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Learning from
Europe

* Europe is widely acknowledged
as a global leader in biosimilars,
for successfully developing a
robust and sustainable
biosimilars program.

e To understand this success, it is
critical to understand the
central role physicians and their
perspectives play in European
biosimilar policy development.
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Learning from European Physicians

* In Fall 2019, Alliance for Safe Biologic Medicines (ASBM) commissioned .
a survey of physicians in 6 Western European countries to empirically
document their perspectives on biologic substitution.

579 responses were received; distributed equally among the 6
countries surveyed.

 Respondents must prescribe biologics, and must practice in France,
Germany, ltaly, Spain, Switzerland, or the United Kingdom.

 Drawn from 10 practice areas: Dermatology, Endocrinology,
Gastroenterology, Hematology Oncology, Immunology, Nephrology,
Neurology, Oncology, Ophthalmology, Rheumatology
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* This survey is a refresh of one conducted in 2013 (n=470)
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Survey Presented at ESMO Congress 2019
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BARCELONA

* The survey findings were presented at the

European Society of Medical Oncology
2019 Congress in Barcelona, Spain.

* The physicians in attendance were
surprised by one finding in particular:

* As familiarity and comfort with
biosimilars increased, so did the
importance to physicians of maintaining
control of treatment decision.
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BACKGROUND

* Blosimiars are highly simiar, but notdentica to originator

biclogics

* In an ncreasingly resource-consirained environment,switching
patients from originator biologics to bosimilars s a groving
practice in many jurisdictons.

* Though automatic substittion of oiginator bickogcs with
biosimiars i rae in Europe, thi praclca excudes physicians
rom decisons regarding the treaiment o thef patens.

National Tenders

RESULTS Prescribing Biosimilars:
Treatment-Naive vs. Stable Patients
Responses ! )
Atotal of 579 responses were received: oatmont naNve pationt?~
* France:O7(1T%)  * Spain:96 (17%)

Most respondents (63%) fes! tha s ether “Very Important” or
“ritcalfor

* Gormany: 97 (17%)  * Swizerand: 95 (17%) from ono medicine to  biosimilar?”

6 Wstern Europan countries 1o ampircaly document their
perspeciives on bioogic substtution.

* Maly: 97 (17%) * United Kingdom: 97 (17%) Astrong majorty (84%) of physicians are comfortable
. prescriing biosimiars o treatment-naive patinis. Comfort
seling,
While 17% are uncomforiable n prescribing a bosimiar 0.3
< o naive patient more than twice as many (40%) are

“familar”or very amilar”

* As countries seek to conrol healthcosts and expand access to
biclogc herapies, buling physician corfidence in biosimiars is

n biosimiars.

METHODS
Eligibility Criteria
 Must prescibe biologic medicinas in thei practice

 Must practicain Fance, Germany, aly, Spain, Switzerand,

or United Kingdom,

 Must specialze in one of 10 practice areas: Dermatology.
Endocrinology, Gastroenterology, Hematology Oncoiogy,
Immunoiogy. Nephroogy, Neuroiogy, Oncoiogy,
Ophthaimology. Rheumatology

Online Surveys

‘Surveys were administerad in March 2019 by Industry Standard.
Research, LLC. Prescribers were asked fo rae:

biologic medicine for their dsease?” (n=575)

Asirong majorty of respondens (82%) foel that s fther "V
importantor “Crscal for hem t decide which bioloic medicine
is dispensed fo el patints. an ncrease (fom 72%) n the 2013
urvey.

Non-Medical Switching

a biosimilar for non-medical reasons (e, cos(?” (n=579)

rtable are you with a third party switchin
your patient to a biosimilar for non-medical reasons (L.,
cost)?” (n=579)

patientsupport senvices, manufucturer reputation)?” (+579)
Astong majorty of espondonts (83%) foel that s iter “Very
Important” or “Gritcar* for national tender ofes to conside facirs
besidos price

CONCLUSIONS

vy reveals that European physicians have increased
ther familariy with bosimiars since las surveyed n 2013. After

suithing thei patents to 2 biosimiar for non-medical
Authority to Provent a Substitution reasons.

“na

sultable bologi for their patiens.

2. The importance of retaining the authorlty to denylpreven
substuton by ndicating ‘Do Not Substtute” or imiar
language when prescribing.

3. Their comortlevel with a,) presciing a iosimiar to a new

have the authority to designate a biologic medicine as
"DISPENSE AS WRITTEN or ‘DO NOT SUBSTITUTE'?” (n=575)

* Increasingly consider maintaining physician control o reatment
iions 0 be highy important

* Are more mfortable swicing a stable patient

0 biosimilar than thy are proscribing a biosimiar to @

reaiment-naive patient

prevent asubsiuion efher Very Imporiant or “Crical”, an
increase (rom 74%) in he 2013 survey.

from an originator biokogc 0 a biosimiar.

4. Thei comfortlovel with a biosimilar switchfor non-medical
s50m5 (6.9, ost,coverage) a

non-medical reasons.

* Ara ighly uncomforable with a nor-medical substution
perfomed by a third party. This igure has ncreased sharply
Sinca the 2013 sunvey.

* Consider I hghly Impartant for govemments 1o make multple
therapauiic choices avalable intonders, and beliove these

physiian and b) when performed by a tird part.
5. The importance of awarding government tenders on
onginator iologics and biosimiars t multple supplers.
6. The importance of natona tendor ofers including facors
besides price.

DISCLOSURE

ASBM s a group of physicians, phamacists, patlents, researchers,

manufacturrs, and cthers working fogether 1 promols the safe
biosimilars.
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2019 European Survey: Biosimilars for New vs. Switching Stable Patients
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uncomfortablel 15%0 uncomfortablel 31%0

Very@
uncomfortablel
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(o)
I 2% uncomfortablel

9%0)

A strong majority (84%) of physicians are comfortable prescribing biosimilars to treatment-naive patients.
Comfort level decreases to 60% when asked about switching a stable patient to a biosimilar.

While only 17% are uncomfortable in prescribing a biosimilar to a naive patient; more than twice as many (40%) are
uncomfortable with switching a stable patient to a biosimilar.
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2019 European Survey: Non-Medical and/or Third-Party Switching

Physiciand.ed@Non-MedicalBwitch®oBiosimilar? Non-MedicalBwitchibyfThird®Partya

Very@omfortablel - 12%0 VeryZomfortablel - 2%
comfortablel 30%0 _ 20%0

comfortablel

uncomfortablel

YE
yncomfortablel 20 uncomfortablel _ 370

58% are uncomfortable with switching  This percentage increases to 73% when asked

their patients to a biosimilar for non-  about a third party initiating such a switch.
medical reasons.
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Importance of Authority to Prevent a Substitution Has Increased

Q: “In a situation where substitution by a pharmacist was an option in your country, how important would it be to you to have the
authority to designate a biologic medicine as ‘DISPENSE AS WRITTEN’ or ‘DO NOT SUBSTITUTE’?” (n=579)

A strong majority of respondents (84%) consider authority to prevent a substitution either “Very Important”
or “Critical”, an increase (from 74%) in the 2013 survey.

Authority®o@®revent@Bubstitutiond2013)a Authority®o®revent@Bubstitutiond2019)a
criticalc? | 7% criticalz [ 6%
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Importance of Treatment Decision Authority Also Increased from 2013

SolePAuthority@oMecide@reatment32013)2 SoleBAuthority@oMecideMreatmentd2019)a
Criticale) [ 4% criticalr) [ <o
-l
o 48%0 Veryamportant> N 2%
Somewhatl o S
omewhatl
importantl 23740 importants 14%f0
Slightlyfl o .
Slightl
importantl 4% impirta»;]t 2%
. Notl Il%
importantf NotAmportant® | 2%B

A strong majority of respondents (82%) feel that it is either “Very Important” or “Critical” for them to
decide which biologic medicine is dispensed to their patients, an increase (from 72%) in 2013 survey.
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Natlonal Tenders Importance of Multiple Suppliers

AwardingiNationalfTenders@oBMultipleBuppliers

criticars [ =
Verymportant? I 459
Somewhat@mportantl 28%
Slightly@mportantQ _ 6%

Not@mportantQ - 3%

Most respondents (63%) feel that it is either “Very Important” or “Critical” for tenders to be awarded
to multiple suppliers.
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Natlonal Tenders Imortance of Factors Beside Price

NationalfTenders@onsidering#Factors@Besides@Pricel!
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A strong majority of respondents (83%) feel that it is either “Very Important” or “Critical” for national
tender offers to consider factors besides price.




Survey Conclusions

Our survey reveals that European physicians have increased their familiarity with biosimilars since
last surveyed in 2013. After 13 years of experience with biosimilars in Europe, physicians:

Increasingly consider maintaining physician control of treatment decisions to be highly
important

Are more than twice as uncomfortable switching a stable patient to a biosimilar than they are
prescribing a biosimilar to a treatment-naive patient.

Remain uncomfortable with switching a patient to a biosimilar for non-medical reasons.

Are highly uncomfortable with a non-medical substitution performed by a third party. This
figure has increased sharply since the 2013 survey.

Consider it highly important for governments to make multiple therapeutic choices available
in tenders, and believe these tenders should take into account factors besides price.




View the full 2019 European Physician Survey at
www.safebiologics.org/surveys
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