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Executive Summary

Pricing novel pharmaceuticals is complex and highly controversial. The ability to price new and
innovative therapies in a way that achieves market access, but also facilitates continued
development of future novel agents, is an ongoing challenge. GalbraithWight provides a review
of innovative drug global pricing trends, and proposes two new methodologies for value-based
pricing for novel pharmaceuticals.

The past five years have seen a shift towards a greater number of higher priced drugs used for
treating smaller patient populations, increased drug development failure rates, and lower clinical
approval success rates. While many drugs newly launched during the first decade of this century
failed to recoup research and development and marketing costs, a few breakthrough
medications are more abundant and transformative, and drug price has escalated. Healthcare
financing systems are strained, reimbursement models are insufficient, and all stakeholders are
challenged to find a financially feasible way to provide these novel agents to all patients who
need the treatment. Solutions must be proposed so that the innovative development of drugs is
sustained, prices are reasonable, and market access is broad, appropriate, and optimized.

In 2015, GalbraithWight completed a comprehensive examination of innovative
drug pricing trends. They proposed two new methodologies for value-based pricing
for novel pharmaceuticals. This White Paper summarizes that analysis.

The pricing solutions by GalbraithWight considered the important factors that influence a
drug’s price, including the price-to-volume relationship, country-specific influences, multiple
drug indications, drug dosing, multi-company collaborations, and the increasing trend of value-
based pricing. Drug pricing schemes such as Performance-based Risk Sharing and Patient Access
Schemes were reviewed.

The proposed pricing solutions for innovative pharmaceuticals are the License éeapproach and
a Diseas®elated Groupethodology. The license fee is a franchising methodology commonly
used in the software industry, and adapted for healthcare, where payers pay a fixed monthly
licensing fee per patient for use of the intellectual property of the medicine, rather than for the
amount of drug used. This methodology ties price to outcomes and also defers payment
consistent with the attainment of benefits to the patient and the payer. The disease-related
group pricing bases drug price by indication relative to the value the medicine delivers in that
indication. The pros and cons of each approach are described herein.

New pricing mechanisms could provide benefits to both the healthcare system and to
pharmaceutical companies. To learn more about pricing challenges in pharmaceuticals, contact
GalbraithWight UK at http://www.galbraithwight.com or email info@galbraithwight.com.
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Introduction

Pricing novel pharmaceuticals is complex and highly controversial, with the launch of most new
drugs generating considerable scrutiny and publicity. Almost no conversation about a novel
drug is complete without the question: “How much does it cost?”

The “cost question” is crucial because the price for an innovative therapy directly affects sales
and access across countries, patient populations, and therapeutic areas. The perceived value of
the drug is inextricably linked to its efficacy, effectiveness, toxicity, and price. And the ability to
price new and innovative therapies in a way that achieves market access, but also facilitates
continued development of future novel agents, is an ongoing challenge.

Price

Criticisms of current pricing methodologies include the lack of transparency; wide variability by
country, payer, and indication; the need for price to be based upon more than efficacy; and the
tenuous relationship between price and perceived value."” Value-based price benchmarks are
not universal, and price negotiations are either non-existent, non-transparent, or lack
standardization.

% U What strategies have previously been used to price innovative drug therapies?
et e

Wﬂgub"mr.uz‘ré'} How has this affected market access? And, what new pricing methodologies hold

ke promise!?

In 2015 ,GalbraithWightompleted a comgehensiveexamination
of innovative drug pricingtrends They proposg two new
methodologies for valubasedpricing for novel pharmaceuticals
This White Paper summarizesthnalysis
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TrendsAffectingDrug Pricing

The past five years have seen a shift towards a greater number of higher-priced drugs used to
treat smaller patient populations,’ increased drug development failure rates, and lower clinical

approval success rates.*
An analysis of United States (US) drug spending portends global trends.*

8§ The median revenue per patient taking one or more of the Top 100 drugs prescribed in
the US increased seven-fold, from $1,260 in 2010 to $9,400 in 2014. But the number of
patients treated dropped almost five-fold, from 690,000 to 146,000.

§ The number of drugs priced at >$100,000 per patient per year increased from 4 to 7 in
the period from 2010 to 2014.

Trends from 2010 to 2014
Top 100 Drugs in US

2014 $9,400 146,00 7
2010 $1,260 690,00 4
Median Revenue Median Number No. of Drugs Priced
Per Patient Patients Treated $100,000/Pt/Year

[Data Source: EvaluatePharma® BUDGET-BUSTERS: The shift to high-priced innovator drugs in the USA, September 20143]

Economic Returns argruglinnovation

Despite the introduction of more expensive drugs, do pharmaceutical companies make
sufficient financial return to sustain the development and marketing of innovative products? The
answer appears to be “no.”

Deloitte and Thomson Reuters analyzed the performance of the top 12 life sciences companies
and estimated the cost of bringing a new drug to market to be $1.3 billion in 2013 (an 18%
increase over 2010).° The Tufts Center for the Study of Drug Development estimated a much
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higher cost for drug development, at $2.6 billion.* And, while development costs went up, peak
sales for innovative products declined 43% to $466 million in 2013.°

; The estimated internal rate of return (IRR) of R&D dropped from 10.5% in
| 2010 to 4.8% in 20135 Less than 12% of drugs entering clinical trials
resulted in regulatory approval.® A recent analysis found that over 466
novel large (biologic) and small molecule drugs launched in the US between

- > 1991 and 2009.” Net economic returns on drug development expenditures
peaked in 2004 but then fell and were slightly negative in the following five years. In short,
drugs launched from 2005-2009 failed to recoup R&D and other costs. The authors stated,
“If such levels pesist, the negative returns would likely not be sufficient to sustain
medical innovation over the long term.” The study did not include recently launched
products garnering publicity for their price, such as Sovaldi® (sofosbuvir) or Zaltrap® (ziv-
aflibercept).

Fortunately, breakthrough medications have recently become more
abundant and transformative. The prices of these medicines have ”.'

,,.J

-

Reimbursement models are insufficient; governments and other payers are being challenged to
adjust to the dynamic wherein later-term disease costs are being realized earlier, even if the
innovation can save costs in the long-run. Countries and private payers have not designed
financing models to manage this new trajectory of costs and benefits. The primary challenge
now is finding a financially feasible way to provide these to all patients who need the drug.

is placing a strain on the financial and healthcare system.® Our
healthcare financing system is not acclimatized to this transformative
treatment approach, nor to the financial or market access strains that are occurring.

L4
escalated. This success in developing and launching innovative products {

Solutions must be proposed so that innovative
development of drugs is sustained, psieggereasonable,
and marketaccess is broad, appropriate, and optimized.
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FactorsThat Influence Drug Price

Before looking at new pricing solutions, it is important to understand the factors that influence
a drug’s price. A basic formula includes the necessary profit margin to recoup R&D costs,
typically about 14% to|7% of total development costs.” Marketing, sales, and general
administrative costs have been estimated at 27% to 33% of development,” while manufacturing
costs rarely represent more than one-fifth of the total price of the medicine (and are usually
batch- rather than dose-driven). Other factors that enter into pricing a specific product are
shown below.

Considerations in Pricing Innovative Pharmaceuticals

Price for other
Price for specific approved indications
indication (previous, concurrent,
or expected)

Price relative to
comparator (current or
expected)

Price relative to dose Price relative to patient Price relative to what

required volume the market will bear

Price relative to profit Price to develop the
margin needed (for market and/or
marketing, sales, future differentiate the
or past R&D

Price relative to value
for reimbursement

product in existing
expenditures) market

Complicating Factse in Drug Pricing

Price/Volume: When considering revenue generation, pricing strategy must account for both
price and volume. At its most basic level, pricing scenarios seek to balance the degree of
product differentiation with the potential patient population size. In addition, when adding
“value” into the equation, country- and indication-specific needs are a factor.

Country: As external reference pricing and parallel trade increases, pricing strategy must
consider the impact of different markets. Pricing can no longer be limited to a geographic
market-by-market strategy, but must consider between-country interactions as well.

Multiple indications: Pricing for multiple indications is particularly challenging, and some
governmental stakeholders say pricing by value in different diseases is too difficult.'” Few new
drugs have single indications. A Global Oncology Trends Report 2015 found that 48 of the 88
cancer drugs used in 2014 were prescribed or approved for multiple indications.'' Some

Taking on the Pharma Pricing Challenge | White Paper | GalbraithWight
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estimates suggest that by 2020, most oncology drugs will have three or more indications.'' A
drug’s ability to be used across multiple conditions confounds value assessment. A critical
question is: How is price set for an approved indication with a smalppatidation, but the
majority of use is for an indication (approved or unapproved) with less value?

Dosing: Dose-based pricing is challenging, particularly from the payer
perspective. Dose-finding Phase Il trials are generally a compromise limited to a
few doses, but dose is a major driver in cost of drug therapy. Once the product
is on the market, payers and patients must manage the consequences of vastly
different prices associated with differing doses (and different indications).

“é@ wehave concluded that the benefits of enabling pricing by indication are likely to be ¢
by the practical difficulties of implementing a system with the capability to support this.

Whilst we are not ruling out any options at this stage, wenitieniitst instance, to explore
potential alternative approaches to pricing medicines with more than one dndication

~Department of Health, A New Value-based Approach To the Pricing of Branded Medicines. 2011."°

Dose-based Pricing in Oncology is Particularly Challenging to the Payer

Eculizumab (Soliris®), with an acquisition cost of $6,830 per 300mg vial, could have a
price variation from $6,830 to $27,320 depending upon the recommended dose and
indication.

This tremendous range of dosing creates significant payer frustration and introduces
convolution between physicians, patients, and policy-makers.

Multi-company collaborations: There is an increase in collaborative relationships across
manufacturers, as well as pharma-payer partnerships. While these collaborations hold promise
for a more holistic approach to health, they may also create challenges for price negotiations
because flexibility is constrained.>'' As these collaborations are considered, negotiation
freedom is now becoming more of a focus.

Value-based pricing: Deriving price based on value is explored in detail below.

Taking on the Pharma Pricing Challenge | White Paper | GalbraithWight
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ValuebasedPricing Oncology as an Example

No discussion about the price of pharmaceuticals can occur outside the

context of “value,” and the value assessment of novel medications is
e particularly acute. Certain therapeutic areas, such as oncology, provide
e d insight into the challenges encountered when trying to establish a
“reasonable” price based on value.

cancer.

fibbbbbaitl Rl 7 )

Many new cancer therapies offer small
improvements in survival yet are vastly = The oncology market is expected to approach

more expensive than previous options.”>  US$550 billion by 2020.

Major cancer centers and oncologists

are publishing editorials stating that In 2014, US$100 billion was spent on cancer drugs
cancer drugs are bankrupting patients.”  worldwide, up from $75B in 2010.

What has our industry learned from Source: IMS 2015
these value discussions that will facilitate
improved pricing methods for all novel drugs, across therapeutic areas?

\aluex= clinical Benefit + (Therapeutic and Financial Toxicities)

~Lederman 2015"

Newly approved cancer drugs typically cost an average of US$10,000 per month, with some
exceeding US$30,000 per month. Oncology drugs are the fastest growing therapeutic drug
category, with a compounded annual growth rate of |1.6% through 2020.> While payers can
dominate industry discussions, patients feel the crunch of cost-sharing due to insurance
deductibles, co-payments, and out-of-pocket expenses.'

Leonard B. Saltz, MD, of Memorial Sloan Kettering Cancer Center, delivered the Plenary
Session presentation at the 2015 American Society of Clinical Oncology (ASCO) Annual
Meeting, stating “oncology drug prices do not reflect innovation, efficacy, or
development costs.” Saltz recommended that value discussions in oncology should include
the possibility of setting an upper limit to the cost of care for each patient.

]
G/ F yOSNJ RNHA LINAOSa FINB y2i N
based on what has come before and what the market will bear. This is

dzy adza i AylFof Soé

~ Leonard B. Saltz, MD, of Memorial Sloan Kettering Cancer €8ater2015 Plenary Seséion
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Treatment decisions are
increasingly based on costs, causing
groundswell change. Almost one-
half (44%) of community or
academic hematologists and
oncologists surveyed at the ASCO
2015 annual meeting reported that
cost was a deciding factor in
treatment decisions made over the
past six months, and another 38%
said it was “an influencing
consideration.” This same group
rated drug therapy costs as more
important than hospitalization and
diagnostic testing costs."*

However, it is recognized that
drug therapy cost-cutting alone will
not solve the problem. Value
requires a “holistic conversation”
across stakeholders. Data
collected should be used to further
personalize therapy, as well as
make good therapeutic decisions
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Changes are Afoot'>'*'®

X

MD Anderson Cancer Centercologist plans to gather signatures
from 1 million people as part of an effort to set legal limits for ha
much a manufacturer can charge for a medication.

Executives witlExpress Scriptéhe nation's largegtharmacy
benefit managerare speaking to boards of directors at biopharn
companies bout drug pricing.

ICERIgstitute for Clinical and Economic Revieam independent
USbased norprofit organization launched the Emerging Tlpgra
Assessment and PriciRgogram to develop and disseminate
GOI-6 dBSR LINRAOS 06 Sy OK Ydallddd costs L]
effectiveness and budget impactraw specialtydrugsto guide
price negotiations.

AMayo Clinic Proceeding®15 journal editorial includes 188
physicians from major US cancer centergrassroots movement
sayinghat out-of-pocket cancecosts are bankipting patients,
and upto 20% of patienR2 y Qi G 1S GKSANJ
to costs.

Politicians are calling to Istedicarenegotiate prices and for
Canadiardrug importation.

for everyone in the healthcare ecosystem."

Cost as a Deciding Factor in Treatment Decisions Over Past 6
Months (Survey at ASCO 2015)

Cost has not been a
consideration, 19%

Cost has been an
influencing

consideration, 38%

Cost has been a deciding
factor, 43%

SourceN=94 academic or community hematologists or oncologists, surveyed by M3 Global Resea®bcatpmierican

Clinial Oncology Annual Meeting 2015

Taking on the Pharma Pricing Challenge | White Paper | GalbraithWight
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Value Absent vs. Not Demonstrated ot Communicated?

Some studies suggest that proving the value of pharmaceuticals would be easier, more
transparent, and more demonstrable if regulatory guidelines were more favorable for
promoting and communicating healthcare economic information (HCEI). While regulatory
guidelines differ around the world with respect to HCEI dissemination, the US policy drives
strategy for many companies and drugs across major global markets.

A recent study from Avalere Health found that 86% of pharmaceutical companies would invest
more in studies gathering HCEI on drug products that could be utilized in a value argument
with US-based payers, providers, patients and policy-makers if they were provided additional
guidance on their ability to use this evidence with external audiences.'” Not only does this lack
of guidance inhibit economic information, but it also affects other pragmatic trial conduct, such
as comparative effectiveness research.

Barriers to Demonstrating Value

93%

of pharmaceutical companies said lack of guidance from
FDA on disseminating healthcare economic information
KFa AYKAOAGSR GKSANJ 2NHI

dissemination of comparative effectiveness research
~Avalere 2015 Survey"

Taking on the Pharma Pricing Challenge | White Paper | GalbraithWight
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Currentand ProposedPricingApproaches

For over two decades, a variety of drug pricing
schemes have been attempted, tying price to
outcomes and/or performance, with varying degrees
of success. The most common include Performance-
based Risk Sharing (PBRS) agreements and Patient
Access Schemes (PAS).

A review of the fundamentals of these current
approaches provides a basis for GalbraithWight’s new
proposal for pricing novel therapeutics: the License
Fee and Disease-Related Group pricing. Other
approaches such as annuities, variable payment by
indication, and value-based methods have also been
considered by other groups.

Performancebased Risk Sharing

With PBRS, payers and pharmaceutical manufacturers
agree to link payment for drugs to population-level
health outcomes achieved (i.e. evidence of
effectiveness in the real world).***

i Risksharingschemeshouldbe considereds
agreementgoncludedy payersand
pharmaceuticatompaniego diminishthe impact
on payersbudgetsfor newand existingschemes
broughtaboutby uncertaintyand/or the needto
workwithin finite budgets"

~Adamski 2010%

Paying for Outcomes:LAok
BackAt Early Rsksharingin
the United States

In 1998, Merck agreed to
refund both patients and
insurers up to six months of
medication costs for simvastatin
(Zocor) if the combination of
simvastatin+diet did not help
them lower low-density
lipoprotein cholesterol levels to
target levels identified by their
physicians. The arrangement
was part of the “Get to Your
Goal” campaign from the
American Diabetes Association
and Merck. ?

Other examples include:

8 UnitedHealthcare and
Genomic Health for a
genomic test for breast
cancer recurrence testing.

8 CIGNA and Merck for
sitagliptin (Januvia®) and
sitagliptin+metformin
(Janumet®) for treatment of
type 2 diabetes.

Taking on the Pharma Pricing Challenge | White Paper | GalbraithWight
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At least four categories of performance-based risk sharing have been used globally:*
|. Budget impact
2. Price discounting
3. Outcomes uncertainty
4. Subgroup uncertainty

It is believed that risk-sharing arrangements generally increase overall efficiency and reduce
payer uncertainty, although evidence suggests that they are difficult to implement due to high
management and oversight costs, challenges associated with outcomes measurement, and an
absence of data infrastructure. >

In May 2015, Express Scripts, the largest pharmacy benefit
management organization in the US for insurers and employers,
announced the desire to enter into arrangements with manufacturers to set pricing for cancer
drugs based on how well they performed for the prescribed indication.”” The market size of
Express Scripts and their success with negotiating such deals will be an important predictor of
the expansion of PBRS across the US and worldwide.

& .
¥ &% EXPRESS SCRIPTS
T

In June 2015, Novartis announced a performance-based pricing system for the
' chronic heart failure drug, Entresto® (sacubitril and valsartan). While details are
NOVARTIS still being worked out, Novartis executives report that the drug would have an
up-front discount, with bonus payments disbursed if the drug does not provide expected
reductions in heart failure hospitalizations.”®

Patient Access Schemes

A PAS is an agreement between the manufacturer and payer to improve cost-effectiveness and
enable patients to gain access to high costs drugs.

In the United Kingdom, the Department of Health initiated a
Pharmaceutical Price Regulation Scheme, covering 90% of specialty drugs
commercialized in the country. This five-year voluntary scheme was
agreed to between the Department of Health and the Association of
British Pharmaceutical Industry, and specified two types of patient access

schemes:

I. Simple Schemgeomputing a discount to ensure that there is no increase in burden on
the National Health Service. All technology appraisals reported on the National Institute
for Health and Care Excellence (NICE) website for oncology drugs over the last two
years have been based on simple discounts.

Taking on the Pharma Pricing Challenge | White Paper | GalbraithWight
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2. Complex Schemgwhich include rebates, stock supplied at zero cost, dose capping,
and/or outcomes-based arrangements agreed to by both parties.

Velcadg(bortezmib) for multiple
myeloma is an exampla&@omplex
RiskSharing Scheme including an

outcomebased congment.

In Italy, where the use of access schemes is prevalent, arrangements typically fall into three
categories: payment by result (most common in oncology), cost-sharing, and risk-sharing.

Where Do We Go From Here?

Clearly, existing pricing methods lack transparency, create uncertainty, diminish outcomes due
to affordability and access issues, and cause high levels of public concern. What solutions offer
promise, and what criteria should be considered?

If the system is to be overhauled, we should strive for:

1
1

More predictable overall budget impact

Reduced complexity of calculating medicine costs for
patients

Reduced or no medication cost variability based on
patient size/weight

Pricing linked directly to health outcomes (and therefore
the “value”) delivered by the medication

Phased costs over the duration of benefit delivered, rather than only at the time of
healthcare intervention (for example, drug infusions)

Taking on the Pharma Pricing Challenge | White Paper | GalbraithWight
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TwoNew PricingMethods

GalbraithWight proposes two innovative solutions to pricing innovative pharmaceuticals: the
Licensedeand a Diseas®elated Bupmethodology. For this White Paper, we will refer to
disease-related groups as DRGs. This term is somewhat similar to but should not be confused
with the diagnosis-related group DRG acronym, which is a system to classify hospital cases into
groups in the United States.

License fee
The license fee is a franchising methodology commonly used in the

DSS Player Pro Release5 Transcrij

T T

software industry. In healthcare, this approach would include a
e — license fee where payers pay a fixed monthly licensing fee per
patient for use of the intellectual property of the medicine, rather
than for the amount of drug used.

This methodology ties price to outcomes and also defers payment
consistent with the attainment of benefits to the patient and the
payer. In this way, the challenges associated with high upfront costs and deferred benefits is
somewhat allayed.

Many industries sell the use of intellectual property via a license-to-use fee. Most of the value of
an innovative medicine is in the intellectual property amassed over the whole development
process, which takes place over several years (and which also includes compounds that failed
early on), rather than a value specifically tied to the amount of chemical or biological ingredients.

Software companies such as Microsoft Corporation, Adobe Systems Incorporated, and SAP SE
have changed their license fees for some consumer and professional products to a monthly fee
approach. In theory, medicines could be paid for using this approach, and linked to delivery of
specific health outcomes (such as months of progression-free survival or overall survival) with
per-patient licensing. Because the license is specific to a patient with a specific condition, the
license fee could be charged by condition based on the specific value delivered.

The pros and cons of the License Fee approach are summarized below.

Taking on the Pharma Pricing Challenge | White Paper | GalbraithWight



Pros

Allows price to be linked to outco

Greater certainty of budget impact, with lower
upfront cost impact

Examples exist from other industries to protect
the rights of both licensor and licensee

Can enable tiered pricing based on country

GDP

Enables pricing to be based on disease, and
therefore linked to value

Licence fee can be suited to combinations as

well as single agents

Cons

Page | I3

Healthcare systems not set up for this

approach today

Risk of fraudulent use of medicines to treat

additional patients for free

Can cost more per patient if they live a long

time

Pharma industry very conservative and risk-

averse to change

An example of the use of license fees for Yervoy® (ipilimumab) for a 75kg patient is shown

below.

Current Practice:

75kg patients — require 4 infusions of 225mg @ 3mg/Kg

Patient 1 — disease
progression at 6
months

Patient 2 — disease
progression at 2
years

Patient 3 — disease
progression at 3
years

4 x50mg* vials
@56,729.24 =
526,916.96 per
infusion

4 x50mg vials
@56,729.24 =
526,916.96 per
infusion

4 x50mg vials
@56,729.24 =
526,916.96 per
infusion

Potential vial wastage 513,458.48

Total treatment cost
=$107,667.8

Budget impact in
year 1 = 5107,777.8

Total treatment cost
=$107,667.8

Budget impact in
year 1 = 5107,777.8

Total treatment cost
=$107,667.8

Budget impact in
year 1 = $107,777.8

Licence Fee Option: $5k per month progression free

75kg patients — require 4 infusions of 225mg @ 3mg/Kg

Patient 1— disease
progression at 6
months

Patient 2 — disease
progression at 2

years

Patient 3 — disease
progression at 3
years

4 x50mg vials per
infusion

4 x50mg vials per
infusion

4 x50mg vials per
infusion

Taking on the Pharma Pricing Challenge | White Paper | GalbraithWight

Total treatment cost
= $30,000

Budget impact in
year 1 = 530,000

Total treatment cost
=$120,000

Budget impact in
year 1 = 560,000

Total treatment cost
= $180,000

Budget impact in
year 1 = 560,000

* Other vial sizes are available
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Benefits oLicerse fee Methodologyfor Treatment @mbinations

Combination oncology protocols are common. Payers, physicians, and patients have grave
concerns over “stacked” treatment costs associated with multi-drug regimens. This is
compounded when each manufacturer establishes value based on the medication as a single
entity. The license fee approach offers the opportunity to develop a methodology to cover
specific combinations, thereby reducing uncertainty and phase in the budget impact over time.

DiseaseelatedGroup (DRGFricing

The disease-related group method is already used by healthcare

D RG systems to cost and pay for non-medicine healthcare interventions,
with pricing set by indication relative to the value the medicine
delivers in that indication.

The American healthcare system introduced diagnosis TENTH REVISION

related groups in 1985. Most western healthcare systems

use International Classification of Diseases (ICD) coding for

healthcare interventions as the basis of their diagnosis- _ :
ICD-10 is a new code set for reporting

based strategy. medical diagnoses & inpatient procedures.

INTERNATIONAL CLASSIFICATION OF DISEASES

We propose the development of a DRG or diseaseelated group approach covering the
provision of a medicine for specific diseases. The potential pros and cons of this approach are
described below.

Taking on the Pharma Pricing Challenge | White Paper | GalbraithWight
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Al , be linked Healthcare systems not set up for this
ows price to be linked to outcomes approach today
Risk of fraudulent use of medicines to treat
. . additional patients for free
Greater certainty of budget impact
DRGs not usually associated with medicines

unless part of a package of treatment

Does not discriminate against high body mass . S—
patients ICD10 implementation likely to be patchy,

resulting in lack of consistency from provider

to provider
Healthcare systems used to working with

DRGs — a familiar concept — and utilize ICD
coding principles to ensure compatibility
with other healthcare system coding norms

It can take time for new DRGs to be created
(although there are interim measures in
some countries such as Q codes in the USA
and the New Diagnostic and Treatment

Most countries have a process for setting Methods [NUB] system in Germany)
annual DRG prices (such as Payment by

Results [PbR] in England)

DRGs can vary between healthcare systems
(although precedent exists in the EU-wide

VR SRR BRI agreement for ICD-10 used for cause-of-

death statistics)

combinations as well as single agents

Additional Pricing Strategies Being Discussed

Several other strategies have been proposed” and could be implemented either within or
separate from the GalbraithWight license fee or DRG approaches. These include annuities,
variable payment by indication, or value-based tactics.

Annuities

New technologies often deliver downstream benefits and future economic savings, reduced
morbidity and mortality, as well as increased productivity and health-related quality of life. But
payers are challenged with incurring the near-term costs and
waiting for the long-term benefits to accrue.’
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Other commercial arenas provide financing schemes that deal with high
upfront costs in return for delayed or intermittent (e.g., “lumpy”) individual
or societal benefits. For example, it has been proposed that credit services
could be offered by health plans to stakeholders (i.e., employers, capitated

providers, governments) taking on the long-term financial risk of paying for \
medical care, permitting costs to be amortized over the useful life of a e
good or service.”® Another proposal is that credit facilities could be “securitized into debt
instruments that could be sold or traded.””° While it is not known if health plans would agree
to play a pivotal role in servicing these agreements, if premium increases could be flattened or
made more predictable by financing technology through credit agreements, then the adoption
of innovative and costly therapies could be made more attainable.

Valuebased Approahes

Indication-based pricing: Another approach is pricing where payers pay more in those
indications where drugs have more benefit, and less in those with less benefit. In essence, they
pay for what works.

This idea has support from Express Scripts Chief Medical Officer.
Dr. Steve Miller, who has stated that such a plan would lower
overall costs.’’

"Right now we're paying top dollar for every indication, whereas when you |
indication where the benefits are really marginal, we probalilg glagird less
for that indication”

~Steve Miller, Senior Vice President & Chief Medical Officer, Express Scripts®?'

For example, Tarceva® (erlotinib) is approved for both lung and pancreatic cancer, but clinical

data show that the drug extends life by only a few weeks in pancreatic cancer, yet offers

additional months in lung cancer. Dr. Miller was quoted in the Wall Street Journal: "It's 10 times
better in lungCan you name any other product you'd buy where you pay the samedfggseatga
a 10fold difference in how well it wdrks

Clinical pathway pricing: Some payers are experimenting with tying reimbursement to
treatment guideline adherence. The Anthem Cancer Care Quality Program, initiated in July
2014, pays participating oncologists higher reimbursement for “on pathway” or treatment

guideline-based care for three cancers (breast, colorectal, and non-small cell lung cancer).'**
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ASCO Value Framework: ASCO released a conceptual framework to
assess the value of new cancer therapies based on treatment benefits,
toxicities, and costs. This will ultimately serve as the basis for user-
friendly, standardized tools that physicians can use with their patients to
discuss the relative value of new cancer therapies compared with
established treatments.”® These data may be used in pricing negotiations.

DrugAbacus: Memorial Sloan Kettering Cancer Center (MSKCC) in
New York, US has introduced DrugAbacus,* an interactive calculator that compares the costs
of more than 50 cancer drugs using estimated prices, based on factors such as efficacy, toxicity,
novelty, an R&D cost surrogate, disease rarity, population
WEITEE VRIS health burden, treatment duration, and total drug sales.” In
some cases, the DrugAbacus website
(http://www.drugabacus.org) calculates a price lower than
the manufacturer’s market price; this could be used in driving price negotiations.

Cancer Center

The project, led by physician and Director of MSKCC'’s Center for Health Policy and
Outcomes, Peter Bach, MD MAPP, represents a grassroots effort to manage the escalating
costs of cancer care.”

Challenge#éssociated with Innovative Pricing Methodologies

Of course, new approaches are untested and may present challenges, either expected or
unanticipated. Some considerations include patient safety, defining outcomes, inventory control,
and financial governance.

PatientSafety

It is essential that any new pricing methodology prioritizes patient safety as number one.
Dispensing methods must continue to track dose, route and time of administration, and seek to
provide optimal care.

Defining Outcomes

If a license fee or any pricing approach is dependent on an assessment of disease progression,
then clear and detailed criteria must be defined, agreed upon by stakeholders, and protocols for
monitoring established in advance.

Inventory Control

With new pricing methodologies, stock control must be monitored efficiently and accurately. In
the license fee and DRG approaches, there will not be a specific monetary value on each stock
item. To avoid the risk of fraud, each patient would need to be tracked according to the
amount of medication they require for each dose. Tracking methods such as Registries can also
provide vital, prospective real world evidence on health outcomes.
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Financial Governance
Organizations have a duty to conduct good financial governance. For many providers, reporting

on the value of their medicines inventory is a vital part of that reporting and financial audit
process. Changing the pricing mechanisms to one where a pack or vial does not have intrinsic
value would be virtually impossible for current systems to deal with. Therefore, this transition
will require a parallel change in finance systems. One option is to keep ownership of the
medicine with the manufacturer up to the point of dispensing. This removes the need for the
provider to track unit inventory value (that remains with the Pharma company), and reduces
working capital costs for the provider.

Next Stepg Innovative Pricing Solutions

New pricing mechanisms could provide benefits to both the
healthcare system and pharmaceutical companies. Any new pricing
mechanisms will require changes in pharmacy billing, inventory
control and financial systems. To take these ideas forward and enable
practical challenges to be addressed, further modeling of price vs.
value and pilot schemes should be developed.

In summary, there is a distinct call to action from health care systems and key stakeholders to
develop practical and feasible pricing methodologies that sustain innovation in drug
development but maximize patient and market access, while focusing on product value.

Contact Us

To learn more about the pricing challenges in pharmaceuticals, contact our team:
GalbraithWight UK
A6 Chaucer Business Park, Ditton's Road,
Polegate BN26 6QH, UK
+44(0) 1323 482 208

info@galbraithwight.com
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