PUBLIC POLICY

Public policy engagement is an important role
for private sector companies. It is important to work with public policy makers to
help ensure that the policy environment is
supportive of patient access to life-changing
medications while also enhancing the promise
of medical innovation. Government policies
directly impact health care access and innovation while also affecting many aspects of
Celgene’s business model — including our
ability to meet patient needs and provide
value to all our stakeholders. For these
reasons, we actively participate in public
policy discussions and activities to share
our perspectives and experience.

U.S. PUBLIC POLICY
As an example of public policy engagements,
Celgene employee ambassadors participated
in more than 100 congressional meetings in
both the US House of Representatives and the
US Senate at the annual Celgene Washington
Legislative Summit. Several members of Congress, including Representatives Chris Collins
(R-NY) and Donald Norcross (D-NJ),
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participated in plenary sessions to share
insights on public policy developments concerning health care issues. To date, Celgene
has hosted five annual Legislative Summits
in Washington, DC, with past guest speakers including Senator Bill Cassidy (R-LA),
Senator Ben Sasse (R-NE), Representative
Katherine Clark (D-MA), Representative
Tom MacArthur (R-NJ), Representative Scott
Peters (D-CA) and Representative Phil Roe
(R-TN). Celgene also hosts visits by federal
and state policy makers at Celgene facilities
around the country to foster greater awareness of biomedical innovation.
Celgene actively partners with patient and
provider organizations at both the state
and federal level to advance legislation that
ensures patient access to life extending and
life-saving medicines. Celgene is proud to
participate in the Patients’ Equal Access
Coalition (PEAC), the State Patients Equal
Access Coalition (SPEAC) and the State
Access to Innovative Medicines Coalition
(SAIM) to champion legislation to ensure
fair cost-sharing, preserve patients’ access
to the therapy their doctor prescribes,
and to place appropriate limits on out
of pocket costs for specialty medicines.
Other members of these coalitions include
the Leukemia & Lymphoma Society, the
National Psoriasis Foundation, the American

EMPLOYEES AND COMMUNITIES

ENVIRONMENT

REPRESENTATIVE DONALD NORCROSS (D-NJ)
addresses Celgene employees.

Academy of Dermatology, Susan G. Komen
for the Cure, the National Brain Tumor
Society, the American Society of Clinical
Oncology and the National Organization for
Rare Disorders.

ORAL ONCOLOGY PARITY
There have been significant advancements
in cancer care in recent years, including the
number of new oral medications that have
been approved to fight a wide range of cancers.
In 2008, more than one quarter of 400 anticancer drugs in development were oral
medications. Today, the number of oral
anti-cancer drugs in development has nearly
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ENGAGING ON VALUE,
PRICE AND ACCESS
Celgene continues to engage on value, price
and access with many different stakeholders
across the health care system. During
the 24th annual Biotechnology Innovation
Organization (BIO) International Convention,
Celgene convened an interactive session
which allowed participants to assume the
role of a small biopharmaceutical company
CEO and make decisions regarding the
investment in — and ultimately pricing of — 
innovative products. The goal of the exercise
was to help stakeholders understand the
complex, multi-faceted process of bringing
an innovative medicine to patients. The
session was introduced by Scott Smith,
Celgene’s President & Chief Operating
Officer, who is also a BIO board member.

SCOTT SMITH, Celgene’s President &
Chief Operating Officer, at the 2017 BIO
International Convention.
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doubled. Yet, as new treatments are developed, many insurance plans have yet to
update their benefits structures and reimbursement policies, sometimes hindering
cancer patient access due to resulting higher
out-of-pocket costs for oral medications.
Injected and infused therapies tend to be
covered under a health plan’s medical benefit,
while oral therapies are generally covered
under the plan’s pharmacy benefit. Celgene
strongly supports oral oncology parity laws as
they provide patients more affordable access
to treatments, regardless of how the treatment is administered. In the last nine years,
state legislators have passed oral oncology
parity laws in 43 states and Washington, DC
to address that disparity.
Celgene believes that patients and physicians
should choose treatments based on effectiveness for patients’ medical needs, not cost
concerns caused by outdated health plan
benefit designs. Since 2009, Celgene has
worked closely with patient and provider
advocates to advocate on behalf of oral
oncology parity legislation. Through these
coalition efforts, we have educated policy
makers about the rapidly changing cancer
treatment landscape and the importance of
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enacting thoughtful public policy to ensure
that patients have access to the breakthrough therapies that offer the best chance
at survival.
While the vast majority of states have passed
oral oncology parity legislation, Celgene is
also committed to ensuring that these laws
are working for patients. Through data
collection and analysis, discussions with
state insurance officials, and the creation and
dissemination of appropriate educational
materials, the oral oncology parity coalitions
remain committed to implementing realworld solutions for cancer patients.
At the federal level, Celgene continues
to work with the Patients Equal Access
Coalition (PEAC) to enact a nationwide law
that would ensure that patients will pay no
more out of pocket for an oral anti-cancer
medication than for traditional IV treatments. Together with our patient partners,
we have made strong progress in highlighting the need for federal action to achieve
parity in out-of-pocket costs for all patients.
Legislation to achieve oral oncology parity
has been introduced in the 115th Congress,
with more than 100 co-sponsors from both
political parties.
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CELGENE’S POSITION ON U.S.
HEALTH CARE POLICY ISSUES
Step Therapy/Utilization
Management
Health insurance companies are increasingly employing utilization management
policies such as step therapy (a.k.a. “fail
first” policies) to limit the use of prescription medicines by forcing patients to fail
certain therapies approved for a condition
prior to other approved treatments. When
used with appropriate patient protections,
step therapy can function as an effective way
to guide drug utilization and subsequently
control costs.
In some cases, however, step therapy can
prevent patients from accessing the treatment
recommended by their health care provider.
Celgene supports public policies that ensure
that health plan utilization management
policies are clinically appropriate, transparent and allow for physician/patient choice
based on the medical needs of the individual
patient. During 2017, Celgene worked within
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the State Access to Innovative Medicines
Coalition to pass legislation to place appropriate guardrails around the use of step
therapy in Iowa, Texas and West Virginia.
Additionally, Celgene has joined a broad
group of stakeholders to support H.R. 2077,
the Restoring the Patient’s Voice Act of 2017.
This bipartisan legislation, introduced in
the United States House of Representatives
in April 2017 by two physicians who are
also members of Congress, would establish various patient protections within step
therapy/fail first protocols in certain federally
regulated health plans.

The Patient Protection and
Affordable Care Act
Celgene supports efforts to ensure that
patients have access to high-quality care.
As lawmakers consider significant changes to
the Affordable Care Act, Celgene continues
to advocate for patient protections that are
essential for patients to access specialty
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medicines, including the coverage of prescription drugs as an essential health benefit, the
existing annual out-of-pocket maximum
and the prohibition on lifetime limits on
coverage. These protections are critical to
ensuring that patients can rely on a baseline
level of coverage if they are diagnosed with a
serious illness. In addition, as the health care
environment continues to shift care toward
alternative payment models, Celgene works to
ensure that these models recognize the value
of innovative therapies, preserve patient and
physician choice, and consider total costs to
the health care system.

Medicare Part D
Medicare Part D continues to provide
comprehensive prescription drug coverage
to Medicare beneficiaries. Surveys of Part D
enrollees find that they are highly satisfied
with the program. Through competition and
choice, Medicare Part D continues to save
money for both the government and Part D
enrollees, while providing critical access to
medicines. Celgene supports maintaining the
current structure of the program, including
the important access protections that exist
for patients with life threatening diseases,
including cancer.
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CONGRESSWOMAN KATHY CASTOR (D-FL), second from
left, meets with Celgene employees during 2017 Celgene
Washington Legislative Summit.
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REPRESENTATIVE LEONARD LANCE (R-NJ) (at right) visiting Celgene
in 2017, shown with RICHARD BAGGER, Executive Vice President, Corporate
Affairs and Market Access.

Protecting the Integrity of REMS
and Patient Safety Programs

Cost-Sharing for Innovative
Oral Therapies

Celgene is committed to ensuring that
risks associated with prescription drugs are
identified, assessed, and managed effectively to ensure patient safety, prevent risk
and minimize the occurrence of adverse
events. Risk Evaluation Mitigation Strategies
(REMS) play an important role in our
commitment to patient safety. Celgene
opposes policies, like the forced sale of
REMS (with Elements to Assure Safe Use)
drugs for bioequivalence testing or the inclusion of REMS drugs in prescription drug
repository and take-back programs, that
would hinder the ability to protect patient
safety and execute REMS programs.

Celgene supports public policies that limit the
high out-of-pocket costs that an increasing
number of patients are required to pay for
innovative therapies. These pro-patient
policies include oral oncology parity legislation, which equalizes the out-of-pocket
costs that patients must pay for IV and oral
anti-cancer therapies and “cap the copay”
legislation that reduces the high cost-sharing
that patients with diseases like cancer, psoriatic arthritis, multiple sclerosis and human
immunodeficiency virus (HIV) often face
when accessing innovative oral therapies.
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Strengthening the Drug
Discovery and Development
Regulatory Framework
Efficiency, predictability, flexibility and
collaboration are all key elements of a regulatory framework that cultivates and speeds
development of new therapies to enhance
competition and bring value to patients.
Celgene supports policies that expand FDA
best practices, promote greater integration
of the patient voice and provide flexibility
for FDA innovation. Celgene believes that
the Oncology Center of Excellence at the
FDA is a successful model that has enabled
life-saving treatments to reach patients
more quickly and that other centers within
the FDA can utilize these best practices to
achieve similar outcomes.
ENVIRONMENT
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PUBLIC POLICY IN EUROPE
Pricing and Value
In Europe, Celgene has actively engaged
a variety of stakeholders to address their
concerns about transparency on biopharma
ceutical price setting. To do so, Celgene’s
Corporate Affairs team has leveraged various
tools that have been developed within
Celgene, including our pricing principles,
a business model narrative and a pricing
simulation exercise that showcases the tradeoffs that companies need to balance when
pricing innovative medicines or when making
investment decisions. The latter has been an
opportunity for meaningful discussions on
pricing and value with payers and patient
representatives at the EURORDIS symposium for rare diseases in Brussels in February
2016; with journalists during the Celgene
Media Summit at our international headquarters; with Members of the European
Parliament and their advisors in April 2016;
and with patient organizations’ representatives in October 2016.
Celgene’s willingness to have an open discussion on pricing was unanimously appreciated
by these stakeholders, some of whom are now
considering pricing of medicines in a different
light. Keynote speakers at the EURORDIS
conference recognized industry efforts to
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collaborate constructively, and the need for
other decision makers to gain more consensus
on the value of therapies to ensure fair and
equal access to orphan drugs.

Orphan Drugs
In addition, Celgene works to ensure that
specificities of orphan drugs are appropriately
reflected in Health Technology Assessments
(HTAs). Celgene launched an HTA working
group with European experts that developed
a set of recommendations for value assessment for orphan drugs, which were presented
to payers in September 2016. The recommendations will serve as a basis for wider efforts
to improve patient access to orphan drugs
through greater uniformity and consistency
in the methods used to make reimbursement
and funding decisions at country level.

Patient Access
Celgene is committed to engaging in dialogue
and working collaboratively with policy
makers and other stakeholders on solutions
to ensure sustainable patient access to
innovative therapies. As part of this commitment, Tuomo Pätsi, President, Worldwide
Markets, Hematology & Oncology, discussed
outcomes-based health care systems with
several EU health ministers, the Dutch Cancer
Society and a selection of fellow industry
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representatives who attended a roundtable
in May 2016 organized by the Dutch Health
Minister, Edith Schippers. The discussion
resulted in an agenda for cooperation between
industry and authorities including horizon
scanning on upcoming therapies, capacity
building for managed entry agreements,
innovative payment models and differential
pricing. In the second half of 2016, Celgene
actively engaged with members of the
European Parliament as part of their work
on a parliamentary resolution on solutions
for improving access to medicines in the EU.
This has been an opportunity to stress the
significant contribution of innovative medicines to improvements in health care along the
past decades and to challenge the assumption
that health care expenditure is unsustainable based on historic evidence. As part of
its engagement, Celgene advocated in favor
of value-based pricing and greater flexibility in pricing policies at the national level
enabling differentiated prices, as a solution
for patient access in low- and m
 iddle-income
European countries. At the same time, Celgene
engaged with policy makers and other stakeholders, to convey the importance of strong
intellectual property protections as an incentive for innovation, while explaining the
biopharmaceutical business model that has
delivered many innovations addressing unmet
medical needs.
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CELGENE’S POSITIONS ON EU
HEALTH CARE POLICY ISSUES

European Cooperation on
Pricing and Reimbursement
Due to the considerable variations in health
care systems across Europe, patients are
better served if pricing and reimbursement
decisions are taken by each country individually. This ensures a sufficient level of
flexibility, allowing for pragmatic access
solutions that are adapted to the needs of
each country. Without creating duplications, other types of cooperation between
EU countries on aspects such as scientific
assessments of the clinical value of medicines,
early dialogue, or horizon scanning have the
potential to contribute to faster and better
patient access.

International Reference Pricing
Celgene supports public policies that are
aimed at reducing patient access inequalities, in particular through differentiated
approaches to pricing and reimbursement.

94

CELGENE 2017 CORPORATE
RESPONSIBILITY REPORT

INTRODUCTION

To achieve this, Celgene believes that international reference pricing within the EU
should be based on more coherent reference baskets that only include economically
comparable EU countries. The indiscriminate
effects of international reference pricing
have undermined the capacity of innovative
biopharmaceutical companies to address
inequalities in patient access.

European Cooperation on
Relative Efficacy Assessment
Regional European cooperation on relative
efficacy assessment (REA) may be an appropriate response to the very specific regulatory
and market characteristics of the EU. In
Europe, Celgene recognizes the potential
to hasten patient access by developing joint
European REA reports, which could then
be used directly to facilitate access decisions
in individual countries. Such assessments
should focus only on the scientific evaluation
of clinical efficacy. Economic considerations
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should remain at the national level. Patient
access can only be improved if the European
REA does not create additional requirements
for marketing authorizations and if national
health technology assessment (HTA) agencies
do not duplicate assessments.

A Renewed Commitment to
Rare Diseases
Celgene considers that the incentives
provided by the European Regulation on
Orphan Medicinal Products have been a
catalyst for companies to invest in developing new treatments for patients with rare
diseases. There has been a significant increase
in the number of approved orphan medicines,
from eight before the regulation to over 100
today. However, to maintain and increase
research in this area, it is fundamental that
a differentiated, stable and predictable regulatory environment incentivizing research
in areas of high unmet need is secured.
Furthermore, great effort must be made to
improve patient access to the new orphan
therapies now available.

Incentives for Innovation
At Celgene, we firmly believe that a strong
system of incentives for innovation is
indispensable to keep the momentum for
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medical innovation, tackling patients’
unmet medical needs and maintaining a
favorable innovation eco-system allowing
biopharmaceutical companies to thrive and
support economic growth. Following the
call by EU member states on the European
Commission to perform an assessment of
the impact various incentives provided by
EU legislation (supplementary protection
certificates, regulatory data protection, as
well as orphan and pediatric incentives and
rewards), Celgene has been at the forefront
of the industry effort to foster a better
understanding of the role of incentives in
encouraging companies to take the risk of
investing in biopharmaceutical R&D.

CELGENE POLITICAL
ACTION COMMITTEE (PAC)
The Celgene PAC supports candidates
from both political parties at the state and
federal levels who share Celgene’s commitment to innovation and patient access in
health care. The Celgene PAC is an opportunity for eligible employees to ensure that
Celgene’s collective voice is a part of the
political process.
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The Celgene PAC positively impacts the policy
environment on behalf of the patients we serve
through the following three core principles:
• Expanding patient access to medicines
through a competitive marketplace and a
regulatory environment where research and
innovation can flourish
• Protecting the p
 atient-physician relationship
and ensuring patient access to innovative treatments
• Recognizing the important role of biopharmaceutical companies and their employees
in health care
To promote transparency, information about
all political contributions in the United States
by the Celgene PAC and Celgene Corporation
is provided in a semiannual report posted on
the company website, categorized by state,
candidate and amount. Celgene Corporation
makes political contributions in states where
corporate contributions are permitted by law.
During 2016, Celgene PAC and Celgene
Corporation made contributions totaling
$209,850 and $66,050, respectively. These
contributions went to 227 candidates across
the country from both political parties
at the federal and state levels, as well as
18 political party and PAC organizations
and associations.
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CELGENE SCORES
HIGH IN TRANSPARENCY
AND ACCOUNTABILITY
Based on research compiled by the Center
for Political Accountability for the 2017
CPA-Zicklin Index of Corporate Political
Accountability and Disclosure, Celgene
received a total score of 91.4 percent, and
was designated a “Trendsetter.” The
index, which covers the S&P 500, uses
24 indicators to measure the strength
of each company’s political spending
disclosure policies and compliance/
oversight practices.

Received a total score of

91.4%
and was designated a
“Trendsetter” by the Center
for Political Accountability
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