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The US (and ROW by extension)
oharmaceutical market

* Almost entirely artificial (through government policy)

e But ‘free’:
* Companies can select what they develop and how much they charge
* Policy efforts to direct market work well, but often misguided

* Central element of the market — time limited period of unconstrained
pricing
 Competition then drives down prices

* There are lots of fancy ‘solutions’, but few solve the key problem
* Market increasingly inefficient on every margin



The Reward Box: Monopoly pricing for
pharmaceuticals over time
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21st Century Cures Act (2016)
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Orphan Drug Act of 1983
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Innovation (i.e. ‘new drugs’) increasingly narrow

Drug Approvals by Indication
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Innovation is mostly followers*

* Investment in ‘innovation’ is about expected returns p?:tl.(e
e v
* Research success more likely when other drugs in category 2.6%

Example of ALK inhibitors in lung cancer

Year
2011
2014
2015
2017
2018
2022 --

Crizotinib

e Lung
Ceritinib cancer
Alectinib
Brigatinib
Lorlatinib

Ensartinib, Entrectinib, Belizatinib,
Alkotinib, Foritinib, TQ-B3139,
PLB1003. TPX-0131

*This is not new, history of pharmaceutical industry is in waves: Benzo’s, statins, ACEl’s, opiates,
Immunotherapies, CAR-T, gene therapies
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True innovation represents a fraction of total FDA approvals

Graph 4

Novel Drug Approvals as % of Total FDA Approvals
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‘Innovation’ is not directed at public health

SMA DRUG PIPELINE

MA We're funding and directing research with more breadth and depth than ever before. We know what we need to do to develop and deliver new therapies, which could also work in combination,
to reach our goal of treatments for all ages and types. And we're on the verge of further breakthroughs that will continue fo change the course of SMA, and eventually lead fo a cure.
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Narrow markets are attractive to companies

* For serious illness, more pricing

power

* Medicare, and most insurers, must

cover ALL cancer drugs

* Costs less to buy mkt share
* Fewer high-volume providers

* Smaller sales force

* More concentrated ‘payments’
* (10x S’s per oncologist vs. PCP’s)

e Path of influence more clear

Figure. Medicare Spending on Repository Corticotropin by Mallinckrodt Payment Amount
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Mitchell et al. The Oncologist, May 2021


https://theoncologist.onlinelibrary.wiley.com/action/doSearch?ContribAuthorRaw=Mitchell%2C+Aaron+P

Price to health value declining:
As launch prices rise & older rx prices keep up
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The increasing cost of cancer drugs. The exponential increase in drug prices is not unique to cancer.

Graph1

Monthly and Median Costs of Cancer Drugs at the Time of FDA T

Approval, 1965-2022 Gross Monthly and Median Prices of Non-Oncology Drugs at the
Time of FDA Approval,1990-2022
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High prices for innovation is failing

Pay high prices to get companies to
invent future treatments we need

But also, pay high prices for that future
treatment

Which means we can’t get it, even
though we need it

You see where this 1s going ....
: WA 2

o If

prices must keep rising to keep

innovation going ... we are at point of
diminishing returns
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Figure 2: Price per life year gained versus approval date

-T§ﬂ2

Source of survival benefit:
® Trial, overall survival
& Trial, progression-free survival A
O Modelling study

b

=
|

Price per life year
Ly
=
|

I I I T I I T T I
1996 1998 2000 2002 2004 2006 2008 2010 2012 2014
Approval date

The best fit line is: Price per life year gained = $34,100 + $8,500 x Approval year.

Approval Year = 0 for 1995, 1 for 1996, etc. For purposes of display, we re-coded one value
from SE02, 000 to S400.000.

Source: Authors



They have monopolies, we know what to do
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Thank you
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