Canada by drug companies for drug submissions have allowed the regulator to
increase its resources and improve review times. As a result, Health Canada indicated that
it is now able to process submissions for generic drugs faster and that a greater number of
generic medicines will be approved for the Canadian market. The Committee heard,
however, that provincial formularies may only list a single option, despite the availability of
multiple generic versions. Unfortunately, provincial officials who were invited to testify
before the Committee declined to appear. The Committee, therefore, did not hear from any
provincial representatives in order to explore further the role of drug formularies or relevant
pricing policies or tendering processes with respect to the security of the drug supply.
In addition, members understand that the expedited review process of more than
40 submissions has now resulted in the approval of more than 20 drugs that may help to
address current shortages, although the timeframe to get the newly approved drugs to
market is unclear. Health officials also informed the Committee that Health Canada has
approved 10 additional foreign sites to Sandoz’s list of approved sites for manufacturing
and product testing for the Canadian market.

Witnesses also spoke of Health Canada’s role with respect to requiring
manufacturers to report when they discontinue the sale of a product in Canada and how
this information and other information needs to be kept up to date on Health Canada’s
DPD. The Committee heard about Health Canada’s responsibility for the SAP and officials
indicated that the regulator had approved 59 requests to this program as a result of drug
shortages. Health Canada officials informed the Committee that the Public Health Agency
of Canada (PHAC) operates a National Emergency Stockpile System (NESS) and that
while the NESS was recently made available to the provinces in response to drug
shortages, no requests had been received.

Some witnesses spoke of the need for the federal government to be proactive on
the global stage and the CPhA indicated that provinces and territories expect the federal
government not only to relay the information gained in the international context but also to
bring the concerns of the provinces and territories to the global forums. Some witnesses
urged Health Canada to take the issue of drug shortages to the World Health Organization
and the Organization for Economic Co-operation and Development in order that the issue
be thoroughly analyzed from an international perspective.

11



Manufacturers suggested that they often can only source their raw materials and
APIs from a single supplier, and cited falling prices as a primary cause of this. Low profit
margins were also cited as the reason fewer companies produce some generic drugs, or
that fewer facilities are available to manufacture them. Members heard from the brand
name pharmaceutical industry that sole-sourcing practices in the post-patent context
drives away competition, but did not indicate whether it endorsed policies among its
member companies to be competitive with generics once their products come off patent.
Some witnesses spoke of the moral responsibility of drug manufacturers to maintain
production of critical or essential medicines. Companies must weigh this moral obligation
against diminishing profits when deciding to bring generic drugs to the Canadian market.

The Committee also heard that the Minister of Health became quite concerned over
a year ago about the global problem of increasing drug shortages, and wrote to industry
associations, including CPhA, asking that they
work together to explore ways of reducing future | I actually think the government has played
drug shortages and to improve transparency. | an important role in pushing us all together
This would improve notification within the health | ¢ ¢™e up with a solution.
system in the event of a drug shortage and Russell Williams, Rx&D, 27 March 2012
facilitate a response. The Committee also heard
that drug manufacturers must globally shoulder
much greater moral accountability for health care in Canada. A licence to make profits
within the Canadian health care system should go hand in hand with a commitment to
patient care in the form of a stable supply. Global drug manufacturers must ensure that
any required remediation plans do not negatively affect, to a significant degree, the
production of supply available in Canada.

Bulk purchasers have indicated that their tendering practices will be modified in
order to reduce the reliance on a single supplier. They suggested this can be
accomplished either by awarding a contract for a back-up supplier, or by securing an
obligation from the supplier that it has contingency plans should disruptions occur.
The Committee notes that it heard testimony suggesting that suppliers may currently have
contractual obligations with the bulk purchasers to meet supply quotas but that contractors
may not be enforcing these terms. Wholesalers and distributors must also assume a role
in securing the drug supply. The Committee heard that their umbrella organization,
CAPDM, is on the drug shortages working group. In addition, members were told that
CAPDM plays a critical role in the fair and equitable distribution of the drug supply.

CADTH indicated a willingness to assume key responsibilities in a drug supply
strategy for preventing and mitigating supply disruptions. The Committee heard that
CADTH’s current role of assessing drugs that have been approved by Health Canada for
their cost-effectiveness and providing listing recommendations to its participating
federal/provincial/territorial formularies makes it well-suited for providing clinical advice on
alternative medicines in the face of a shortage. CADTH also suggested that it would be
capable of establishing a list of critical medications that have only one or two suppliers.
Concerns over whether the pharmaceutical industry should be hosting the drug shortages
Web site were addressed with the suggestion that CADTH might be a more appropriate
choice.
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Finally, the Committee applauds the efforts of the end-users, both the health
professionals and the patients. It recognizes the critical role played by these stakeholders
and encourages them to stay engaged and remain vigilant. They supply an essential voice
in the challenge to hold drug manufacturers to account.

COMMITTEE RECOMMENDATIONS

Information about the problem of drug shortages is no substitute for fixing the problem of
drug shortages.

John Haggie, CMA, 29 March 2012
1. Essential Medicines and Therapeutic Alternatives

The Committee commends the establishment of the Multi-stakeholder Working
Group on Drug Shortages and agrees that it is has been a positive first step in addressing
the security of Canada’s drug supply. However, the Committee notes the concerns of
some witnesses that a list of essential medicines should be established and that
therapeutic options be identified.

Therefore, the Committee recommends that:

The Minister of Health in consultation with the provinces and
territories, explore the possibility of the Canadian Agency for Drugs
and Technologies in Health establishing a list of medicines supplied
by only one or two companies and considered critical to medical care;
and,

The Minister of Health, in consultation with provinces and territories,
request that the Canadian Agency for Drugs and Technologies in
Health provide clinical information on the use of therapeutic
alternatives.

2. Reporting

The Committee understands the concerns of those witnesses who urge mandatory
reporting to the Web site rather than voluntary participation. However, it suggests that
Health Canada’s role should be limited to monitoring discontinuances and that mandatory
reporting for temporary disruptions can be better enforced at the provincial level or via
contractual obligations through GPOs. With respect to sole-sourcing, members heard
repeatedly that regardless of whether that is due to the tendering process, no alternative
approved for sale in Canada, or a manufacturer having only a single supplier of raw
materials or APIs, it is a practice that leaves Canadians vulnerable to supply disruptions.
The Committee understands that all stakeholders have a role to play in order to minimize
and eliminate, wherever possible, all sole-sourcing.

Therefore, the Committee recommends that:
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Health Canada consider expanding the regulatory requirement for
manufacturers to inform them within 30 days of discontinuing the sale
of a product in Canada, to require that manufacturers provide advance
notification of six months for planned discontinuances; and,

The Minister of Health work with provincial and territorial counterparts
to encourage Group Purchasing Organizations, drug plan operators or
other holders of contractual agreements with pharmaceutical
companies:

e to include obligations for the drug company to report
disruptions on the drug shortages Web site, and

e to discourage single source strategies and to include
requirements that suppliers have contingency plans in the
event that they can no longer fill orders.

3. Pricing Policies

The Committee shares the concerns expressed by several witnesses regarding the
lack of competitiveness within the generic drug industry due to the declining prices and low
profit margins associated with these products. However, it did not hear sufficient testimony
in this regard to draw any conclusions or propose solutions. While it acknowledges the
limited authority the federal government has in this area, the Committee proposes that
Health Canada take a leadership role in addressing this issue in the interest of advancing
a national strategy.

Therefore, the Committee recommends that:

The Minister of Health encourage her provincial and territorial
counterparts to initiate an examination of policies within their
jurisdictions which affect drug pricing, including restrictions on
generic pricing as well as tendering and contracting requirements, in
order to determine the implications on drug supply.

4. Existing Federal Programs

Health Canada indicated that in addition to its role in drug approval, it is also
responsible for maintaining the DPD and the SAP, both of which were referenced by
stakeholders as being useful tools when navigating a drug shortage. However, it is
necessary that the database be up to date and the SAP be as responsive as possible to
the urgent needs that arise during these crises. The Committee is encouraged by the
Department’s attention to its programs in this regard. The Committee notes that although
PHAC announced that the NESS would be made available during this drug shortage,
there does not seem to be a general policy regarding its use during shortages of critical
drugs.

Therefore, the Committee recommends that:
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The Public Health Agency of Canada develop a policy on the role of the
National Emergency Stockpile System during shortages of essential
medicines.

5. International Presence

Several witnesses emphasized that the issue of drug supply and the problem of
drug shortages is global. The Committee agrees that the federal government must have a
strong presence on the world stage to bring the concerns of stakeholders to international
discussions. In this capacity, the federal government can share best practices, learn from
other jurisdictions and bring new information back to share with provincial and territorial
governments as well as professional organizations.

Therefore, the Committee recommends that:

The Minister of Health continue to cooperate with the World Health
Organization and Organization for Economic Co-operation and
Development to address the issue of drug shortages in order that the
global causes of this problem and potential solutions can be
examined.

CONCLUSION

The Committee acknowledges that multiple players are involved in the
development of a pan-Canadian strategy to anticipate, mitigate and manage drug
shortages and it commends the efforts to date of all those involved. Considering the
increasing frequency and duration of drug shortages in recent years, the Committee
expects to see a concentrated effort by all stakeholders in order that a comprehensive
strategy be in place as soon as possible.
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APPENDIX A
LIST OF BRIEFS

Organizations and Individuals

Best Medicines Coalition
BIOTECanada

Canadian Anesthesiologists' Society
Canadian Epilepsy Alliance
Canadian Medical Association
Cystic Fibrosis Canada

Duffin, Jacalyn

Lexchin, Joel

Pfizer Canada Inc.
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APPENDIX B
LIST OF WITNESSES

Organizations and Individuals Date Meeting

Canada's Research-Based Pharmaceutical Companies 2012/03/27 36
(Rx & D)

Mark Ferdinand, Senior Director,

Health and Economic Policy

Russell Williams, President
Canadian Association for Pharmacy Distribution

Management
David Johnston, President and Chief Executive Officer

Allan Reynolds, Vice-President,
Industry and Member Relations

Canadian Generic Pharmaceutical Association
Jeremy Desai, President and Chief Operating Officer,
Apotex Inc.

Jim Keon, President

Michel Robidoux, President,
Sandoz Canada

HealthPRO Procurement Services Inc.
Michael Blanchard, Clinical Director,
Pharmacy Services

Kathleen Boyle, Vice-President,
Services

Best Medicines Coalition 2012/03/29 37
Galil Attara, Chair of Operations Committee,
President and Chief Executive Officer, Gastrointestinal Society

Suzanne Nurse, Representative

Canadian Anesthesiologists' Society
Richard Chisholm, President

Canadian Medical Association
John Haggie, President

Canadian Society of Hospital Pharmacists
Myrella Roy, Executive Director

Ordre des pharmaciens du Québec
Diane Lamarre, President

Manon Lambert, Director General and Secretary

As an individual 2012/04/03 38
Joel Lexchin, Professor,
School of Health Policy and Management, York University
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Organizations and Individuals Date

Meeting

Canadian Agency for Drugs and Technologies in 2012/04/03
Health
Brian O'Rourke, President and Chief Executive Officer

Canadian Pharmacists Association
Jeff Morrison, Director,
Government Relations and Public Affairs

Jeff Poston, Executive Director

Department of Health
Paul Glover, Assistant Deputy Minister,
Health Products and Food Branch

Sharon Mullin, Director,
Compliance, Enforcement and Coordination Divsion, Health
Products and Food Branch

Barbara Sabourin, Director General,
Therapeutic Products Directorate, Health Products and Food
Branch
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REQUEST FOR GOVERNMENT RESPONSE

Pursuant to Standing Order 109, the Committee requests that the government table a
comprehensive response to this Report.

A copy of the relevant Minutes of Proceedings (Meetings Nos. 36, 37, 38, 45, 46 and 47)
is tabled.

Respectfully submitted,

Joy Smith, M.P.

Chair
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Supplementary Opinion of the New Democratic Party of Canada

Libby Davies, NDP, Vancouver East; Djaouida Sellah, NDP, Saint-Bruno - Saint Hubert;
Dany Morin, NDP, Chicoutimi-Le Fjord; and Matthew Kellway, NDP, Beaches-East
York.

Introduction

The New Democrat Members of the Standing Committee on Health are
concerned that the final report on ‘Drug Supply in Canada: A Multi-Stakeholder
Responsibility’, does not reflect the depth of the ideas shared by witnesses who testified
before the Committee. Witnesses told the Committee that the government should focus
its efforts on providing solutions to end drug shortages, rather than shifting the burden
onto the provinces, territories and pharmaceutical companies. The New Democrat
members of the committee understand the importance of federal action on this issue,
after putting forward the following motion which passed unanimously in Parliament on
March 14, 2012:

That, in the opinion of this House, the government should: (a) in cooperation with provinces, territories
and industry, develop a nationwide strategy to anticipate, identify, and manage shortages of essential
medications; (b) require drug manufacturers to report promptly to Health Canada, the provinces and the
territories any planned disruption or discontinuation in production; and (c) expedite the review of
regulatory submissions in order to make safe and effective medications available to the Canadian public.

The NDP believes that there is a clear federal role in the approval, distribution,
and management of drugs in Canada (see Appendix A), as outlined in the National
Pharmaceutical Strategy included in the 2004 Health Accords, signed by the provinces,
territories, and federal government. As a part of this role, the government must
implement the above motion immediately. We are very concerned that government
members on the committee looked for reasons to excuse the lack of federal leadership
on this issue and minimize the federal role. However, several witnesses identified the
federal government as having an important role to play in working with provinces and
territories to address drug shortages. We put forward this report to recommend
changes the federal government can take to address drug shortages.

Dealing with Drug Shortages

The Committee was told how the federal government could enact regulations to
deal with the current drug shortages. Witnesses outlined proposals for changing the
way federal government manages drug shortages, including modifying the current drug
acquisition and approval process. They also suggested that regulations used in other
countries could improve our current system. New Zealand contractually obligates drug
manufacturers to notify its crown corporation, the Pharmaceutical Management Agency,
of potential shortages. Manufacturers are also responsible for the costs of sourcing and
distributing replacement drugs. In the United States, Congress has introduced the Life
Saving Medications Act, which would amend the Federal Food, Drug, and Cosmetic Act
to require drug manufacturers to inform of the Secretary of Health and Human Services
of potential drug shortages or discontinuations.
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We urge the Minister of Health and the federal government to work with provincial
and territorial counterparts to identify possible alternative sources of critical
drugs currently in short supply.

We also urge the Minister of Health and the federal government to immediately
review Health Canada’s Special Access Program for medications, to suggest
changes to the program to approve a high volume of drugs more quickly, to
assist in providing critical drugs in shortage.

We further urge that Health Canada report to the House of Commons Standing
Committee on Health within one year on the progress of the implementation of
the motion approved on March 14, 2012, by the House of Commons to establish a
nationwide strategy to anticipate, identify, and manage shortages of essential
medications.

Mandatory Reporting

When giving suggestions for how the federal government could better manage
current drugs shortages and anticipate future shortages, witnesses repeatedly cited the
idea of a mandatory reporting system for drug shortages. Witnesses spoke about how
no one was watching out for drug shortages in Canada and that in and of itself, is a
fundamental problem. As the Canadian Pharmacists said:

what is missing in the drug supply chain is any organization or party that holds accountability for the
supply chain from a system wide perspective. Neither government nor any third party has an oversight
function for the drug distribution system, and therefore drug supply is dictated in large measure by the
market.

The Committee heard that a mandatory reporting system could be coordinated by the
federal government, and that this system could require drug companies to give notice of
shortages on a public website. Witnesses frequently cited that the current voluntary
database hosted by third party players was unreliable and did not allow medical
professionals access to the vital information they needed. Witnesses also made
suggestions about how a mandatory reporting system might work. The system should
include a study to identify off-patent drugs that are supplied by one or two companies
and that are considered ‘critical’ to medical care and that particular priority should be
placed on reporting shortages of these drugs, including greater advanced warning
timelines. If companies fail to report supply disruptions, penalties may be applied.

New Democrats urge the Minister of Health and the federal government to review
the appropriate federal government agency to assume responsibility for a drug
shortages notification website, and to work with their provincial and territorial
counterparts to set up and provide an investment for a public mandatory
reporting system, where drug companies are required by law to report supply
disruptions.

We also urge the Minister of Health and the federal government to convene an
expert committee to identify ‘critical’ drugs and require that any company
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marketing these critical drugs gives Health Canada a minimum of 6 months
warning of supply disruptions.

Identifying and Preventing Drug Shortages

In the past 3 months we have learned that the federal government could have
anticipated and prevented current drug shortages. Records show that in 2008, the
Minister of Health was warned about upcoming drug shortages by the Competition
Bureau (Benefiting from Generic Drug Competition in Canada: The Way Forward,
November 2008). During their presentations to Committee, the Canadian Medical
Association and the Canadian Pharmacists Association demonstrated that both of their
organizations had conducted surveys in 2011 that showed that doctors and pharmacists
were having difficulties dealing with shortages of medications.

While we cannot change the unfortunate past actions of the Conservative
government, New Democrats believe we can take steps to identify and prevent future
drug shortages. Many witnesses spoke about how the federal government could set out
mandatory requirements for supply. For example, one of the conditions in granting a
Notice of Compliance should be that drug companies submit a risk management plan,
identifying the expected demand for their drug and demonstrating its capacity to
produce the drug without interruption for at least 3 years.

Clauses about notifications of shortages could also be included in compliance
and contract requirements and the supplier should also be responsible for locating
alternative drugs and covering the costs of substitute drugs should shortages occur.
One witness suggested the federal government should study the possibility that it could
establish a publicly owned manufacturer to produce critical medications for the country,
similar to the government-owned vaccine manufacturer Connaught Labs, allowing it to
control the supply of these medications.

Witnesses also suggested that the federal government should study the
underlying causes of drug shortages, and the impact that access to raw materials,
competition, and current drug regulations may have in creating drug shortages. As a
representative from Canadian Agency for Drugs and Technologies in Health told the
committee:

drug shortages are often difficult to predict because manufacturers are reluctant to share details of
shortages. This reluctance is largely due to a fear of losing competitive advantage.

The NDP also believes that the federal government should begin talks with the
provinces and territories to establish a universal prescription drug plan, which would use
a common formulary among the provinces and pool the purchasing power of provinces
and territories. A pan-Canadian purchasing plan would increase buying power in order
to negotiate lower prices for drugs, as well as dividing contracts up amongst several
companies to prevent single-sourced suppliers for critical drugs. A pan-Canadian plan
would provide Canadians access to a more stable supply of drugs at a more affordable
cost. However, the NDP acknowledges, as noted in the 2004 Health Accord, the
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jurisdiction of the Government of Québec over its healthcare system and that Québec
already has its own program in place.

New Democrats urge the Minister of Health and the federal government to work
with provincial and territorial counterparts to ensure that contracts with drug
suppliers include provisions regarding supply conditions.

New Democrats further urge the Minister of Health and the federal government to
require that drug companies submit a risk management plan when submitting its
notice of compliance.

We also urge the Minister of Health and the federal government to study the
feasibility of a publicly owned generic drug company which would manufacture
some of the drugs critical to medical care.

New Democrats also urge the Minister of Health and the federal government to
convene a study to identify factors causing drug shortages, to determine if there
are regulatory measures, in addition to mandatory reporting, that would identify
and prevent drug shortages.

We also urge the Minister of Health and the federal government work with their
provincial and territorial counterparts to create a universal prescription drug plan,
to leverage favourable drug supply conditions and improve affordability through
bulk buying.

Conclusion

There is a clear federal role in the approval, distribution, and management of
drugs in Canada, which includes enacting the NDP’s motion passed in Parliament to
anticipate, identify, and manage shortages of essential medications in this country.
There are several suggestions outlined in this report that would help manage and
prevent drug shortages in Canada. First, the federal government could create a
mandatory reporting site for pharmaceutical companies to report supply disruptions of
essential medications. Second, the government could identify alternative sources for
essential medications. Additionally, the federal government could take measures to
prevent shortages, such as a universal prescription drug plan; studying the possibility of
a publically owned generic drug company; or requiring drug manufacturers to guarantee
a supply of their drug in drug supply contracts.

The final report by government members on the Standing Committee, ‘Drug
Supply in Canada: A Multi-Stakeholder Responsibility’ does little to highlight the failures
of the current drug supply system. Although the federal, provincial, and territorial
governments, along with the pharmaceutical companies, must work together to end
drug shortages, it is evident that a lack of leadership has allowed this serious problem to
persist. The New Democratic Party, in accordance with the testimony heard from
witnesses at the Standing Committee on Health, urges the federal government to take
the appropriate steps necessary to identify and prevent drug shortages in Canada.
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Strong federal leadership can create a new system to resolve the issue of drug
shortages.
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Dissenting Opinion from the Liberal Party of Canada
Submitted by the Hon. Hedy Fry, P.C., M.P., LPC, Vancouver Centre

In March 2012, the House of Commons Standing Committee on Health undertook a
short study on the federal role in drug supply. Three meetings on this subject were held,
although it was quite clear that more meetings were needed to adequately deal with a
topic of such complexity and to hear from all witnesses who wanted to appear before
the committee.

The Liberal Party of Canada flagged the serious issue of drug shortages to the House of
Commons and the Committee in September 2011 in the form of a motion calling on the
Committee for an urgent study of the issue and its deleterious impact on patient health.

Drug shortages have become more critical in the last ten years. In a Canadian
Pharmacists Association survey, published in December 2010, 80% of respondents
indicated they could not fill a prescription that day and 94% reported they could not fill a
prescription in the previous week. These numbers are up from 63% and 80%
respectively from a 2004 survey.

Recently, Canada’s Research-Based Pharmaceutical Companies and the Canadian
Generic Pharmaceutical Association agreed to work together to voluntarily post
information about current and potential drug shortages. While the Liberal Party
welcomes this collaboration, we know that posting information about drug shortages
does nothing to resolve the actual cause of the shortage nor find an available source of
the drug itself. Indeed, the global nature of these shortages may result in stockpiling in
many countries. Given Canada's dependence on other nations with strong
pharmaceutical industrial sectors this can present a real and critical problem of supply
management.

In fact, this problem was highlighted in the testimony of withesses appearing at the
Committee. Unfortunately that testimony is absent from this report.

The Liberal Party decided that this report does not adequately represent what the
Committee heard from expert witnesses. We are therefore presenting this dissenting
report.

In order to understand the true nature and complexity of the Drug Shortage problem and

proposed solutions; it would be preferable for readers to read online the evidence heard
by the Committee on March 27, March 29, and April 3, 2012. Limitation on space
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allocation for this dissenting report does not allow us to give the full testimony.

While the report highlights the complexity of the drug supply process and the
jurisdictional responsibilities, there are three key pieces missing in the committee report,
that were identified by witnesses, as critical to ensuring that drug shortages do not
recur.

As noted in the report, concerns were raised on the accuracy of a drug’s status of
“active” or “discontinued” in the Drug Product Database (DPD). This can negatively
affect the ability of health providers to identify alternative therapeutic options. A review
is needed of the DPD.

Witnesses also called for modernisation of Health Canada’s Special Access Program,
which allows health providers to access drugs and medical devices that are not
approved for sale in Canada.

Several witnesses identified serious flaws in the current pharmaceutical industry's drug
shortage website. They noted that voluntary reporting is not reliable and drugs that are
in short supply are not always listed.

Concern was also raised regarding the twenty day warning of a drug shortage, since it
does not allow enough time to find and adapt alternative therapies for individual patient
needs.

In many cases, alternative therapies are not available. Witnesses suggested that
reporting be mandatory and that the time frame for drug-shortage warning to be
expanded to six-month minimum.

The Committee heard that there is a pro-active role for Health Canada in ensuring a
supply of medically necessary drugs. As Liberals had suggested in November 2011,
Health Canada should begin a strategy to anticipate, identify and manage drug
shortages using the existing U.S. Food and Drug Administration (FDA) model. In
response to the drug shortage crisis, the U.S. FDA established an eleven person team
to work exclusively on preventing and managing drug shortages. Witnesses suggested
that Health Canada implement a similar team to work with local and global drug industry
partners to identify early shortages and ensure a continued supply of medically
necessary drugs.

As a result of the inadequate representation of witness testimony in the Committee
report; recommendations do not reflect the solutions that were presented.
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So the Liberal Party of Canada, in keeping with witness presentations, recommends the
following:

1. That Health Canada undertake an immediate review of the Drug Product
Database (DPD) and the Special Access Program (SAP), including an
assessment of the resources allocated to those programs, and to optimise
them, as part of a pan-Canadian Drug Shortage strategy;

2. That the Minister of Health mandate manufacturers to report within a
minimum of six months, early evidence of a potential drug shortage to
Health Canada and other stakeholders;

3. That the Minister of Health establish an expert team, within Health Canada,
exclusively, to anticipate, identify, and manage drug shortages, (similar to
the United States of America’s Food and Drug Administration team); and

4. That Health Canada report, within six months, to the House of Commons
Standing Committee on Health, on the establishment of a nationwide
strategy to anticipate, identify, and manage shortages of medically required
drugs.
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