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5 Important Federal Drug Policy Roles

Conducts basic biomedical research - NIH
Determines safety and efficacy — FDA
Determines market exclusivity period- FDA
Monitors competitive behavior — FTC/Justice
Purchases drugs — Many federal programs

Will focus primarily on role of government as purchaser




The US Pays Twice As Much As Other Countries
For Most Brand Name Drugs

International Federation of Health Plans

2013 Comparative Prices -DRUGS
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DRUG PAYMENT & PRICING

By Panos Kanavos, Alessandra Ferrario, Sotiris Vandoros, and Gerard F. Anderson

Higher US Branded Drug Prices
And Spending Compared To Other
Countries May Stem Partly From
Quick Uptake Of New Drugs

ABSTRACT The United States spends considerably more per capita on
prescript]on drugs than other countries in the Organization for

ic Coop i and Devel t (OECD). Drawing on the
Intercontinental Medical Statistics Midas database, we examined the
variation in drug prices among selected OECD countries in 2005, 2007,
and 2010 to determine which country paid the highest prices for brand-
name drugs, what factors led to variation in per capita drug spending,
and what factors contributed to the rate of increase in drug spending. We
found that depending on how prices were weighted for volume across the
countries, brand-name prescription drug prices were 5-198 percent
higher in the United States than in the other countries in all three study
years. (A limitation is that many neg price di ts d in
the United States may not be fully reflected in the results of this study.) A
contributor to higher US per capita drug spending is faster uptake of new
and more expensive prescription drugs in the United States relative to
other countries. In contrast, the other OECD countries employed
mechanisms such as health technology assessment and restrictions on
patients’ eligibility for new prescription drugs, and they required strict
evidence of the value of new drugs. Similarly, US health care decision
makers could ider requiring pha ical manufacturers to
provide more evidence about the value of new drugs in relation to the
cost and negotiating prices accordingly.

nternational comparisons canshedlight  factors led to variations in per capita drug spend-

on health care prices in different coun-  ing, and what factors contributed to the rate of

tries. It is difficult to compare the costs  increase in drug spending during the period

of a hospital stay or a physician visit 2005-10.

among different countries. However, it ‘We compare the prices for a eamplc of brand-
is somewhat easier to compare the pricesanduse  name pre: drugs in Canada,
rates of drugs, given that drug compounds con- France, Germany, Switzerland, the United

tain the same active ingredient and come in com-
parable presentations in different countries.

In this article we examine the variation in drug
prices among selected Organization for Eco-
nomic Cooperation and Development (OECD)
countries to determine which countries paid
the highest prices for brand-name drugs, what

Kingdom, and the United States, We then com-
pare use rates for the same drugs between the
United States and the other countries. Last, we
discuss possible policy and regulatory factors
that may contribute to differences in prices
and use rates across these countries.
Historically, a number of methodological
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Overarching Policy Question -
What Is A Fair Price To Pay For Drugs?

Innovation Access and Affordability
Drug companies need to earn » High prices for specialty drugs
profits on existing drugs to fund are restricting access
R&D
« High prices for specialty drugs
Few drugs actually make it to are making it difficult for public
market programs to balance their

budgets
Drugs are very expensive to
develop « Drugs not effective if people do
not have access to them
Innovation is critical for improved
health in future



Policy and Empirical Question -
Can The Market Determine A Fair Price?

YES NO

Few competitors for increasing
numbers of generic drugs

*  Drugs are a commodity

«  Competitive environment for

most generic drugs «  Market exclusivity periods
(patents) give brand and

- Often there are substitutes for specialty drugs monopolies

brand name drugs that keep

orices reasonable *  Most people have insurance

which makes them less price
sensitive

«  MDs, not patients, choose the
drugs



Federal Approaches To Determining
Drug Prices- All different!

Medicare
— Private sector negotiates prices

Medicaid
— States determine rates and federal government approves the method

VA/DoD
— Uses formulary and negotiates prices

PHS/340B program

— Formula based on average manufacturers cost and unit rebate
amount

Fris -
& -



Is Their A Rationale For Each Federal Department
Having Its Own Mechanism For Purchasing Drugs?

Economics and Ethical Concerns

* Volume purchasing
-Prices would be lower if
government paid one price

- Some departments pay twice as
much as other departments for
same drug

* No ethical reason why some
departments should get better
prices

Health Economics, Policy and Law (2011), 6, 43-64
® Cambridge University Press 2010  doi:10.1017/5174413310999034X

Eliminating drug price differentials across
government programmes in the USA
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Abstract: Federal agencics in the USA pay significantly different prices for
the same prescription drugs because each agency uses a different approach to
derive the payment rate. Because we do not identify any cconomic rationale or
socially accepted moral reasoning that would justify the current level of price
variation, we suggest that the federal government should pay a uniform price
for each drug. Laws and regulations that give certain federal agencies the
ability to earn rebates, use formularies, or permit other special arrangements
would need to be eliminated in order to have a single payment rate. This
could make some government agencics worse off than others; however, a
uniform payment rate would not need to affect beneficiaries’ current financial
contributions, access to drugs, benefits or overall public expenditures. At the
same time, having a single rate would permit the government to adopt a more
effective approach to purchasing drugs and send a consistent message to
pharmaceutical companies concerning which types of drugs the government
wants them to develop for government beneficiaries. How this single price
would be derived and how it would compare with the lowest or highest
prices currently achieved by government agencies would depend on a

variety of policy issues including the government’s desire to encourage
pharmaceutical research and development and the need to control health

care spending.

Price differentials across government programmes

In 2005, the Congressional Budget Office (CBO) compared the average prices
paid by different government programmes relative to the average wholesale

E Internationzl, National Institute for Health
V 6NA, UK. Email: kalipso.chalkidou@

*Correspondence to: Dr Kalipso Chalkidou, Dircctor, NIC
and Clinical Excellence, 71 High Holborn, London W
nice.org.uk
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Why So Many Prices And Mechanisms?

« Currently Medicare pays the highest prices and VA/DOD
pay the lowest prices

 Policy Question — What keeps the federal government
from paying one price for drugs?

our totally unique
one pPrice

policy
| blinds, all fabrics of
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Government (and private industry)
Purchases 5 Categories of Drugs

Each category offers unique challenges for purchasers
such as the government

 Generics without competition
» Generics with competition

« Brand name drugs

« Specialty drugs

* Biosimilars



Generics Without Competition

Martin Shkreli took a drug that had been on the market for 60 years and
he increased the price by 5000%

Only one company sold Daraprim

Price increase caused huge access problems for patients and hospitals

There are an unknown number of other drugs with only one supplier

Perfectly legal to increase the price

6 \ '!ll
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Generic Drugs Without Competition
One Possible Solution - Deterrence

Congressional Testimony Senate Aging

« Expedited review when no competitors
(with or without priority vouchers)

* Allow compounding under certain
circumstances

* Importation from company that

originally had patent
— Daraprim originally patented to GSK
and it is still manufactured and sold in
UK by GSK

MD, PhD
Department of
Medicine and Insttute
of the History of
Medicine. Johns

i

Oginion

Role of the FDA in Affordability
of Off-Patent Pharmaceuticals

In recent weeks, the increasing prices of off-patent
pharmaceuticals have been the subject of extensive
news coverage and debate, a public meeting at the
Department of Health and Human Services (HHS), and
hearings in both houses of Congress.! The US Food
and D DA) has not played a central

School of Medsine,
Baltimore, Maryland

Gerard Anderson, PhD.
Department of Health

role to date in developing solutions to this challenge.
No doubt this reflects the agency’s traditional reluc-
tance to engage with the economic issue of dug pric-
ing. Yet because FDA approves the generic products

proximately 1500 applications for generic drugs sub-
20 d

of that year.” Even with greater resources as a result of
the Generic Drug User Fee Act, FDA wiillstill take years
to review these applications.

Calls have been made for FDA to change its stan-
dards. The agency's approach to generic drug review,
however, has been carefully built over the past several

Abet-
ter solution is for FDA to prioritize review of applica-

ey and that estabiish markets, the agency
"“f*:#"m Achis havea tive ol g that patients have
e . woom I drugs that have been affordable for
Baltimore, Maryland ~ Many years

The ares of concarn has been the offpatent drg
JostwaM sharfsen.  market ith limited or no competition. Although mar-

Mo
Departiment of Health
Policy and

4
Managemment, Johrs

Kets for some drugs igorous long after patent

tions for essential drugs that can have a major effecton
competition and affordability in the market.
Current y permi t

“could
help mitigate o resolve 2 drug shortage and prevent
ages”* FDA Jdress-

expiration—for example, the amoxicillin market in-
cludes at least 10 different manufacturers—many other

School of Publ Health,
Baltimore., Mayland

Institute of the History
of Medicine. 1900 £
Manument St
Baltimore, MD 21215
(greenegyhmi edu).

Jarma com

From: http://j

older iy lor2 manufac-
turers. A consequence has been an increasing fre-
quency of drug shortages, as manufacturing problems

hikes is a means to “prevent future shortages” If FDA
perceives such a determination, which includes eco-
nomic factors, to be outside of its usual area of exper-
tise, the task of identdfying applications to prioritize

gl y can quickly Pt
ply of adrug. Reduced competition has also led to adif-
ferent kind of access problem. Several pharmaceutical

ould different part of HHS, such as the Office
of the Assistant Secretary for Planning and Evaluation.
During the 6 to12 months of a priority review. FDA

olderdrugsand

Congress should continue its

investigation to illuminate the business
strategies that are distorting the market

for generic drugs

then increasing the price substantially. Notable price

abilty and access,

First, FDA should consider tempo-
rarily permitting compounding of the
drug at issue. Compounding s the cre-
ation of medications from individual
ingredients under the supervision of a
pharmacist but outside of the FDA drug
approval process. In implementing the
Compounding Quality Act of 2013, FDA
maintains a list of drug substances appropriate for

in bulk. The agency can include com-

price of pyrimethamine from less than $1to more than
$750adose, thi i 0

mercially available products on this lst, as long as
fa

per vial, and the price of isoproterenol from $38 to

thereisan ate pustification. Th
pending priority review of an essential drug that can

$1387 pervial Other by Tor2manufac-

improve in the market

turers may have stable prices until a sh
ops, at which point "gray-market distributors” can ex-
ploit the situation with substantial price increases.”

In a competitive market, when a price is too high,
another manufacturer could begin to produce and of-

in 2012 FDA waived enforcement action sgainst com-
pounded versions of hydroxyprogesterone caproate
injection after the approved version became too
expensive.” In response to the recent increase in the

fer t price. Hovrever,
is an approval process to ensure bioequivalence and
tl

price of one major pharmacy benefits.
manager has already switched to a much lower-priced

however, it is not known
whether FDA will review this for compliance with exist-
o

quality his self happen
onlyat d of FDA review FDAis 8
genericap- idan,

plications from prior to 2013. The agency's fiscal year
2014 performance report noted that none of the ap-

gy
Compounded products are not an optimal solution
o overcome a shortage of approved generic drugs:

JAMA February 2. 2016 Volume 215, Nurribes 5

Copyright 2016 American Medical Assoclation. All rights reserved.
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Generics With Competition

« Hatch Waxman * Recent Consolidation
— Expanded generic industry — Fewer generic competitors
— Percent generic sales increased — Shortages in certain drugs
from 10-88% — Price hikes where only a few
— Low prices for generics with competitors

many competitors




Challenge - Maintaining Robust Competition in
Generic Industry

Top 5 generic companies Their growing market share
1. Teva * In 2014, these 5 companies had

2.  Novartis- Sandoz 47.4% of world wide sales of

3. Allergan generic drugs

4.  Mylan

5 Sun Pharmaceuticals - Since 2014, there have been

numerous mergers including a
possible Teva acquisition of
Allergan in June 2016



Generics With Competition

» Generic companies sell identical
products

« Competition is over price
FEDERAL

TRADE

* The more competition the lower ; 4 COMMISSION
the price BUILDING

— On average, prices decline by
20% with each additional
entrant in generic market




Brand Price Increases And Prices of New Brands,
Not Quantity, Are Responsible For Most Of The
Recent Increase In Drug Spending

I Generics ] New Brands [} Protected Brands Price  [JJjjJj Protected Brands Volume [l Patent Expiries

43.4

15.5 13.0 10.8

2010 20m 2012 2013 2014

Source: IMS Health, National Sales Perspectives, Dec 2014




Oncologic Drugs- Prices Keep Increasing

Monthly and Median Costs of Cancer Drugs at the Time of FDA Approval
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Oncology Drugs-
Prices Sometimes Increase When
Competitors Enter Market

Price of Gleevec
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Specialty Drugs

» Responsible for 30% of drug spending but only 1% of all
drugs

* Much of the increase in drug spending in 2014/5 was
attributable to specialty drugs



Specialty Drugs

Attributes Hepatitis C
* Very expensive * $40,000 - $100,000
- Many are quite effective « Eliminates hepatitis C
* Problems * Problems
— Ability to pay — High cost sharing- Can be 40% of

social security income for year

— Less than 4% of people with
hepatitis C are getting drug

— Access

- — Hepatitis C is infectious so
- ; becomes a public health issue
" (..,f.:f':‘;ﬂ‘?'f 4 — Hepatitis C responsible for
e B highest mortality rate for

= infectious diseases in US in 2014




e United States Senate ’
COMMITTEE o FINANCE @

Senate Finance Committee Report
» Wyden-Grassley Sovaldi Investigation Finds Revenue-Driven
Pricing Strategy Behind $84,000 Hepatitis Drug

» 18-Month Investigation Reveals a Pricing and Marketing
Strategy Designed to Maximize Revenue with Little Concern
for Access or Affordability



Specialty Drugs Causing Fiscal Problems

* Medicare spending for Hepatitis C increased from $300
million in 2013 to 4.5 billion in 2014

* VA, DOD, PHS all requested additional appropriations

- Medicaid programs have used existing rules (e.qg.
preauthorization) to limit access but CMS recently told
states they cannot reasonably restrict access for people
with hepatitis C




Pricing for Specialty Drugs

Drug companies can set the price

FDA gives them a time limited monopoly

Prices may go down when there are effective substitutes

The drugs are often so effective that they are cost
effective even with the high price tags

— Sovaldi can be cost effective because some people do not need
liver transplants that cost $500,000




Two Topical Concerns

Recent Part B Changes in Drug Payment Bundled payments do not include drugs
MEDICARE <. HEALTH INSURANCE $
1-800-MEDICARE (1-800-633-4227) I’
HAME OF BGENEFICIARY -
JOHN DOE = o+
MEDICARE CLAIM HUMBER SEX —1it
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HOSPITAL (PART A) 01-01-2007 ' m Al - )
MEDICAL (PART B) 01-01-2007 Yj ‘-\U/' > ﬁ
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Paying for Drugs in Part B - Background
($19 billion dollar issue)

Before MMA of 2003

Drug companies announced a high list price for
drugs

Medicare paid list price
(sometimes with small discounts)

MDs purchased drugs at considerable discount
from list price and pocketed the difference

Most common in oncology

After MMA of 2003

CMS pays average sales price (ASP) + 6%
for Part B drugs

ASP approximates actual acquisition cost

Physician has economic incentive to choose
the more expensive drug since they get 6%
administrative fee for administering the drug

We do not know how often the MD chooses
the more expensive drug because of the
economic incentive

More expensive drugs are not harder to
administer (although storage fee may be
higher)



Current CMS Proposal

* Reduce the payment from ASP + 6% to ASP + 2.5% with
additional fixed payment that does not vary by price of
drug

» Reduces (but does not eliminate) the incentive for
physician to choose the more expensive drug

« Would lower payments to MDs that prescribe expensive
drugs (oncologists, ophthalmologists and rheumatologists)
and increase payments to most other MDs (largest
Increases to primary care MDs) that prescribe less
expensive drugs




Bundling

*  Bundling gives providers the choice of how to most effectively provide
medical care by combining many medical services into a single payment
and letting the provider choose the best treatment plan

* In fee-for—service, the first bundled payment was Medicare prospective
payment for hospitals

* Inmanaged care, it is capitation

« Medicare and private insurers are already combining hospital,
physician and post acute care services into a single bundled payment

* In most cases, drugs remain outside the bundle and yet drugs are an
important part of care

*  Policy Question: Should drugs be inside the bundle, and if so, how?



Part D Bundles

* Medicare started with knee and hip replacement bundled
payments but over time there will be more bundles

* These bundles include hospital, physician and post acute
care services but exclude drugs

« Congress has already mandated ESRD bundle payments
should include drugs

* There are many technical challenges to overcome, but
Including drugs in the bundled payment may increase
efficiency since drugs can offset hospital and post acute
care services




Prescription Drug Spending Growth

By Program

Annual Percent Growth from Previous Year
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22.5

17.5
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