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Author’s Note

Parts of this story were written and published in 2020, a few months
before Covid-19 shook the world’s economy and exposed how central
“healthcare” was, and is, to economic performance. Some details here
have changed since then — people have moved; companies have been
acquired; brands have changed or disappeared — underscoring that any
effort to cast a narrative frame over the tumult we are still living
through is bound to be partial and subject to revision.

But the broad arc of this briefing note, and the entanglement of
anxieties it aims to unpack and connect as one system of thought, is still
contemporary -- unfortunately, the big themes and strategies haven’t

really changed. Which is part of the problem.

We hope you read it in that vein. &
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The bigger problem
with a $4 trillion
economic system that

tolerates stagnation and

celebrates short-term
gains: "innovation
strategies'' designed
around technologies
when they should be
designed around new
economic thinking.

The real innovator’s

dilemma: who innovates

the innovatotrs?

Blue Spoon Consulting®

Market Access Innovation

Value is deeply embedded in particular ways of seeing the world. It is a
subjective concept.

It can be defined in different ways, but at its heart is the production of
not just new products and services, but new outcomes. How these
outcomes are produced, how they are shared across an economic
system, and what is done with the earnings that are created from their
production (reinvestment) are questions that sit at the center of the
discursive war the pharmaceutical industry as a whole is now fighting
with its market around “value-based pricing.”

The health care (and life sciences) industry — particularly in the United
States -- has never followed the rules of conventional economic theory.
The dynamics have always been exotic, the gravitational pull of QALY
and a mathematical paradigm assumes away complexity and human
interaction, and the ability to capture and quantify “value” is based on
the premise that a piece to health (e.g., the drug component) can be
isolated and optimized independently from its environment. The
globally influential Institute for Clinical and Economic Review (ICER) is
a leader in promulgating this view.

Health care products and services ate also unique from normal
consumer goods (say, for example, a refrigerator or automobile), which
are economically inert — their value is known at purchase: what happens
when a pharmaceutical goes “live” and gets used in the real world is
often radically different than what happened in controlled clinical trials
used for regulatory approval and labeling promotion. This implies
experience over an extended period of time (i.c., ‘continuous health
engagement’) is a more accurate logical frame to define, describe and

21

negotiate “value”.

Health happens at a system level, never just one thing, but many
things simultaneously and interactively. If you ascribe to this line
of reasoning, then the entire global health economy (projected to
be $24 trillion by 2040%) can logically be seen as contributing to
outcomes in some fashion — everything is in the “production
boundary” for health. The space of opportunity, then, is for
creative leadership to reshape a $24 trillion economy into new
systems of health production.

Outcomes become markets. “Value” becomes system vision.

As the feature/benefit story of a product — its technical merits — become
less relevant to strategy, less sustainable as a source of advantage and
harder to protect with manufacturing (see, for example, hospitals in
Switzerland dis-intermediating Novartis and Gilead Sciences to handle
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production and lower the cost of cancer cell therapies®), “experience”
embedded in a new system of health engagement becomes the carrier of
value. This shifts the premise — the market reasoning -- for
performance-based contracting; instead of price for an isolated
intervention (i.e., drug), the negotiation moves to a new meta-
narrative about investing in the production of health and public
value.

This Briefing Note helps set the conditions for the “drug” industry to
rethink and reframe market strategy around a new theory of value.

It does so by enabling big new thinking, new concepts and new
capabilities born from a different perspective. The end state is business
leaders armed with new understanding, new positioning and a next
generation of management skills for market innovation.

Strategy is about shaping the future. As long as the field of play is seen
as “drug market,” then the unit of analysis and action will always be
bounded within the context of “drug” pricing. As long as we regard
humanity as separate from nature, understand healthcare and life
sciences as distinct industries, treat public health independently from
economic health, or think of government as an entity apart from ‘the
market’ it regulates, then we shouldn’t be surprised when we fail to build
We have to change the primary exciting new visions for the future.

material conditions for strategy

. . . The old blueprint rules.
and imagination.

If instead we want market innovation, a new narrative with the ability to
inspire and persuade and differentiate, then we have to change the
primary material conditions for strategy and imagination. We have to
start creating with a non-fragmentary worldview, a new connection of
elements where the production of health is the organizing idea for
competition, a new gravity field around which a new system of markets
coheres and evolves as a simultaneous whole.

Said differently, in the next healthcare, ‘outcomes’ is the good being
exchanged, the market forces to intentionally design and use as the basis
for negotiating price based on system value.

Pharmaceutical companies are uniquely positioned to give the global
health economy new direction. By leading and “pricing” based on
system vision, they have an opportunity to become keystones holding

new economies together.

It’s the new master storyline to change the subject.

/ jgs
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What is “Value” in Healthcare?

Not long ago, Humana — a for-profit American health insurance company
(and key account for most pharmaceutical companies) with revenue of $56
billion -- convened some of the healthcare industry’s greatest minds to build
a consensus on the definitions of oft-used but rather nebulous concepts such
as ‘value-based care’ and ‘population health’.

There was just one problem: The experts couldn’t figure it out, either.

Although the participants could find some common ground on what “value-
based payment” is, they couldn't agree when it came to “value-based care.”

The 18 panelists — which included representatives from Humana, the
Robert Wood Johnson Foundation, the Geisinger Health System, the
University of Pennsylvania and Centene Corporation (but did not include
representatives from the pharmaceutical or medical device markets) —
agreed, for instance, that value-based catre should apply to both individuals
and populations and would be determined by measuring outcomes and cost.
But they were divided about whether ‘patient experiences’ should be

Healthcare is defined by highlighted, how to cohere on a standard for outcomes or whether there

groupthink on a staggeringly should be a duration factor in calculating value. “I was actually a little

. surprised,” Meredith Williams, M.D., market president for Humana based in
consequentlal scale. Louisville, Kentucky, told FierceHealtheare. “1 thought there would be more

consensus. It was a very revealing process to all involved.”

Merck and Company encountered a similar static drift trying to
collaborate with the largest payer in the United States to find, and then
presumably advance, common business goals centered on improving patient
outcomes.

During its work with Optum (part of UnitedHealth Group, Optum is a
pharmacy benefit manager and care services business operating across 150
countries in North America, South America, Europe, Asia Pacific and the
Middle East) on a “Learning Laboratory,” Merck and Optum explored
different outcomes-based risk-sharing agreements for drugs it was developing
to prevent Alzheimer’s disease and clostridium difficile (C-diff) infection, an
acute bacterial condition that can be treated in either inpatient or outpatient
settings.

“Throughout our work together [with Optum], we realized there were a
variety of gaps between our languages, methods, and value drivers,”
said Susan Shiff, Senior Vice President of Merck and head of the company’s
Center for Observational and Real World (CORE) organization. “Our work
is not remotely close to done. But we’re closing in on the first — and,
perhaps, most important — goal: mutual understanding.”

It’s hard to align on value using old anchors of meaning and logic of the
industrial age. Quoting Lionel Robbins of the London School of Economics,
who in 1932 quipped: “We all talk about the same things, but we have
not yet agreed what it is we are talking about.”

Blue Spoon Consulting®
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A New Era Needs a New Strategy Story

The dominating narrative influencing the direction of spending on health
(and life sciences) worldwide centers on “value” as an end state, the Great
Transformation for all stakeholders to achieve. It’s the new big picture for a
21st-century, globally connected health economy.

The contexts may differ — Europe or the United States; big pharma or
medical device company; retail pharmacy or e-commerce giant; government
payer or private insurer; integrated delivery network or small group practice
— but its effect on the thinking behind strategy and the behavior of financial
operations has been to spark a search for meaning across the board: “value”
is now core to the question governing how to position business and play

The center—of—gravity for a in the emerging economy for ‘health outcomes,’ a space worth $24
. trillion by 2040.6
modern strategy is at the system

level’ not the technical—input Except no one seems able to tell you what value means, or how to get there.

' .

level. It's Completely different A big reason for the fuzziness is that a theory of value is not set in stone,

conceptual frame for creative not wed to conventional accounting methods. “Value is not a given

leadership. thing, unmistakably either inside or outside the production boundary,” says
Mariana Mazzucato, Professor of Innovation and Public Value at University
College London. “It is shaped and created within the context of new
markets.” The concept, in other words, is entirely subjective; it can be
molded to fit the purpose of an organization and, in the process, affect the
organization’s evolution.

Which is the opportunity for creative leadership.

A ‘value strategy’ for the next health care should be approached as vision for
a new economic system (“ecosystem”). Rather than comprising the discovery
and commercialization of discrete interventions, it is methodology to steer
and invest in the process to create health. When Intermountain Healthcare —
one of the largest healthcare providers in the United States, with 24 hospitals
and a medical group of 2,400 physicians — spins off a new company “that
aims to help providers, payers and other stakeholders transition to value-
based care,” the integrated delivery network is, in effect, creating a market
in a new method of health production.

Their story is not about “fixing” health care.

Intermountain believes its expertise and capabilities can be
repackaged into a new market offering, one that can eventually
become a path dependency — a new care standard — in primary
prevention (the same business objective Merck was attempting to achieve in
aligning with Optum to prevent Alzheimer’s). And through a new process of
producing health (or preventing disease), Intermountain sees a commercial
opportunity from helping other hospitals and physicians capture revenue
from new reimbursement models, bundled payment arrangements, bonuses
based on reducing hospitalization, and even billing for the social
determinants of health.”

Blue Spoon Consulting®
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“The new company, known as Castell, is built on Intermonntain's preventive primary-care
model as well as other best practices. 1t will provide analytics software and other digital
technology to address virtual care, patient experience and social determinants of bealth;
manage affiliated networks; and offer access to Intermonntain's latest initiatives.

"We have an extremely strong play book that can be leveraged by other providers and
payers to belp them manage patients from a quality, cost and management of risk
perspective,”" said Rajesh Shrestha, the president and CEO of Castell who is also
Intermountain's vice president and chief operating officer of commmnity-based care.”®

The new moat Intermountain is digging to protect its new market is through
Definition: “value” is a the provision of a new, branded standard of care for primaty prevention.

: : They are moving to create and scale a path dependency to their version of
process by Wthh health is Q\X/yERTY, the ieyboard layout namecll3 for thIe) first sixy letters on the top
created...itis a ﬂOW, not from left to right. (In the days of mechanical typewriters, the very
an end state. inefficiency of this keyboard layout gave it an advantage over alternative

layouts because mechanical keys would jam less frequently. Once people
learned how to type using the QWERTY layout, they resisted change. This
social inertia meant its arbitrary initial advantage got locked in.)
Intermountain’s goal is similar: locking-in progtessively more agents of
health production to their method of primary prevention, developing a new
pool of knowledge that may be virtually impossible for a competitive service
to duplicate.

Their strategy is market driven, not mission driven.

Intermountain wants their system vision to become woven into the fabric of
health delivery, preferred by most because of past preference for it -- the
bigger the network, the stronger the company’s position. Intermountain’s
roadmap is easy to see if you’re using the right lens: create and curate
a new ‘infrastructure for outcomes’ by which subsequent innovations
do not seek to supplant Intermountain’s standard, but are incented to
cluster around it in order to improve its performance. Make it as easy as
possible to participate. Integrate forward with end users/customers at scale.
(Shire was reaching for something similar in marketing a new care standard
for hemophilia.” Merck KGaA collaborated with NHS England in a novel
market access deal for Mavenclad, which included Merck agreeing to build
and manage a new data collection and I'T infrastructure for multiple sclerosis
for 10 years."?)

“You can’t install complexity,” writes Kevin Kelly, Editor-at Large for Wired
Magazine. “[Entrenched systems] are biased against large-scale drastic
change. The only way to implement a large new system is to grow it. And the
way you grow one is to start with a small network that works, then add more
sophisticated nodes and levels to it over time.” This is the strategic response

Walgreen’s Boots Alliance intends to execute against the threat from
Amazon."

Plato once argued that storytellers rule the world. His great work The
Republic is in part an exploration of the nature of leadership and the

Blue Spoon Consulting®
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structure of society. Plato recognized that stories form character, culture and
behavior: “Our first business is to supervise the production of stories, and
chose only those we think suitable, and reject the rest.”

Today, very little energy is needed to invent tools and technologies, but ever-
more effort is needed to manage the tornado of innovation and agree on
what pattern of transactions to cohere around (as Susan Shiff from Merck
discovered). The new narrative for value innovation from a pharmaceutical
company starts with system entreprencurship: become a node to
comprehensively and creatively bring forth, aggregate and manage the means
of health production as an interactive whole.

It begins with a new positioning of all actors as being central to the collective
value creation process.

Blue Spoon Consulting®
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Big stuff happens when you
combine things in new ways.
Doesn't matter if those things
are countries, industries,
markets or brands, new
leverage and new power is born
in the remix, in the space 'in
between' the pieces.

The end state is
interdependency, a new
system.

A New System of Markets

Creating and competing on “value” is, ultimately, about bringing to life a
fnew socio-economic arrangement, a new system of markets organized on the
production of health over time, not “price” (see Figure 1: A New
Economic System). It requires a deeper interrogation of the concepts on
which most of today’s global health economy is organized and what its
components are trying to do.”?

First and most fundamental, what are markets?

They are not things in themselves. They are the result of a shaping process
involving the interaction of many processes and stakeholders — including
government -- leading to a new context for demand. When Pfizer launched
Lipitor in 1997, it did so without clinical data by inventing a new dominant
context within which to manage cholesterol: it invented demand for a new
care standard. It was a simple storyline -- “Lower is Better” — that turned
Lipitor into one of best-selling drugs of all time, with more than $125 billion
in sales over 14 years.”

This is a structural point. The very fact that a market is constructed through
the strategic imagination and creative leadership of business managers — of
people -- means that pharmaceutical companies can fashion outcomes as
markets, and direct (or influence) the social, clinical, technological,
governmental and physical infrastructure — the market forces -- to build the
production of health in a way that benefits its business. What is required is
unique understanding about how value is conceived, created and curated
over time.

“Drug” companies have the stored energy and capabilities to take the
current $8 trillion health economy as whole in a new direction. It
means working with a view of growth and value not through the lens
of “drug” company, but system leader.

A new commercial model, in other words, stands on new mode of being.

‘Big design’ becomes the methodology to first define what is inside and
outside the boundaries of health production, and then assemble the
capabilities and storyline to forge demand — create the market — for the new
system of health, in which “drug” is positioned as keystone. Itis a
methodology to invent new stories of value creation that transform health
economic thinking at scale, worldwide and with all customers, giving
direction to investments in health development and technical change. Instead
of tangible product, the new narrative becomes the thing to negotiate market
access and new pricing models around.

This requires a new understanding of strategy as actively ‘shaping’ and
‘creating’” markets as economic systems that benefit the broadest number of
people, including society. Which is currently the business model of One
Medical. And it’s a compelling case on how to sustain economic value with a
new system vision.

One Medical is taking on a large chunk of the $3.5 trillion health-care
industry in the United States, which is riddled with inefficiencies, impersonal

Blue Spoon Consulting®
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struggling to find and track their medical records. One Medical essentially
cut the Gordian Knot to design and position a new system health from
scratch, and then grow it to its current valuation: $2 billion.

“Tnn health care, almost every stakeholder group is frustrated and so we looked to solve a
lot of these needs simultaneously by starting from scratch and [putting] the member at the
center of the experience,” said Amir Dan Rubin, President and CEO.M

Founded in 2007, One Medical is successful because it provides a seamless,
consumer-grade health experience -- on-demand care and easy mobile
booking -- and by selling its services through B2B marketing, targeting big
companies who offer access to One Medical as a perk to employees. Google
and SpaceX are among those employers.

New management

concept: “Total System As ‘total system leadership’ emerges as a management innovation,

Leadership’ situations previously suffering from polarization and inertia become more

cadership open, and what were previously seen as intractable problems become

petceived as opportunities for innovation.'® Short-term reactive problem
solving becomes more balanced with long-term value creation. And
organizational self-interest becomes re-contextualized, as people discover
their and their organization’s success depends on creating success for the
larger systems of which they are a part.

In pricing and positioning its $2.1 million gene therapy cure for spinal
muscular atrophy, Novartis is bringing to market not just a new drug, but
also an entirely new system of care to accommodate its adoption and
payment. As part of its outcomes-based contract with payers, Novartis is
working with a “new negotiating model” that integrates structural changes in
early screening for SMA and “curated” benefit design to accelerate patient
access and pay-over-time reimbursement.'

Novartis (and Spark Therapeutics, who presented at ISPOR New Orleans
2019 their strategy to create and compete on health system value) is breaking
ground with an approach consistent with the idea of an ‘outcome
economy’ as a new operating philosophy and way of seeing. Irrespective
of market context, it’s a break from legacy. Here’s perspective from the
World Economic Forum:

“Tnn the onteome economy, companies will shift from competing through selling products and
services, to competing on delivering measurable results important to the customer. This is a
mnich more challenging prospect. Among other things, providers will require a deeper
understanding of customer needs and contexts in which products and services will be used.

Valne based on output [from a new system design] also entails guantifying results in real
time.

Both of these requirements have been nearly insurmountable obstacles to scale — until now.
1t 75 the advent of digital technologies that makes the ontcome economy possible.

The outcome economy will have many implications for businesses. Compantes will need
more and better data to calcnlate costs, manage risks and track all the factors required to

Blue Spoon Consulting®
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The most important skill
for strategic competition -
- between countries;
between companies;
between brands and
businesses -- isn't
technology development,
it's the 'process
knowledge' needed to
develop new industry
ecosystems.

Blue Spoon Consulting®

deliver the pronised value. Provider risk will increase, too, as markets move to value based
on outcomes, but so will the reward. New financial instruments and forms of insurance
will emerge to belp enterprises manage the risks associated with gnaranteeing outcomes."’
Pricing practices will also change, as it becomes possible to model the probability of
delivering outcomes. Success in this environment will require greater cooperation
among marvkets than ever before.”

In Zolgensma, Novartis has brought to fore a new vision of “value” created
at a system level. The problem in launching “the most expensive drug ever”
is positioning its storyline to fit:

* Entrenched market context of commercial payers (predominately in
the United States), whose business models are not aligned to “care”
about benefit over a “lifetime” because of high member churn rates (per
new data from the Bureau of Labor Statistics, mote than 2 million
workers and their families lose or transfer to new commercial health
plans every month in the United States'?); and

* Entrenched marketing context of the pharmaceutical industry, where
credibility to claim “value” has been seriously undermined from decades
of heavy spend on drug marketing, DTC advertising in the United States,
bad actors, and illogical price increases (the 10 U.S.-based pharmaceutical

companies spent a total of $47.5 billion on marketing and selling in
2017).

There are three core capabilities that system leaders develop in order to
foster a collective process of creating value:

1. The first is the ability to see the larger system. In any complex setting,
people typically focus their attention on the parts of the system most
visible from their own vantage point. This usually results in arguments
about who has the right perspective on the problem. Helping people see
the larger system is essential to building a shared understanding of
complex problems. This understanding enables collaborating
organizations to jointly develop solutions not evident to any of them
individually and to work together for the health of the whole system
rather than just pursue symptomatic fixes to individual pieces.

2. The second capability involves fostering reflection and more generative
conversations. Reflection means thinking about out thinking, holding
up the mirror to see the taken-for-granted assumptions we carry into
any conversation and appreciating how our mental models may limit us.
Deep, shared reflection is a critical step in enabling groups of
organizations and individuals to actually “hear” a point of view different
from their own, and to appreciate emotionally as well as cognitively each
other’s reality. This is an essential doorway for building trust where
distrust had prevailed and for fostering collective creativity.

3. 'The third capability centers on shifting the collective focus from reactive
problem solving to co-creating the future. Change often starts with
conditions that are undesirable, but artful system leaders help people

A Global Leader in Strategy and Innovation at a System Level
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move beyond just reacting to these problems to building positive visions for
the future. This typically happens gradually as leaders help people articulate
their deeper aspirations and build confidence based on tangible
accomplishments achieved together. This shift involves not just building
inspiring visions but facing difficult truths about the present reality and
learning how to use the tension between vision and reality to inspire truly
new approaches.?’

The transformational remit for new market leaders is the ability to creatively
explore a new territory, quickly assemble a new intellectual viewpoint, and
then design the new infrastructure — the nervous system — around it to
manage the means of producing health over time.*

Blue Spoon Consulting®
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A New Economic System (“Ecosystem”)??
A System of Markets Designed to Interoperate in Diabetes (Illustrative)

‘Drug Market’ (Novo Nordisk or Eli Lilly)

‘Nutrition Market’ (General Mills or Nestle)

‘CGM Market’ (Dexcom or Abbott ) ‘progressive integration’ of markets

directed within ecosystem boundaries
‘Cloud Market’ (AWS or Oracle)

FDA/HHS/State Health Departments Design Management Team:

ICHOM/ISPOR Shared Vision, Market Planning,
and Implementation Strategy
A
Collaborative
Commerce Network r
< 25 users
Ecosystem Design
& Coordination
Joint Data Network /
< 500 users

Information
Timeliness:

Months
WWEENS
Days

Ecosystem Management

Information & & Marketspace Awareness

Sensor Network
> 1000 users

Market Fragments/Keystone Players
New Markets, New Space for Computability
Government Mediators

Science Mediators

Figure 1
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Regionalized Market Approach:
Design and Deploy a Portfolio of Business Ecosystems for Diabetes

Customized for Regions, IDNs, Centers of Excellence, Accounts

! |
Wellstar
£ PRESBYTERIAN &) Wellst Q) Tenet Health @) Josin Diabetes Center

Conquering Diabetes
in All of its Forms

Missing data <4.5%
B 45-59% Bl 60-7.4%
Bl 75-89% Hl -50%
Py Age-adjusted Percentage of U.S. Adults Who Had Diagnosed Diabetes
&
_\'N' e eo
Source: CDC’s Division of Diabetes Translation.
National Diabetes Surveillance System (available at: http://www.cdc.gov/diabetes/statistics)
Figure 2
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Strategic Vision for a Global Market Scope
Create New Health Ecosystems Worldwide

System-Level Performance Measures
- Health outcomes (population level) /
- Resource utilization (direct and indirect) .:;;

- Economic performance (state and country)

- Market dynamics (ecosystem components)
- Emergence (innovation and ideas)

Diabetes prevalence, 2021
The share of people aged 20-79 who have diabetes’ .

Our World
in Data

2

3
(

Nodata 0% 2% 4% 6% 8%  10% 125% 15% 17.5% 20%
\ | \ \ \

Source: International Diabetes Federation (via World Bank) ccBY
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Pricing Based on ‘Ecosystem Value’

Sage Therapeutics should be able to price its experimental depression pill at

the “value it’ll provide” for patients despite industry-wide political scrutiny

over the cost of drugs, CEO Jeff Jonas told CNBC in an interview published
Trillions are at stake for the the last week of July 2019.2

pharmaceutical industry to

When asked on CNBC’s Power Lunch, the network’s program focused on
figure out a new strategy story,

real-time coverage of the stock market, how Sage expects to price the drug
positioning born from a amid intense drug price rhetotic from Washington, Jonas said, “Every

different orbit of though t and company pays attention to macro factors.”

action, one that creates “We believe if [the drug] continues to perform the way it has, with rapid
levera ge an d power to onset and durable effects, and not requiring chronic pharmacotherapy, that it

negotiate pricing based on the pricing in that respect. But we feel we should be able to price it for the value
value of new economic it'll provide for patients.” Sage is advancing the experimental oral drug,
known as SAGE-217, for treatment-resistant depression. The drug could be
lucrative for Sage, analysts predict, as roughly 20 percent of people with
depression don’t respond to available treatments.

really could be a game-changer,” Jonas said. “It’s premature to talk about

systems.

But the question remains: what is the composition of “value” Sage plans to
use for price and access?

Manufacturing costs may not suffice as a credible argument for premium
pricing. The production costs of specialty drugs are often unrelated to their
price, as is widely known by payers and policy makers -- shortly after Gilead
launched Solvadi with a $100,000 retail price, researchers put the
manufacturing cost of a twelve-week course of Solvadi as between $68 and
$135.2 Novartis and Gilead Sciences are now discovering the strategic effect
of that awareness, with hospitals in Switzerland taking on the production of
their new cancer therapies.

And a sales forecast for SAGE-217 based on its convenience and efficacy
(the ‘technical merits’ conceptualized in its target product profile) will run
headlong into the new reality of today’s “drug market” where payers,
governments and the public see pharmaceutical companies as extracting
value, not creating it. Misreading the temperature and depth of this change in
the environment — trying to impose old models and promises on a new
situation -- has consequences: Spravato, Janssen’s new nasal spray for
treatment resistant depression (and competitor to SAGE-217), is set to
launch at a price of $32,400 and expectations for peak sales of $3 billion.
ICER has a different perspective. It says Janssen “needs to shave 52 percent
off the price” to deliver “fair value” given that there wasn’t enough evidence
to show it was better than a generic.?

The emerging market in pharmaceuticals has more to do with outcomes than
geography:

= In Migraine Prevention. Aimovig (Amgen) sales of $59 million for
1Q2019 are “well below estimates,” and more than 40 percent of
Aimovig prescriptions are given out for free. Teva’s Ajovy is excluded
from Express Scripts.

Blue Spoon Consulting®

A Global Leader in Strategy and Innovation at a System Level www.bluespoonconsulting.com
- seventeen -



= In Cholesterol Lowering. Repatha (Sanofi) is still under-performing.

Its launch price of $14,000 has been cut several times, with a current
price of $5,850 (60 percent less). Praluent 1QQ2019 sales “missed by a
long shot.”?¢

= In Congestive Heart Failure. At launch, Entresto (Novartis) had a
$5 billion sales vision. Current sales are $420 million, and unlikely
ever to reach that goal.?’

Strategy requires a sense of the whole that reveals the significance of the
respective parts.

Strategy at a system level is about finding proportionality between the pieces,

setting up the right sequence of integration, and benefitting accordingly. You

have to fit the mix to the moment, as if setting sound levels on an equalizer

or color combinations on a computer screen. It’s the composition of value
A new health ecosystem that determines price and path to alignment with payers and

becomes a hew care standard providers. This approach repositions HEOR (and medical science liaisons)
: as a keystone to dynamically balance and analyze the unmet needs of key

¢ e ’
The posmonal value’ of accounts, and bring to market “innovations in the way we assess outcomes
government is policy with contextual considerations,” per Richard Chapman, Director of Health
Economics, ICER.?

innovation, to shift from being
“regulator” to becoming a New value frameworks become the basis for new economic models. These,

“mediator’ between . » .

. R infrastructure for outcomes” as equal parts in a new story about health
competing economic systems system value. Nutrition, co-morbidities, care navigation, the home
and the PI‘OdUCtiOIl of public environment...all can be visionary new areas to creatively explore,
experiment with and sustain as part of collaborative innovation and
alignment, not only with key accounts, but also with adjacent markets and
government, where real-world evidence strategy is positioned to help
direct State investments into the new health economy designed
through system entrepreneurship.

in turn, form the basis for new go-to-market stories that combine “drug +

value.

Where Novartis is flailing with Entresto is seeing economic value only
through the lens of drug development and promotion. Novartis customers
see value through the lens of integrated care delivery. Here’s how Novartis
customer Humana is approaching reducing hospital readmission for
congestive heart failure, the same metric the Entresto brand team is using to
negotiate risk-sharing contracts with payers worldwide:*’

As part of its strategy to reduce the rates of hospital readmiission from congestive heart
failure, Humana is creating a new care pathway simultaneously solving for food insecurity
and linking nutrition with pharmaceuticals to ingprove outcomes for people with CHE
Humana is setting new conditions for the production of health in a way that creates “new

member value” and “new capabilities” that lead to innovation-led growth.

Humana revenue rose 13.9 percent to $16 billion in the second quarter of 2019, reflecting
an “outcomes-focused operating model and aligning physician incentives aronnd a holistic
view of member bealth.”
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“Data” strategy is
fundamentally about ‘data-on-
purpose’ — intentionally
finding ‘space for
computability’, opportunity to
create an information
advantage (‘specialized
cognition’) by giving direction
to artificial intelligence. The
objective is to know things
others don’t.

In an effort to solve the “we don’t have the data” problem (and to compete
effectively against Haven Healthcare, the new venture from Amazon + JP
Morgan + Berkshire Hathaway), Humana is building its own healthcare
infrastructure from scratch to actively cultivate and create its own data.
Humana has a team dedicated to harvesting open source data sets from
sources spanning the Environmental Protection Agency, the United States
Census, the Bureau of Labor Statistics, discharge and utilization data from
the Centers for Medicare and Medicaid Services, Worker’s Compensation
claims and a host of others, connecting them to their extensive internal data
sets.”! The end state is a capability where machine learning and artificial
intelligence could be applied to “enable a [progressively] better
understanding of patient and community health needs and better knowledge
around barriers to health that exist outside of the clinical setting.”

This is not about data as exhaust, but ‘data on purpose’ to give direction to
artificial intelligence and the invention of new health experiences, services
and value-based insurance benefits.

In other words, Humana (like Kaiser, CVS Health and Merck KGaA) is
designing its own health infrastructure to solve for fragmentation, connect
social determinants of health with new payment models and incentive
structures for physicians, and develop predictive models to plan
interventions at a whole system level. The aim is value impact at a broad
level, the space Pfizer is now moving into with new executive leadership
from IQIVA and a “new mission to engage with health systems in new and

novel ways.”??

For the “drug” industry, inventing a new pricing model based on health
ecosystem value requites a re-otientation of economic model development
and emphasis: its boundaries should extend beyond “drug” as the only thing
that matters in the production of health. Rather than data being created to
justify regulatory questions around drug claims (i.e., Is the product safe? Is
the product technically sound?), a new value strategy “dissolves” the drug
component in a new system of health engagement. The logic is inverted. The
thing that leads the pricing negotiation is ‘ecosystem value’, not the technical
merits of “drug.”

Fast to find the new is only one half the innovation equation; fast to let
go is the other important half.
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The tightly-bound
company (or country)
can't be at the core of
deliberation for strategy,
not anymore. Call it the
great 21st century
rearrangement.

The definitions of
"enterprise-wide'' and
"market' dissolve
completely, moving
beyond the edges of
company's/country's
assets or its own sources
of information, shifting
to an ecosystem-centered
perspective.

The Great 215t Century Rearrangement

There’s a new ambition by government, payers and providers worldwide to
collaborate with industry (pharmaceutical as well as medical device) in a
process of shaping a different future: co-creating markets and new value, not
just “fixing’ markets or redistributing value. It’s a wholesale economic
reorientation that calls for a different understanding, new initiative and
strategic imagination to bring vision and direction to organizations that ate
operating in markets that demand a whole new approach.

“What’s stopping pharma and the NHS working together more often,
and in more parts of the UK?”

The question was asked in a new report from industry association the ABPI
and the NHS Confederation, written as part of a drive to promote NHS-
industry collaboration. The report (‘Working with the NHS’) identifies some
of the persistent barriers to greater collaboration, and candidly surfaces and
explores practical challenges, including lack of resources as big an issue as
lack of trust of drug companies.>*

The report recognizes the benefits of collaboration with industry are
significant, “including better patient outcomes, a more sustainable
NHS, and a boost to the economy.” The benefits of well-managed and
well-targeted joint working projects to patients and the NHS — and pharma -
- are widely accepted on both sides, “but these remain relatively few and far
between, and frequently do not get scaled up or adopted by the health
service in other regions,” said Niall Dickson, Chief Executive of the NHS
Confederation.

The story is consistent worldwide.

“Oklahoma has dedicated an enormous amount of time to structure value-
based contracts with industry that so far have not been very meaningful,”
said Nancy Nesser, Oklahoma Health Care Authority pharmacy director.?®
The deals OHCA has in place apply to treatments covering a total of
approximately 1,700 patients, a meager slice of the 808,000 beneficiaries with
coverage through the state. “We’ve met with 27 pharmaceutical companies
morte than once, more than twice — most of them we met with at least three
times,” she said. “And we only have four contracts to show for that.”

Louisiana: The Entrepreneurial State

Western governments (as well as China) are increasingly thinking big about
health system transformation. They are fundamentally reconsidering their
traditional role in the health economy, giving direction for technological
change, and investing in that direction. Creating health markets not only
fixing them.

“This isn’t a race to the bottom based on drug price,” said Alexander
Billioux, Assistant Secretary of Health, Louisiana Department of Health,
referring to his ground-breaking dialogue with industry for market
access to hepatitis C medicine, “but new forms of transparency and working
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together with industry to achieve system value.”¢ Billioux is the force behind
the state breaking ground and becoming the first in the United States to
install the Netflix-subsctiption model for hepatitis C.

He was describing the posture his team took negotiating with Gilead
Sciences, Merck and AbbVie on a winner-take-all RFP (valued at $700
million/year), with an end state Louisiana described in terms of outcomes:
the disease being eradicated in Louisiana within five years. It’s not just a
rogue idea. The ‘Netflix-Model’ is also being deployed in Washington state
and Australia to eradicate hepatitis C, and by the NHS to address “market
failure” in the research and development of antibiotics.

You can either getin “Having a full pipeline of antimicrobials is critical in our efforts to address
front of Change, or antimicrobial resistance,” said UK Health Minister Nicola Blackwood, “but
become a victim of it currently not enough pharmaceutical companies are investing in the
development of new drugs. This project is an important step but it will only
address global market failure if other countries do the same, which is why we
want to involve as many countries as we can and share our learning from this

work.””37

You can either get in front of change, or become a victim of it. It’s
notable that none of the hepatitis C players took the initiative and
proactively approached Louisiana with ideas for new value
frameworks, or the NHS with new economic models.

Isolated pockets of market innovation aside, the default posture by the
pharmaceutical market remains, for the most part, reactionary to
government and payer initiative and QALY as an economic theory of value.
Drug companies are forced to defend an operating model they’ve been
successful with in the past, one that’s organized on supporting “drug”
development and promotion, instead of selling into the future by developing
a new theory of value and a new market in outcomes-based healthcare.

Medtronic: Going Beyond ‘Our Value is to be Valuable’

Medical device companies are ahead of pharmaceutical companies in setting
objectives for commercial strategy, redesigning financial operations so that it
flows in the service of customers, and going ‘above brand’ with business
models and B2B marketing that tie performance of products and
services to payment incentives and customers’ operational
efficiencies. The medical device industry, in other words, is working with a
comprehensive vision about the production of health that’s conceptualized
in collaboration with key accounts.

Surgical Care Affiliates, a $2.5 billion revenue company that manages
outpatient surgery centers for procedures like colonoscopies (a $2.4 billion
market with “value” for Entyvio) and joint replacement (a $22 billion
market for JNJ), has 215 value-based care contacts in which providers’
reimbursements are based on cost and quality measures rather than volume
of tests and procedures performed. Caitlin Zulla, chief financial officer at
SCA, refers to outcomes-based contracts as “snowflakes” because they’re
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highly customized, something that revenue-cycle management technology (a
$160 billion market) can handle easily.

“Value-based care is one of our primary growth strategies,” Zulla says. The
deals typically have terms of three to five years, and providers agree to hit
cost and quality targets that may include infection rates (a “value driver”
Merck was trying to align on with Optum), rates of patient readmission
to hospitals (a performance metric for Entresto), and the timing of
antibiotic treatments (a service Pfizer could theoretically develop to
support its antibiotic business). If SCA falls short, the payers get to claw
back a portion of the reimbursements.*

s .
This is a blg step, and Medtronic, the world’s largest medical device company, has more than 1000
what we bring to this and value-based contracts requiring the company to reimburse hospitals for

what Lehi gh brin. gs to sele.ct costs if its Tryx ant1'~b21'cter1al slef‘:ve fails to prevent mfect'lon.m

. patients who receive cardiac implants.** Medtronic goes deep with its
this are Complementary strategy to relate intimately with customers, embedding itself in the business
capabilities with the of hospitals and providers in order to improve #heir operational efficiencies,

desi . accelerate zbeir technology innovation, and ultimately create what the
esire to improve customer wants. It strikes long-term deals as learning relationships, where
outcomes,” said Medtronic and its customers each invest, increasing the “value” twice as fast
Medtronic CEO Omar as one’s investment. The strength of the relationship is built by the

information that each is willing to share.
Ishrak. It has become a

blueprint for Medtronic Early last year, Medtronic inked a partnership with Lehigh Valley Health
Network (LVHN), a large hospital network in northeastern Pennsylvania, to

market strategy try to create — and demonstrate — value.*? The five-year initiative will

worldwide and across couple Medtronic’s medical device expertise with Lehigh Valley Health

Network’s clinical expertise. They’ll work together to create new processes to
produce health in more than 70 medical conditions, many of which overlap
with drug markets.

disease states.

Medtronic and LVHN aim to reach 500,000 patients in Northeast
Pennsylvania and cut costs of care by $100 million. The company wants to
help the hospital system develop a new care standard to detect signs of
respiratory compromise (shared market space with AstraZeneca'')
earlier, with the goal of reducing adverse events by at least 20 percent.
LVHN will compare results with existing patient data from its eight
Pennsylvania hospitals to measute health outcomes and quantify savings. For
some treatments, Medtronic will get paid based on those results.

“This is a big step, and what we bring to this and what Lehigh brings to this
are complementary capabilities with the desire to improve outcomes,” said
Medtronic CEO Omar Ishrak. It has become a blueprint for Medtronic
market strategy worldwide and across disease states.

Everything is in the production boundary.
GE Healthcare: Collaborating with Customers to Create Digital Tools

Healthcare isn't technology. No one gains advantage from letting technology
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lead strategic visioning. The organizing idea to cohere around is outcomes
understood and approached in a way that a competitor does not see, or
cannot do. The positional value of all things digital and tech-related is as a
commodity input, like electricity.

Technology is a means, not an end. It enables strategic imagination.
GE Healthcare is another manufacturer tying payments to real outcomes.
They are looking at macro-level outcomes and aligning with clients to help
them reduce the costs of care. That includes everything from the role GE’s
imaging products play in providing cate to product maintenance and location
of devices to optimize utilization. Currently, the company has entered

. partnerships with six clients that assume significant risk based on how
The role of technology 1S well products produce outcomes. Another three partnerships involve

as a service to make the analytics-based “command centers” that equip patient flow decision-makers
customer smarter with data to avoid surges and ebbs in care.

Partners HealthCare, a Boston-based hospital network that includes Brigham
and Women's Hospital and Massachusetts General Hospital, two of the
United States” most prestigious teaching institutions, and GE Healthcate
have a 10-year collaboration “to rapidly develop, validate and strategically
integrate deep learning technology across the entire continuum of care.”*?

The collaboration will be executed through the newly formed ‘Massachusetts
General Hospital and Brigham and Women’s Hospital Center for Clinical
Data Science’” and will feature co-located, multidisciplinary teams with broad
access to data, computational infrastructure and clinical expertise. The initial
focus of the relationship will be on the development of applications aimed to
improve clinician productivity and patient outcomes in diagnostic imaging.

“This is about creating digital tools that will have a profound impact on
medicine,” said John Flannery, CEO of GE Healthcate at the time of the
announcement. “By leveraging Al across every patient interaction, workflow
challenge and administrative need, this collaboration will drive
improvements in quality, cost and access.” The process is organized around
shared investment and accountability.** Over time, the groups will create
new business models for applying Al to healthcare and develop products for
additional medical specialties like molecular pathology, genomics and
population health.

The rule is simple: whoever has the smartest customers wins.

This may require sharing previously proprietary knowledge with the
customer (in negotiating with the hepatitis-C players, Alexander Billoux
‘opened the state’s books” so the manufacturers could see for themselves the
finances for Louisiana). It may be as simple as sharing what the company
knows about the customer with the customer herself. “The aim is to
rebalance the traditional asymmetrical flow of information; almost any
technology that is used to market to customers, such as data mining, can be

flipped around to provide intelligence to the customer.”*

The role of technology, in other wotds, is a service to make the customer
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“The future of healthcare is about recognizing the needs of the
system, then aligning technologies, services, and activation of new
methods to support the system,” GE Healthcare Managing Helen Stewart
said. She was describing the strategic intent behind GE partnering with
Navicent Health in a six-year shared risk initiative to improve clinical and
financial outcomes for Navicent, the second largest hospital in Georgia.*®

Outcomes first. Inputs second.
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The strategic shock from
a world in transition
should prompt changes
in thinking and
understanding, not minor
tweaking at the edges.
We need new capabilities,
and to evolve the
capacities of existing
ones, to succeed
systemically

Outcomes Happen at a System Level

Value is not a neutral concept.

Strategic transformation for sustainable, high quality growth in the
pharmaceutical industry will come from conceptualizing and executing
against a new narrative that goes well beyond promoting the technical merits
of a physical product. The future is less about using RWE to “get a new
claim in the label” (to support drug promotion), more about
experimenting with and actualizing new systems of health and pools
of knowledge in which drug is but one component embedded within a
broader health experience.

The system is the thing to value.

Market boundaries and industry structure are not given and can be
reconstructed by the actions and beliefs of industry players. This is what’s
called #he reconstructionist view. Assuming that structure and market boundaries
exist only in managers’ minds, the stories in our heads, practitioners who
hold this view do not let existing market structures limit their thinking. To
them, new demand is out there, largely untapped. The crux of the problem is
how to create it within the context of new markets.

The most valuable innovations are not the ones with the highest
performance, but the ones with the highest performance on the widest basis
— the “highest per widest.” Outcomes happen at a system level — never just
one thing, but many things simultaneously and interactively over time. For
the pharmaceutical industry, HEOR innovation centers on strategic
imagination and leadership to get in front of system change, rather than
become a victim of it. In other words, becoming the invisible mind
guiding the invisible hand.

The point is not to be right at the outset — an almost impossible task — but to
be able to adapt as the new strategy unfolds and interacts with the market.
Advantage goes to the side that can most quickly adjust itself to the new and
unfamiliar environment called outcomes-based healthcare.

Pharmaceutical companies have the opportunity to develop a framework
that allows it to shape a new type of health economy by reframing economic
thinking creatively. Rather than static discussions framed in the conventional
way, they can shape the debate about the actual composition of value that
goes beyond isolated interventions and niche impacts; how to invest
strategically in key areas, such as research and development, health
education, human capital formation (particulatly critical given the global
shortage in HCPs), and even what will increase a country’s GDP.

Said differently, the art of strategy in the next health care will be expressed in
navigating the space between value extraction and value creation. It’s the
composition of value that matters. The end state is positioning to enable
pricing based on the production of health over time.

It begins with a new strategy story.
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A Disconcerting Synergy

The blow-up-your brain collapse of a $90 trillion global economy tells us
more about the foundational fragility of our strategies and strategic thinking
that it does about the future of healthcare. It also shows the infinite power of
inertia, the incentives buried deep in the bedrock that reward defending the
past, which only calcify the legacy model further into the old industrial
cortex.

There is a disconcerting synergy at play from all corners. A repeated
fragmentation of focus, a scattering of thought and action whose effects
register at the self-foundation bounding identity and permission to lead.

The mass of analysis on the Future of U.S. Health Care’ now flowering
from the analysts do little more than skim the shallows of the problem-
solution space.*® We are sitting astride a stark rupture in the historical
timeline, a2 wholesale destruction of contexts.

The next healthcare works with a new system of thought — a different set of
cognitive ingredients — that breaks the shell of received opinion, of canned,
familiar and tired interpretations of “value” and “transformation.” Which is

to say the future needs to be presented with a new orientation for strategy to
invent.

We are leaking time.
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