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Abstract

Canada needs a national strategy to fulfill its obligation to ensure universal access to necessary
healthcare, including prescription drugs. A 2004 attempt at a national strategy for pharmaceutical
policy failed because it lacked clear vision, logical planning and commitment from federal and
provincial governments. The result of uncoordinated pharmaceutical policies in Canada has been
more than a decade of poor system performance. In this essay, we present a framework for a renewed
national strategy for pharmaceutical policy. Building on published research and international

frameworks, we propose that pharmaceutical policies of federal, provincial, and territorial
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governments be coordinated around a core health-focused goal. We strongly suggest policy actions
be taken on four core objectives that are necessary to support the overarching health goal. If
implemented, the proposed strategy would offer clear benefits to all Canadians who use medicines,
federal and provincial governments and to the economy as a whole. We therefore argue that political

leadership is now needed to articulate and implement such a plan on behalf of Canadians.

Résumé

Le Canada doit se doter d'une stratégie nationale afin de respecter son obligation d’assurer un
acces universel aux services de santé nécessaires, notamment les médicaments sur ordonnance.

La tentative de 2004 en ce sens a connu |'échec en raison d'un manque de vision claire, de
planification logique et d'engagement de la part des gouvernements provinciaux et fédéral. Le
manque de coordination des politiques relatives aux produits pharmaceutiques au Canada a
donné lieu a plus d'une décennie de faible rendement pour le systéme. Dans cet essai, nous
proposons un cadre de travail pour le renouvellement de la stratégie nationale relative aux produits
pharmaceutiques. A la lumiére de recherches publiées et de cadres de travail internationaux, nous
proposons que les politiques des gouvernements provinciaux, territoriaux et fédéral sarticulent
autour d'un objectif de santé commun. Nous suggérons fortement que l'action politique porte
sur quatre objectifs clés, nécessaires pour appuyer l'objectif de santé commun. Si elle était mise en
ceuvre, la stratégie proposée se traduirait par de réels avantages pour les Canadiens qui prennent
des médicaments, pour les gouvernements provinciaux et fédéral ainsi que pour l'ensemble de
I'économie du pays. Nous affirmons donc, pour le bien-étre des Canadiens, qu'il est temps de

mettre en place le leadership politique nécessaire pour articuler et mettre en ceuvre un tel plan.

Introduction

Canada needs a national strategy for pharmaceutical policy and now is the time to make it
happen owing to the current alignment of government interests at federal and provincial levels.
Since 2010, provinces have been voluntarily collaborating on prescription drug pricing through
a Pan-Canadian Pharmaceutical Alliance; and some provinces, most notably Ontario, have
been calling for federal-provincial collaboration to establish a universal pharmacare program
to make medicines more accessible to all Canadians (Hepburn 2016; Hoskins 2014; Lynas
2010). At the federal level, the Liberals’ 2015 election platform included promises to negoti-
ate a new health accord and to work to make prescription drugs more affordable in Canada,
promises that ended up in the new health minister's mandate letter after the Liberals formed
government in late 2015 (Canada 2015; Liberal Party of Canada 2015). Perhaps not surpris-
ingly then, in January 2016, when the federal, provincial, and territorial health ministers met
for the first time in many years, they created a working group to explore pharmaceutical poli-
cies aimed at reducing prices, at improving prescribing and the appropriate use of drugs, and

at improving coverage and access to medicines for Canadians (Canada 2016).
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The World Health Organization (WHO) has long recommended that countries coordi-
nate their pharmaceutical policies to meet their obligation to provide universal access to safe,
affordable, and appropriately prescribed medicines (Bigdeli et al. 2014; WHO 1988, 2001).
The WHO and others have argued that such goals can only be achieved in an equitable and
sustainable way through the coordination of many policies that affect the pharmaceutical
sector (Australia 1999; Bigdeli et al. 2014; Morgan et al. 2009; WHO 2001).

The case for a coordinated pharmaceutical strategy is particularly strong in Canada, where
policies critically important for managing pharmaceuticals are controlled by different levels of gov-
ernment. Canadian provinces hold primary responsibility for healthcare delivery, educating and
licensing health professionals, and coverage of pharmaceuticals. Few of these provincial policies
are coordinated, either through agreements between provinces or through agreements between
provinces and the federal government. As a result of this lack of coordination — and, arguably, as
a result of the significant differences in the size and wealth of provinces — the accessibility, use and
cost of medicines varies considerably across Canada (Daw and Morgan 2012; Morgan et al. 2013).

The federal government in Canada holds limited responsibility for drug coverage — it
provides drug coverage for select populations that account for just 2% of total prescription
drug costs in Canada (CIHI 2015). But the federal government holds primary responsibil-
ity for regulating pharmaceutical products, regulating pharmaceutical marketing and setting
intellectual property rights and related policies. Because such policies affect the availability,
price and use of medicines, those federal policies have been a source of friction with the
provinces, which bear most of the resulting costs (Anis 2000).

It is notable that, starting with the Royal Commission on Health Services in 1964,
national commissions in Canada have consistently recommended reforms to better coor-
dinate pharmaceutical policies and to better integrate them with other components of
the healthcare system (Canada 1964, 1997, 2002a). The Romanow Commission of 2002
recommended that all governments in Canada work together to integrate medically neces-
sary prescription drugs with the Canada Health Act — thereby creating national standards
for universal access to necessary medicines (Canada 2002b). Romanow also specifically
recommended that a National Drug Agency be created to coordinate a wide range of phar-
maceutical policies, including evaluating new drugs, negotiating drug prices and coverage
decisions, monitoring of drug safety and electiveness, and providing information to patients
and healthcare providers (“We Need Romanow’s National Drug Agency” 2003).

Shortly after the Romanow Commission, as part of the 2004 Health Accord, the federal,
provincial and territorial governments agreed to try coordinating pharmaceutical policies through
a National Pharmaceuticals Strategy (Canada 2004). Some promising reforms were launched in
the years that followed, but the strategy ultimately failed. As early as 2009, the Health Council
of Canada declared the 2004 strategy a lost opportunity for much-needed federal and provincial
cooperation — noting that, while federal and provincial governments could reform pharmaceuti-
cal policies in isolation “.. there are [policy] interdependencies and limitations to what individual
jurisdictions can achieve on their own” (Health Council of Canada 2009b).
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The 2004 strategy arguably failed because it lacked a clear vision and plan that
governments were committed to work toward. From the outset, there wasn't a shared
understanding of what the pharmaceutical policies of federal, provincial and territorial
governments were ultimately striving for on behalf of Canadians. Without a clear vision
or goal around which to build the strategy, the list of nine priority elements identified in
the 2004 strategy lacked a coherent structure and overarching purpose; moreover, several
of the core elements of the 2004 strategy amounted to little more than studying policy
problems with few, if any, measurable objectives against which governments’ actions (or
inactions) could be evaluated. Consistent with the notion that there was little shared
vision and commitment, the then federal health minister, Leona Aglukkag, testified
before a 2011 Senate committee that the National Pharmaceuticals Strategy was essen-
tially suspended because “... in order to have a national plan there had to be a national
agreement. There was not always consensus around what that would look like” (Canada
2011). The Health Council of Canada attributed part of the lack of shared vision to the
changes in government that occurred shortly after the 2004 Health Accord and to the
significant disagreement between levels of government regarding the commitment of
resources necessary to coordinate and implement critical policy reforms (Health Council
of Canada 2009a).

The result of uncoordinated pharmaceutical policies in Canada has been more than a
decade of poor system performance. There are examples of promising initiatives and collabo-
rations — such as the establishment of the Pan-Canadian Pharmaceutical Alliance and the
CIHR Drug Safety and Effectiveness Network — but, on the whole, and on the basis of the
experiences of the entire population (rather than select populations covered by targeted poli-
cies), our system lags behind international best practices. Relative to comparable countries,
Canadian patients in most provinces face the most significant financial barriers to filling
prescriptions, the highest annual burden of out-of-pocket drug costs, and the least frequent
prescriber-use of error-reducing drug information systems and e-prescribing tools (Morgan
et al. 2013; Schoen et al. 2012). Canada’s system is also one of the most expensive systems
in the world, resulting in per capita pharmaceutical expenditures that are higher than all
other Organization for Economic Co-Operation and Development (OECD) countries with
the exception of the US (Gagnon 2014; OECD 2014). Paradoxically (given our high level of
pharmaceutical spending), Canada attracts the lowest amounts of pharmaceutical research
among comparable countries (OECD 2012; PMPRB 2014).

Governments in Canada should strive for better outcomes for their citizens — and many
international comparators show that they could achieve better outcomes. Pharmaceutical pol-
icies in the UK, for example, achieve better access to medicines, lower burdens on patients,
more frequent use of electronic prescribing assistance tools and far lower total pharmaceuti-
cal spending (Morgan et al. 2013). Yet, the UK attracts five times as much pharmaceutical
research and development on a per capita basis than Canada does (OECD, 2012) — indicating

that effective pharmaceutical policies are not a threat to local research investment.
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In this essay, we present a framework for a renewed national strategy for pharmaceu-
tical policy in Canada. We developed this framework through a multi-year process that
included reviewing research literature and policy frameworks developed by Canadian policy
makers, by the WHO and by other countries; doing two pan-Canadian surveys of policy
makers (in 2009 and 2014); and holding workshops of the Pharmaceutical Policy Research
Collaboration, a national team of university-based experts in pharmaceutical policy. On
the basis of that work, we propose that a pharmaceutical strategy in Canada be designed
in a manner consistent with WHO guidance and international best practices. We recom-
mend that governments commit to a pharmaceutical strategy that explicitly aims to improve
the performance of the overall Canadian health system and, thus, to improve the health of
Canadians by achieving four, inter-related objectives: universal access to necessary medi-
cines; appropriate prescribing and use of medicines; value for money spent on medicines;
and patient safety.

The importance of strategic policy action on the objective of access to medicines has
been delineated elsewhere (Morgan et al. 2015). In this essay, we provide a broader view
of a renewed pharmaceutical strategy in Canada. This includes “pharmacare” reforms that
provide universal, equitable access to medicines as well as a wide variety of other policy ini-
tiatives that will shape access to medicines and other key dimensions of the performance of
the pharmaceutical component of Canada’s healthcare system. If implemented, this strategy
would offer clear benefits to all Canadians who use medicines, their governments and to

the economy as a WhOIC.

A Clear Vision and Plan

Achieving high performance in pharmaceutical policy requires focus on clear goals and
objectives, awareness of policy instruments and options and understanding of the roles and
interactions of different policy actors (Morgan et al. 2009). The starting place in this is a
shared vision of the aspirations and priorities we have for public policy in the pharmaceuti-
cal sector. Without a vision, we cannot create a strategy — the very definition of which is
“... a careful plan or method for achieving a particular goal” (Merriam-Webster 2016).

According to the WHO, the overarching goals of a national pharmaceutical strategy
should always be consistent with the country’s broader health objectives (WHO 2001).

Our proposed goal for Canada’s strategy, therefore, is that pharmaceutical policies of federal,
provincial and territorial governments should be coordinated in ways that “equitably and
sustainably promote the health of Canadians.”

Stating that a national strategy for pharmaceutical policies should be dedicated to pro-
moting a healthier nation may seem obvious, but it is necessary and will be transformative if
governments across Canada commit to it. It is necessary because, despite being advertised and
sold in ways that may make them appear to be consumer goods, pharmaceuticals are actually
potent but important inputs to formal healthcare. Prescription drugs, in particular, are inex-

tricably tied to the use of other healthcare services by way of their prescription-only status.
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It therefore follows that pharmaceutical polices ought to be coordinated in ways that, first
and foremost, support the goals of the broader healthcare system in which they are situated.

A health-focused vision is transformative because it establishes clear goals for all
governments to strive for when making pharmaceutical policy: equitable and sustain-
able improvements in the health of Canadians. Such a health-centred focus requires
that policy makers, healthcare providers and even the general public see investments in
pharmaceuticals — particularly public investments in pharmaceuticals — in the context of
the broader determinants of health, both for individual patients and for the population
as a whole. This frame of reference will help all relevant actors to identify when medi-
cines are the best approach to improving health and when other investments would yield
greater value. It should also help focus pharmaceutical policy development, coordination,
implementation and evaluation on measurable health-related goals rather than surrogate
measures of system performance — such as the speed of regulatory approval times or the
numbers of medications on a formulary. An explicitly health-focussed national pharma-
ceutical strategy may be particularly transformative in Canada, where the management
of pharmaceuticals used in the community setting — which account for 90% of the
pharmaceutical market in Canada — has not, yet, been fully incorporated into the man-
agement of the rest of the public healthcare system.

A clear health-focused vision will also help balance conflicts with secondary
policy goals in the pharmaceutical sector. For example, a health focus will dictate
strong national policies on drug pricing and affordable access to medicines in an era
where trade agreements often provide pharmaceutical manufacturers greater market
power (Lopert and Gleeson, 2013). Resolving conflicts between different policy objec-
tives does not disregard economic development in the pharmaceutical sector; but it
does imply such objectives should not be pursued at the expense of public health and
patient safety.

Specific Objectives and Strategic Actions
Our guiding, health-centred vision provides an important touchstone, but further objectives must
be delineated if coordinated policy actions are to be selected, implemented, and monitored. Policy
frameworks developed by the WHO and others suggest that Canada should focus on four core
objectives related to the overarching health-centred vision: (1) universal access to necessary medi-
cines; (2) appropriate prescribing and use of medicines; (3) value for money spent on medicines;
and (4) patient safety (Australia 1999; Bigdeli et al. 2014; Morgan et al. 2009; WHO 2001).

As shown in Figure 1 and Table 1, and described in the sections that follow, we propose
strategic policy actions that would help Canada to achieve each of the four core objectives
of the national strategy. Finally, also drawing on WHO guidance, we propose, as an over-
arching governance principle, that pharmaceutical policies be made and implemented in a

transparent fashion, based on routinely collected and reported data on system performance
(Bigdeli et al. 2014; WHO 2001).

HEALTHCARE POLICY Vl.12 No1, 2016 | Pre-Print]



Steven G. Morgan et al.

FIGURE 1. A renewed strategy for pharmaceutical policy, guided by a clear and compelling vision with
supporting policy objectives and actions

Universal, public coverage of
necessary medicines with little
Pan-Canadian supply or no direct patient charges National organization
contracts for universal for safety and quality of
public drug plan medicine use

Objectives

Universal e-Rx and drug
information systems in
all provinces

Price regulations based
on reasonable limits and
economic fundamentals

Vision
Coordinated healthcare and
pharmaceutical policies that
promote the health of Canadians
equitably and sustainably

Evidence-based
substitutions of generics
and biosimilars

Direct government
enforcement of drug
marketing regulations

Streamlined market Publication of all
entry for generics relevant scientific data

and biosimilars . . in regulatory decisions
Life-cycle collection,

assessment and application
of scientific evidence

Governance principle

Pharmaceutical policies should be made and implemented in a transparent fashion, based on routinely
collected and reported data on system performance, by decision-makers who are accountable to the public

Access
The Canada Health Act ensures all Canadians have access to medically necessary physicians’
services and hospital care — including all prescription drugs used in hospital — through univer-
sal, comprehensive, public health insurance. This system of universal health coverage in Canada
does not extend to medications used in the community. Outside of hospitals, prescription drugs
are financed by an incomplete patchwork of public and private drug plans that leaves approxi-
mately 10% of Canadians with no prescription drug coverage at all and a further 11% with
limited drug coverage, requiring them to pay for most of their prescription drug costs out-of-
pocket (Angus Reid Institute 2015; Barnes and Anderson 2015; Daw and Morgan 2012).

The absence of universal coverage of necessary medicines creates significant access
problems. In July 2015, a national survey found that 14% of Canadians reported that they
or members of their household didnt fill a prescription in the past year because of cost. A
further 9% either didn't renew a prescription or skipped doses to make prescriptions last
longer because of cost (Angus Reid Institute 2015). Though there are regional variations in
the rates of cost-related non-adherence to medications — from 19% in Quebec and Manitoba
to 29% in British Columbia — international surveys suggest that all provinces in Canada
experience these problems at rates greater than comparable health systems in Europe and
Australasia (Morgan et al. 2013; Osborn et al. 2014). Research suggests the problem stems
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from inadequate drug coverage, regardless of income level (Law et al. 2012). Lack of access

because of inadequate insurance is associated with significant adverse health outcomes,

including premature death (Booth et al. 2012; Kesselheim et al. 2015).

TABLE 1. Details concerning suggested elements of a renewed strategy for pharmaceutical policy in Canada

Policy objectives

Access: All Canadians
have equitable access
to medically necessary
prescription drugs
without financial

or other barriers

Strategic policy actions

Universal, public coverage of medically necessary
prescription drugs by 2020

Fair, transparent and evidence-based system of determining
which drugs are covered under a universal drug plan
Coordinated procurement policies as per value
objective of renewed National Pharmaceduticals Strategy

Guiding vision: Coordinated federal, provincial and territorial pharmaceutical policies that work with other healthcare policies to promote
equitable and sustainable improvements in the health of Canadians

Policy actors

Provinces as administrators

Federal government to enable and ensure
national standards

Relevant agencies (e.g., Canadian Agency
for Drugs and Technologies in Health)

Appropriateness:
Medications are
always prescribed and
used in accordance
with best evidence
concerning risks

and benefits

Government to take direct responsibility for enforcing
regulations concerning the promotion of medicines
Completion of population-based electronic prescribing
and drug-information systems in all provinces by 2020
Establish or designate a national organization to
coordinate initiatives regarding quality of medicine use

Health Canada for regulatory enforcement
Canada Health Infoway and provincial

and federal governments for electronic
prescribing and information systems

New national agency or mandate
expansion for existing agency for
coordination of intiatives

Value: Prescription
drugs are competitively
priced and represent
value for money as
used within Canada’s
universal healthcare
system

Pan-Canadian price and supply contracts for patented
drugs covered under the universal public drug plan
Streamline market entry for generics and biosimilars
Modernization of pharmaceutical price regulations to
include non-patented medicines and reasonable price
limits based on economic fundamentals

Arm’s-length agency for supply contracts,
with representation of patients, health
professionals and governments

Federal government for streamlining generic
and biosimilar entry

Regulatory and mandate changes for
Patented Medicine Prices Review Board

Safety: Prescription
drugs are only licensed
when proven to offer
benefits that outweigh
harms for the patients
that use them

Publication of all relevant scientific data concerning both
positive and negative regulatory decisions

Life-cycle approach to collection, assessment

and application of scientific evidence

Health Canada for regulatory policy

and transparency

Provincial governments for collecting

and making available real-world data
Federal government for enabling timely
analysis and publication of real-world data

Governance principle: Pharmaceutical policies should be made and implemented in a transparent fashion, based on routinely collected and
reported data on system performance, by decision-makers who are accountable to the public

To ensure universal access to necessary medicines, several national commissions on

healthcare in Canada have recommended that federal, provincial, and territorial governments

implement a universal, public drug plan that brings medically necessary prescription drugs into
Canadass single-payer healthcare system (Canada 1964, 1997, 2002a). In 2015, a universal “phar-

macare” system involving little or no direct charges to patients (to ensure covered prescriptions are

accessible without financial barriers); a national formulary (to achieve equitable, evidence-based

coverage across provinces); and a transparent, pre-defined budget (to ensure sustainability and
g p P p g Y

efficiency vis-3-vis other investments in healthcare) was endorsed by over 280 university-affiliated

experts in healthcare policy and clinical practice from across Canada (Morgan et al. 2015).

Not every medication should be covered under such a universal pharmacare plan in

Canada — nor is every medication covered under comparable systems worldwide. Reasonable

limits need to be set — and they should be set through transparent, publicly accountable
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coverage decision-making processes. However, if the selection of medications to be covered
under such a program is guided by public health goals and the best available evidence, a
universal pharmacare system will not only contribute to the access objective of a national
pharmaceutical strategy; it could also contribute to other core objectives, including
appropriateness and value for money.

In a manner similar to contributions toward the cost of provincial health insurance pro-
grams for medical and hospital care, federal contributions to the cost of universal pharmacare
could help all provinces to afford to participate and to ensure that all provinces provide
coverage that meets national standards (Morgan et al. 2015). Although such a pharmacare
program would change both the federal-provincial and private-public mixes of prescription
drug financing in Canada, research has shown that a universal public drug plan could reduce
total prescription drug costs by billions of dollars per year (Gagnon 2014; Gagnon and
Hebert 2010; Morgan, Law et al. 2015).

Appropriateness

There is good evidence that the quality of medicine use in Canada could be improved. In
2013, more than one in three Canadians (37%) over age 65 filled at least one prescription for
medicines believed to pose unnecessary risks for older adults — at a total direct cost of over
$400-million for prescriptions alone (Morgan et al. In Press). Such prescribing has negative
impacts on patient health and health system demands. It is estimated that one in six hospi-
talizations in Canada could be prevented if prescription drugs were prescribed and used more
appropriately (Samoy et al. 2006).

There are many causes of inappropriate medication use, including too much reliance on
information from drug companies, pressure to prescribe from patients and peers and cultural
expectations that may bias assessments of the risk and benefits of treatments (Cullinan et al.
2014; Hoffmann and Del Mar 2015; Mintzes et al. 2013; Spurling et al. 2010). Strategies to
address inappropriate medication use therefore need to be multi-faceted and coordinated to
respond to all those factors. They also need to be sustained over time (Sketris et al. 2009).

Canadian efforts to improve the quality of prescribing have historically been fragmented,
but show growing potential for a coordinated national effort. A number of promising ini-
tiatives promoting appropriate prescribing have been led by provinces, some with shared
support through national agencies (Sketris et al. 2009). Physician leaders are also taking
action through a Canadian chapter of the Choosing Wisely initiative to inform doctors
and patients about overuse of certain prescription drugs and diagnostic tests (Levinson and
Huynh 2014). Further, Canada Health Infoway has helped provinces develop infrastructure
for prescription monitoring and surveillance and the federal government has funded work to
develop a national strategy on prescription drug abuse (Smolina et al. 2016).

More can be done to improve prescribing appropriateness through a coordinated national
strategy. At the federal level, Health Canada could better limit unwanted effects of commer-

cial marketing activities by taking more direct responsibility for enforcing existing regulations
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concerning the promotion of medicines to patients and to professionals, ending self-regulation
by industry (Lexchin and Mintzes 2014). Similarly, more stringent rules on conflicts of interest
at Canadian teaching hospitals and universities would help to ensure future health profession-
als are trained based on best available evidence rather than commercial influences (Rochon

et al. 2010; Shnier et al. 2013); further, legislated disclosure of financial ties between health
professionals and the pharmaceutical industry, as is now done in the US, would increase trans-
parency and help to mitigate the effects of conflicts of interest of practicing health professionals
(Boozary and Lexchin 2014). Taking such actions at a federal level would protect institutions

— and, indeed, provinces — from the threat of investment-related repercussions should they
enact such policies at a local level. Though such threats would not necessarily be credible, they
can place significant pressures on local decision-makers and thereby limit regional actions to
address known pharmaceutical policy problems (Morgan and Cunningham 2008).

At the provincial level, governments can improve patient and professional education and
engagement in matters related to quality of medication use. To provide foundational support
for the monitoring and evaluation of prescribing practices and outcomes, all provinces should
commit to timely completion of population-based electronic prescribing and drug informa-
tion systems. Such systems can be used to alert pharmacies to potential interactions between
different prescriptions for the same patient and to notify authorities of problematic and poten-
tially fraudulent medication use; furthermore, if well designed, such systems can also be used
to provide real-time clinical decision support, including flagging potential dosing errors and
providing evidence-based, point-of-care treatment recommendations (Smolina et al. 2016).

Collaborations between provinces and the federal government on prescribing appropri-
ateness will require administrative and operational support. This will likely require a new
national agency — or an expanded mandate of an existing agency — to coordinate quality
improvement initiatives. The role of NPS MedicineWise within Australia’s national strategy
for quality use of medicines is one example of how a national agency can help ensure that
quality improvement initiatives can be developed, implemented and evaluated across a diverse
federation (Australia 2002; NPS MedicineWise 2015). All regions in Canada would benefit
from a dedicated agency that pooled capacity to mount and evaluate quality-improvement

campaigns — even if such campaigns are to be delivered by provinces and territories.

Value

A system to provide equitable access to necessary healthcare — including prescription drugs — must
be designed to be financially sustainable; otherwise, health-related goals will not be achieved in

an equitable and ongoing way. Given that Canadians will spend approximately $30 billion on
prescription drugs in 2016, it is important to ensure that medicines are priced competitively and
only used when they represent value for money relative to other means of promoting the health of
patients and the population as a whole. Unfortunately, Canada’s current approach to managing
pharmaceutical expenditures is fragmented across jurisdictions and between public and private

sectors in ways that limit our capacity to control prices and encourage cost-effective medication use.
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At every level, current and past efforts to control the cost of pharmaceuticals in Canada
have been hampered by fractured jurisdiction and lack of coordination. The federal govern-
ment regulates only patented drug prices, and only on the basis of comparisons to official
“list” prices of medications in a handful of other countries. Provinces, minus Quebec, have
been negotiating drug pricing collectively through the Pan-Canadian Pharmaceutical Alliance
since 2010, and Quebec and the federal government have recently joined those negotiations.
However, even when all governments participate in a negotiation, it applies only to public
drug plan purchases — which cover less than 50% of prescription drug expenditures in every
province (CIHI 2015) — and only in the jurisdictions that actually implement the negotiated
agreement. That limits governments’ bargaining power and the extent to which negotiated
prices apply, as uninsured patients are powetless to negotiate better prices from suppliers and
even private insurers are ill equipped to manage pharmaceutical costs (Gagnon 2014).

Although many Canadians have private drug coverage, the insurance companies offering
those plans lack the financial incentives, negotiating capacity, and clinical authority neces-
sary to effectively control prices and manage the allocation of expenditures across competing
demands for healthcare. Not only are private insurers isolated from the management of the
rest of the healthcare system — and thereby in a limited position to weigh the total costs and
benefits of use of medicines vis-d-vis other healthcare services — they are also providing an
insurance product that is most commonly purchased as part of complex labour negotiations
in which the perceived generosity of the coverage is critical (O'Brady et al. 2015). These
characteristics of private drug insurance (in the context of Canada’s public healthcare system)
result in extraordinary waste: private sector analysts estimate approximately $5 billion per
year spent by employers on drug benefits is wasted because private drug plans are not well
positioned to manage drug prices, cost-effectiveness, or the prescribing and dispensing deci-
sions of Canadian health professionals (Express Scripts Canada 2015).

Unfortunately, governments cannot simply step in to help uninsured patients or private
insurers to obtain better prices without including them within the publicly managed drug
coverage system and related price negotiations. The primary reason for this is that negotiated
drug prices are now routinely kept secret in the modern pharmaceutical market because so
many nations — including Canada — have historically regulated drug prices based on what
manufacturers charge in other countries (Docteur et al. 2008; Seiter 2010; Vogler et al.
2015). In response to this practice, brand-name pharmaceutical manufacturers now artifi-
cially inflate the list prices of their medicines worldwide; then, instead of giving every country
the same price reductions offered to those with effective negotiating power, pharmaceutical
manufacturers now simply do price deals in secret with individual countries (Morgan et al.
2013b). This means that governments in Canada cannot simply lower the publicly available
price paid by everyone in the country — including private insurers — because manufacturers
would then have to give that lower price to countries around the world.

The net effect of Canada’s fragmented pricing and expenditure management policies

is higher total spending on pharmaceuticals than any comparable country with a universal
g P gonp Y p y
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healthcare system (OECD 2014). Significant improvements could be made by aligning cov-
erage of medically necessary prescription drugs with Canada’s universal, public healthcare
system to consolidate purchasing power and to provide providers, managers, and citizens
with better incentives to carefully weigh the benefits and costs of pharmaceutical and non-
pharmaceutical treatment options.

It is simple economic logic that purchasing power would be maximized through the crea-
tion of a pan-Canadian single-payer system for medications selected for universal coverage.
Such a system would both provide sizeable and predictable rewards to manufacturers who
price competitively and protect patients from paying list prices inflated by the world-wide
practice of secret price rebates. It is also simple economic logic that a program integrated with
the management of medicare — including the collection and analysis of linked health data-
sets — would improve the capacity of all provinces and territories to employ evidence-based
risk sharing policies. These policies could set rebates on drug prices according to the rate and
appropriateness of the use of the medicine under the drug plan and, in some cases, according
to the actual impacts of the drug on patient health outcomes (Morgan et al. 2013a).

Whereas confidential rebates are needed to obtain competitive prices for patented medi-
cines in today’s global pharmaceutical market, more transparent tools are needed to secure
better generic drug prices. The process by which generic manufacturers currently gain access
to the Canadian markets involves uncertainties — and costs — not faced in comparable markets
(Grootendorst et al. 2012). A pharmaceutical strategy that included a commitment to streamline
market entry by removing unnecessary barriers to generic entry would improve market access for
generic competitors and thereby increase the effectiveness of other policies designed to obtain a
more competitively priced and secure supply of generic drugs in Canada.

Once on the market, generics are currently priced in ways that allow retail pharmacies to
collect sizable rebates from generic manufacturers without passing those rebates on to payers
(Competition Bureau 2007; Law and Kratzer 2013). These secret rebates for generic drugs
do not benefit patients, government drug plans, or private drug plans. In contrast, competi-
tive tendering processes under a universal drug plan would achieve much more transparent,
competitive prices for the public system — with estimated savings on the order of 50% or
more of current generic drug prices (Beall et al. 2014; Gagnon 2014; Law and Morgan 2011;
Morgan et al. 2007). Supply contracts for generic drugs can even be designed to limit the risk
of drug shortages and sudden price increases (Gagnon 2012; Gagnon 2016; Morgan 2013a).

With patents now expiring on many high-cost biologic drugs, similar evidence-based
licensing, purchasing and reimbursement policies should be applied to biosimilars — compet-
ing versions of off-patent biologic drugs (Renwick et al. 2016).

Finally, despite the importance of negotiated contracts as a means of controlling prices,
recent cases of extraordinary pricing of both patented and non-patented drugs suggest that
regulatory policies may still be needed to prevent abuse of market power in the pharmaceuti-
cal sector (Bach 2015; Carrier and Kesselheim 2015). To this end, a renewed national strategy

for pharmaceuticals should include a commitment to modernize Canada’s price regulations,
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which should apply to patented and non-patented medicines alike. It will be important for
Canada to work with other countries to establish regulations on drug prices that are grounded
in economic and ethical fundamentals concerning the balance between consumer protection and

investor rights, access to medicines and incentives for innovation (Bach 2015; Vogler et al. 2015).

Safety

Efforts to ensure new medicines generate greater benefits than harms for patients mean that
all medications are subject to regulatory review before they come to market and monitoring
afterwards. This work is of paramount importance to public health because, while patients
suffer if they cannot get effective treatments, patients who experience unwanted side effects
of medicines also suffer, sometimes irreversibly, from harms that medications can cause.
Biological factors ultimately drive the effects of drugs on patients; however, measurable
policy process factors — including regulatory rigour, scientific transparency, and outcomes
monitoring — all work to minimize harms.

Unfortunately, there is evidence to suggest that Health Canada may currently be erring
too much on the side of expedited access to medicines of promising but unproven potential
to safely and effectively improve patient health. Out of 345 new active substances that were
approved between 1997 and 2012 and evaluated for their therapeutic benefits by independ-
ent organizations, 91 were given priority reviews. Only 52 of them, however, were judged to
be therapeutically innovative (Lexchin 2015). In addition to this tendency to grant priority
reviews to many drugs that are comparable to others on market, drugs having received a pri-
ority review in Canada have a 34% chance of acquiring a serious safety warning compared to
just under 20% for those given standard reviews (Lexchin 2012).

The federal government has made some improvements in regulation with the passage of
the Protecting Canadians from Unsafe Drugs Act, known as Vanessa’s Law. This law gives the
government a number of powers Canadians likely thought it already had: i.e., the power to
initiate mandatory recalls of unsafe drugs, to compel manufacturers (and others) to provide
safety information, to impose conditions on market authorizations and to compel compa-
nies to revise labels to clearly reflect health risk information (Herder et al. 2014; Hohl et al.
2015). Despite these improvements, more needs to be done.

A national strategy that included commitments to routinely collect, assess and publish
scientific information about drug safety and effectiveness throughout the life-cycle of pharma-
ceutical products would provide critical information to regulators, healthcare providers and
patients. This commitment to transparency would begin even before drugs come to market,
as exemplified by the European Medicines Agency, which makes all clinical trial data pub-
licly available (Bonini et al. 2014). Greater transparency can even help manufacturers because
access to de-identified data from trials can help all manufacturers to increase the efficiency
of drug development by reducing unnecessary duplication of efforts (Eichler et al. 2013).
Moreover, greater communication about clinical trials — even before they are conducted — can

help to design trials that meet not only the regulator’s information needs but also those of
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clinicians, patients, and managers of the healthcare system who ultimately determine how
quickly and often new products are used in clinical practice (Backhouse et al. 2011).

Because the needs for scientific rigour and transparency continue over the life course
of a medicine, a national strategy for pharmaceutical policy in Canada should include com-
mitments from federal and provincial governments to monitor the use and safety of all
prescription drugs on the market (Lemmens and Gibson 2014). No one jurisdiction in
Canada has the population size and technical capacity to effectively monitor all of the poten-
tially important indicators of drug safety and effectiveness. Thus, a national strategy is
needed, whether through a centralized repository or distributed data analysis network — such
as the Drug Safety and Effectiveness Network of the Canadian Institutes of Health Research.
Commitment to these safety measures is needed because the quality of the science relies on
the quality of the drug and linked health data collected and made accessible for analysis. To
ensure valuable information is generated from the data in a timely and appropriate manner,
the federal government could assist provinces to complete the implementation of required
data infrastructure, standardize data systems for meaningful secondary uses and develop

the scientific capacity needed for a pan-Canadian approach to drug safety surveillance.

Governance

The final ingredient for effective national pharmaceutical policies is good governance. The
form of governance required begins with buy-in. Though many national and international
reports and commissions have recommended that Canada strive for a system that provides
universal access to safe, affordable, and appropriately prescribed medicines, failure by federal,
provincial, and territorial governments to clearly commit to those goals has resulted in poor
pharmaceutical policy performance in Canada.

It is important to note that the failure of federal and provincial governments to agree
to clear goals for pharmaceutical policies does not necessarily imply that the majority of
Canadians would not agree to a clear set of goals and objectives for such a system. Students
of healthcare policy in Canada will know that different levels of government in Canada occa-
sionally cling to notions of jurisdictional autonomy and independence, which can impede the
development of a national strategy in this sector — despite the potentially significant benefits
of a strategy for Canadians in every region of the country.

Thus, whether through the new federal, provincial, and territorial working group, or
through another mechanism, Canada’s policy makers can take the first step to good gov-
ernance in pharmaceutical policy by identifying and committing to a clear vision and set
of logically related policy goals for federal, provincial, and territorial policies in this sector.
Governments must develop and commit to their own vision and plan if a strategy is truly
going to be transformative. And they will need to do so with input — throughout the pro-
cess — from key stakeholders, including the Canadian public, health professionals and health
system managers. We believe that the model presented in this essay is a good place to start

related deliberations and consultations.
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Once a vision for a country’s pharmaceutical strategy is identified, the WHO recommends
that governments commit to transparency and accountability throughout the policy process,
including listening to stakeholders and engaging citizens in its development (Bigdeli et al. 2014;
WHO 2001). To do this requires investment in the collection, analysis, and publication of
data on the performance of pharmaceutical policies — including public opinion data as appro-
priate. Measuring progress in this way will not only help keep policy makers accountable but
also allows for ongoing policy adaptation and improvement. In this way, clarity of the policy
vision and measures of accountability creates a virtuous circle: it helps to identify truly strate-
gic actions to be taken, provides compelling grounds for those actions and thereby buttresses
policy makers against political pressures to divert from the strategic course. In a federation
like Canada’s, that collective commitment to a clear, transparent plan may have tremendous

advantages in a sector, like this one, where coordinated actions are in the collective interest.

Conclusion

Royal commissions in Canada have long recognized the need for more coordinated pharma-
ceutical policies in Canada. The 2004 National Pharmaceuticals Strategy was the first explicit
attempt of federal, provincial and territorial governments to do this. Unfortunately, that
attempt at coordinating policies failed to be transformative because it lacked clear vision, logi-
cal planning and commitment from federal and provincial governments. The result has been
continued poor performance of the pharmaceutical component of Canada’s healthcare system.

Building on international frameworks for drug policy, we have provided a framework
for Canada that could form the basis for a clear, compelling, and transformative strategy for
coordinated pharmaceutical policy in Canada. The framework uses an overarching public
health vision to identify a logical set of interrelated, measurable objectives to be pursued by
policy actors throughout the system and across jurisdictions.

With those objectives in mind, we have suggested a variety of strategic policy actions that,
if implemented in an integrated fashion, would help meet the objectives of access, appropriate-
ness, value, and safety; and, in so doing, they would support the overarching goal of improving
the health of Canadians through coordinated pharmaceutical and health policies.

Whether or not one accepts the overarching, health-focused vision of the strategy out
lined above, it is clear every government’s actions — and inactions — on policies within their
jurisdiction will have significant effects on interrelated pharmaceutical sector outcomes and,
thus, overall health system performance. With a new health accord in negotiation, the pros-
pect for a new strategy on pharmaceutical policy is high. To make transformative change
happen for the better, leaders in federal, provincial and territorial governments will have to
delineate a logical framework for coordinated policy action to achieve desirable policy goals
and objectives. Moreover, they will need to embrace cooperation, coordination, and account-
ability rather than historical patterns of autonomy and apathy in pharmaceutical policy.
Thus, what is needed now is political leadership — at all levels of government — to define

and commit to a clear and logical pharmaceutical strategy on behalf of all Canadians.
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