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Key Points

e Excessive drug prices distort the allocation of public resources, putting fair
and sustainable health care systems at risk.

e Public and private sector actors have different societal roles that can be in
conflict. Structural factors at the PMPRB consultations, and now within the
PMPRB board, favour the private sector.

Patient advocacy groups with funding from the pharmaceutical industry have

intervened to challenge the PMPRB’s initiatives to control drug prices,

repeating industry claims that patients will suffer if prices are controlled,
when the evidence does not support these claims. To ensure the PMPRB’s
work is based on evidence, the agency must be free to challenge dubious
claims, whether made by the industry, patient advocates, and other
intervenors.

The PMPRB needs to reinforce and act on its mission, which is to

effectively cap Canada’s excessive drug prices.
Background

This submission incorporates and expands on material from my roundtable
presentation on December 5.1 I receive no funding from the pharmaceutical
industry and none of the projects I work on are industry funded.

My interest in drug policy began with my first cancer diagnoses 35 years
ago. Professionally, I have worked as a journalist, an academic, and a cancer
patient advocate. My current work combines all these roles. As a patient advocate
in the 1990s, I argued that patients should have a voice at public policy tables. For
two decades I have studied and written extensively about partnerships between
patient advocacy groups and pharmaceutical companies, and the policy
implications of these alliances. This interest informs my engagement with the
PMPRB and drug pricing.?

Six years ago, I joined with a group of colleagues from across the country to
form [ndependent Voices for Safe and Effective Drugs (IVSED). We became
regular intervenors® supporting the PMPRB regulations and the proposed
guidelines because we were dismayed at the lack of public sector intervenors
arguing that Canada’s high drug prices must be reined in. Our drug prices have
long been the 3™ highest in the world; I understand we’re now in second place.

Unfairly priced drugs prices are obviously a problem to the people who need
effective medications and can’t afford them. But beyond those affected directly, all
Canadians have a vested interest in a publicly funded healthcare system that is fair



https://www.ivsed.org/

and sustainable. Excessive drug prices distort the allocation of public resources
throughout the health care system.

“Stakeholders,” Partnerships, and the PMPRB consultations

My comments are primarily addressed to Theme 6 of the scoping paper, the
PMPRB’s engagement with “stakeholders who are not rightsholders.” I find the
term and concept of public intervenors as “stakeholders” both misleading and a
source of problems in the PMPRB’s efforts to engage with the broader public. 1
would urge everyone at the PMPRB to read a short article called “Banishing
Stakeholders,” by Joshua Sharfstein.* Dr. Sharfstein is a former senior
administrator at the U.S. FDA. He writes that, in health policy, a catch-all phrase
like “stakeholder” obscures the uneven landscape by putting lobbyists and
representatives from industries with a financial interest in health policies on the
same footing as those advocating for the public interest. His critique recognizes
that the public and private interest in health represent two different value systems
that are sometimes in conflict. Advocates for the private interest also have vastly
more resources than most advocates for the public interest. As participants in the
turbulent process about the PMPRB Guidelines over the past years, my colleagues
and I, who participated as unfunded volunteers, felt this false equivalence keenly.

Dr. Sharfstein describes the rise of a “stakeholder management” industry that
counsels health policy makers in how to “make stakeholders happy.” But the
purpose of good health policy is not to please stakeholders, but to “advance the
health of the public at reasonable cost.”

Lawyer/ethicist Jonathan Marks, takes up this misalignment in his book 7#e
Perils of Partnership.® Governments, including ours, have blurred the boundaries
of public and private interests, with a policy culture that encourages partnerships
between private corporations and the agencies tasked with regulating them.

Marks argues that these partnerships inevitably weaken public health policy,
because the core responsibility of government health agencies is to actively guard
the public health. To do this, public health agencies may have to engage in struggle
and even direct conflict with private companies — whose core responsibility is to
sell their product and make profits for shareholders. Engaging in conflict with the
private sector is not about demonizing industry. It simply recognizes that both
parties have responsibilities that are fundamentally at odds; the private sector has
enormous resources and deploys well-honed profit-seeking strategies.

The partnership culture that Marks warns of is alive and thriving in Canada’s
health system. I was dismayed at the appointment of individuals from the private
sector to the two top positions on the PMPRB board. Echoing Jonathan Marks: this
is not to discredit PMPRB chair Thomas Digby, or vice-chair Anie Perrault. But I
don’t to see how the PMPRB can engage in the struggle necessary to bring down



Canada’s drug prices when this means confronting colleagues in the
pharmaceutical and biotech sectors.

Research on Patient Advocacy Groups and Pharma Partnerships

Patient advocacy groups (PAGs) are also part of the partnership culture.
Partnerships between patient groups and pharma companies are central to my
research and advocacy. Scholarly and journalistic accounts of these partnerships
are now extensive, and the findings are consistent — and concerning. PAGs have
become a powerful force in shaping drug policies throughout the high-income
world®; most now accept funds from pharma companies,’ some have staff and
board members who worked or currently work for pharma companies,®
transparency about the relationships is inadequate.®

The position that industry-funded groups take on drug pricing generally
reflects a belief that drugs should be subject to the free market, while the groups
that do not accept funds from the industry see drugs as a public good: prices must
be controlled to protect health systems and to ensure all patients that need them
have access to beneficial drugs. Groups funded by the industry intervene regularly
in drug policy arenas to support the industry’s free market goals, including the
right to charge what the market will bear for pharmaceuticals.

Industry-funded patient advocates give two reasons for opposing policies
that could curtail drug profits:

a) that drug companies need large profits to provide innovative new

therapies; and

b) that government price negotiations will cause companies to delay

launching their drugs in that country, or even to refuse to market their
drugs in that jurisdiction.
As American physician and ethicist Carl Elliott points out, when patient advocates
speak about the high cost of research and development, and delays in new drug
approvals, they are simply repeating *“ pharmaceutical industry talking points that
date back to the 1970s.”%

In the U.S., the industry’s most lucrative market, patient advocate David
Mitchell last year called out the industry’s use of these tired arguments to oppose
government attempts to control American drug prices through the Inflation
Reduction Act. Mitchell, who has multiple myeloma, founded Patients for
Affordable Drugs Now, a group that does not accept funds from pharmaceutical
companies. In an August 2022 letter to Congress, he responded to the claims of
PhRMA, the U.S. pharmaceutical industry’s lobby arm, that price regulation would
cripple innovative research on cancer drugs and cause companies to stop marketing
new drugs in the U.S. Mitchell pointed out that, of the 356 new drugs the FDA
approved from 2010 to 2019, all 356 were based in part on research paid for by



taxpayers. And he called it “silly” to suggest drug companies would not stop
marketing drugs in the largest market in the world with the highest prices in the
world. !

In Canada, the play of free market versus public interest ideology was plain
in the patient advocacy of two Canadian advocacy groups regarding the drug
Procysbi, used to treat the rare condition cystinosis. The company Horizon priced
Procysbi, with the active ingredient cysteamine, at over $300,000 for the Canadian
market of approximately 100 patients. Horizon’s decision to market Procysbi in
Canada blocked the availability of Cystagon, an almost identical drug that had
been available for $10,000 per patient per year through the federal Special Access
Program. Erin Little, whose daughter was being treated with Cystagon, and who
founded the group Liv-A -Little Foundation with her husband Chad, protested the
price of Procysbi, despite the Ontario government agreeing to cover the cost,
saying, “We must have higher expectations for pharmaceutical companies than
price gouging patients and, more importantly, taxpayer dollars.” By contrast,
Durhane Wong-Rieger, the CEO of the Canadian Organization for Rare Disorders
(CORD) said she did not think patient advocates have a responsibility to publicly
pressure drug companies to lower their prices. Liv-a-Little Foundation is
independent of the pharmaceutical industry while the Canadian Organization for
Rare Disorders (CORD) receives funding from more than two dozen
pharmaceutical companies, including Horizon.'? In September 2022, the PMPRB
ruled that Procysbi’s price is excessive. Horizon was directed to reduce the price of
Procysbi and to pay over $22 million to the Receiver General of Canada.’®

Patient advocacy groups sometimes support price controls on
pharmaceutical drugs, but rarely unless they are independent of the industry. These
groups are the minority, they have limited resources, and their voices are easily
dominated by those of industry-funded groups. The result is a dominant narrative
that claims lower prices will harm patients, despite weak or absent evidence.

What do Canadian PAGs think of drug Prices in Canada?

Based on the extensive literature on patient advocacy groups, I wasn’t
surprised to see the extent to which patient advocates opposed and even attacked
the PMPRB. Yet I’'m concerned: a less engaged observer might well conclude
that patient advocates in Canada don’t think our high drug prices are a problem.

But does their public advocacy reflect their actual views? Last May, an
organization called Patient View, based in the UK, released its most recent report
on what PAGs in Canada think of the pharmaceutical industry. Patient View
conducts annual surveys of patient groups around the world, asking what they
think about pharmaceutical companies. Last year they surveyed 122 patient groups
in Canada, 93% of whom worked with pharma companies. Participants — who



could respond anonymously -- rated pharma companies on 14 scales, including
whether the companies had “Fair Pricing Policies.” Of the 14 activities rated, ‘fair
pricing policies’ ranked dead last. Only 20% of the 122 groups said pharma’s
pricing policies were “good or excellent.”?®

» How good or bad the pharma industry was at

carrying out specific activities, Canada, 2022
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Patient View’s press release discussed the recent events at the PMPRB. It
said high prices and access to medicines were the “predominant worries” for
Canadian patient groups. A national respiratory-conditions patient groups is quoted
as saying, “Stop fighting the PMPRB changes, and focus on bringing actual
innovation to the table.” Curiously, these concerns aren’t reflected in the industry-
funded patient advocacy group submissions to the PMPRB, or in media comments
by leaders of patient groups.

Trikafta, Patient Advocacy in Canada, and Canadian Drug Spending

The most dramatic example of patient advocate opposition to the PMPRB
concerned the drug Trikafta, for cystic fibrosis, a new entry to the Canadian market
in 2021 and a prime example of a drug that merited public discussion of price.
Trikafta is highly effective; however, Vertex, the company marketing the drug,
garnered international headlines for pricing the drug at over U.S.$300,000/patient
per year.’® One research team estimates the cost of production at U.S. $5,676 per
year.!’

Internationally, while cystic fibrosis groups protested Vertex’s pricing, citing

the company’s “staggering profits of $9 billion in 2022from CF product
revenues,”*® patient advocates in Canada instead attacked the PMPRB’s proposed



Guidelines, which Vertex initially cited as a reason not to bring the drug to Canada.
This claim was as silly as companies claiming they would abandon the U.S. market
if the U.S. used the Inflation Reduction Act to lower drug prices south of the
border. Of course, Vertex would market Trikafta in Canada, and they did, but not
until they had garnered headlines knocking the PMPRB as a threat to vulnerable
patients. Yet instead of calling the company’s bluff, advocacy groups joined the
attacks on the PMPRB, even intervening to support the industry’s case against the
PMPRB in Quebec Superior Court and the Quebec Court of Appeal.*®

Every province and territory in Canada now funds Trikafta, as they should.
But is Canada paying a “reasonable” price? I don’t know if Canadians are paying
more than other countries. But the advocacy of patient groups here surely
undermined the ability of provinces to bargain for a fair price. And the latest CIHI
report states that Trikafta was the top contributor to increased spending by public
drug programs in 2022.2° At $225 million, spending on Trikafta accounted for
roughly 25% of the increase in public drug spending last year.

Towards improved PMPRB engagement with the Public

If the PMPRB wants to engage with members of the public who are concerned
about drug prices, the agency needs to revamp its consultation process to recognize
that we are not all on an equal footing.

e Require all participants involved in public engagement to declare their
financial and personal relationships to the pharmaceutical industry and
exclude submission from groups that fail to reveal their conflicts.

e Arrange regular meetings with public interest groups independent of the
industry and industry-funded groups.

= Provide funds to groups representing the public interest that do not receive
industry funds if they intend to intervene on PMPRB policy.

= Take steps to ensure that any advisory committees, round tables, and
meetings are publicized to public interest groups independent of pharma and
that the PMPRB welcomes the involvement of these groups.

Towards a PMPRB in the public interest

The PMPRB must assert that its mission is not to “make the (industry)
stakeholders happy,” and act accordingly. To reinforce the agency’s mandate -- to
cap excessive prices in the interests of protecting the public health -- PMPRB
board members must be independent of the industry. PMPRB staft should be
barred from revolving door employment with pharma for 3 years.
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