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Introduction

Michael Reilly, ESQ
Executive Director, Alliance for Safe Biologic Medicines

2010-Present

* Associate Deputy Secretary at the U.S. Department of Health
and Human Services (HHS) from 2005-2008

* Responsible for policy development and implementation,
regulatory oversight for issues involving CMS and the FDA.

* Senior Advisor to the Assistant Secretary for Public Affairs and
the Assistant Secretary for Planning and Evaluation at HHS
from 2002-2005
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Biosimilars Working Group
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ASBM is also a member of the
Canadian Biosimilars Working Group:
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June 29 Webinar: “Key Factors for Successful Uptake of Biosimilars:
Europe and US”

REGISTER

e Tomorrow ASBM & GaBI will [m] ;= [m] - —
present a webinar which discusses ﬁ"i}:}:ﬂ-ﬂ; { e % :
the factors contributing to the E?’-E?{h%ﬁ | ’“Bu\ g
success of biosimilars r.'.]:-.l_,-_"a;.-._"'!l'-"'_s:'ﬁr._. N . %
in Europe and the U.S. EH‘L‘-“ il | Key Factors for Successful Uptake of Biosimilars:

L. . . . Europe and US
* This is the first in a series of

webinars presented by ASBM and
GaBl this year.

June 29, 2022
B ..

) & . : D \.‘"‘.

& ;W




OV ey .. e
Non-Medical Switching Webinar: July 20th

Non-Medical Switching is a concern we have
seen across our surveys and among patients.

Our next webinar (July 20™) will delve more deeply
into physician concerns with non-medical I
switching and forced substitution- as well as N°"'Med'°ca;i"‘z“hE'"g of B'°':g"a's/ Biosimilars:
discussing how the FDA designation of a Rl L:zf;'na" s
biosimilar as "Interchangeable" shows promise as e

an effective means of addressing these lingering
concerns for most physicians.
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Europe Enjoys High Biosimilar Uptake Rates and Savings

Biosimilar Uptake Varies Throughout Europe by Country
and Product (Usually 20-80% range):

Total Biosimilar Volume: Denmark: 63%; UK: 45%;
Germany 40%; France 34%, Belgium and Switzerland tied
at 14%.

Filgrastim/Pegfilgrastim: 16 European countries had

> 90% biosimilar utilization in 2018, Ireland was just 27%. Variations are influenced
by government
Anti-TNF biosimilars (adalimumab, etanercept and involvement,
infliximab): Norway and Denmark had 81% and 96% reimbursement
biosimilar uptake, respectively, while every other structures and tender

country’s utilization was less than 50% . procurement policies.
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Biosimilar Policy in Europe: A Collaborative, Patient-Focused Approach

* Regular multi-stakeholder consultations
held by European Commission in
Brussels.

* Discussions about switching are made
collaboratively between health care
providers and patients.

* Education of patients to build trust in
biosimilars has been a priority.

e Savings attributed to biosimilars are
being visibly reinvested into the system-
more healthcare workers, etc.
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Survey Presented at ESMO Congress 2019

BARCELONA

e An update of a prior survey in 2013
2019

* The survey findings were presented at the
European Society of Medical Oncology 2019
Congress in Barcelona, Spain.

Michael Reilly, Esq,’ and Andrew Spiegel, Esq?
'Alliance for Safe Biologic Medicines, Arlington, VA, USA; 2Global Colon Cancer Association, Bala Cynwyd, PA, USA

BACKGROUND

* Blosimiars ao hghly smiar,but not denticlt orignaor
bilogcs.

RESULTS
Responses
Atotal of §79 responses were received:
* France:o7(1T%)  * Spain:96 (17%)
* Germany: 7 (17%)  * Switzerand:95 (17%)
* Maly: 97 (17%) * United Kinggom: 97 (17%)

* In an increasingly resource-consirained environment,swiching
patients from originator biologics to biosimilars s a groving
dictions.

bstuionofoighatr g

i pracic rcus phys\c ans

Proscribing Biosimilars:
Treatment-Naive vs. Stable Patients

]

CONgress

ics 1633PD - Biosimilar Substitution: European Prescriber Perspectives

National Tenders

treatment naive’ patient?”

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

from on medicine to 2 bosimilar?”

Astrong majorty (84%) of physicians are comfortable
prescriing biosimiars o treatment-naive patins. Comfort

 The European physicians took great pride in their

seling,

* Respondents

While 17% are uncomforiable n prescribing a bosimiar 0.3
naive patient more than twice as many (40%) are

“familar”or very amilar”

approach, which is very patient-focused.

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

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

s
fterg ey cporions (24 e v ey
i e
METHODS ws aumsed to] mew w:lmms an increase- Umm 72%) m KM zm 3
Eiigibilty Criteria

 Must prescibe biologic medicines in thei practice

s praci b France, Gamany. ta Span, Swizedanc

* Notably, as familiarity and comfort with

Non-Medical Switching

 Must speciaze in tico areas: Dermatology,

Endctrop Gaslwemerw\uw Hemategy Oncoey
imimunology, Nephrology, N

Gomnamaby. Rreunaiony

Online Surveys

Authority to Provent a Substitution

a biosimilar for non-medical reasons (e, cos)?" (n=579)
“How comfortable are you wi
i to a losimilar for non-medical reasons (Le.,
9

patientsupport services manufocturer reputation?” (-579)
A stong oty of gt 6% ot 5 atrr ey
dor ofers for factors

CONCLUSIONS

* Our survey reveals that European physicians have increased
ity wih esiiars ice e suieyed i 2015, Afer

suihing thei patients to a biosimiar for non-medical

biosimilars increased, so did the importance to

“na

have the authority to designate a biologic medicine as
"DISPENSE AS WRITTEN or ‘DO NOT SUBSTITUTE 7" (n=575)

* Incroasingly consider maintai
s ke

. mforable swiching a stable patient
s sk lmy are proscribing a bosimiar 0.2
reatmentnaive pat

ing physician conlrol o reatment

prevent asubsiuion efher Very Imporiantor “Crtcal”, an
increase (rom 74%) in he 2013 survey.

3. Their comrtlevel

a) prescibing a biosimiar 0.2 now

from an originator biokogc 0 a biosimiar.
4. Thei comfortlovel with a biosimilar switch fornon-medical

physicians of maintaining control of treatment

non-medcal reasons.

* Are highly uncomforable with a nor-medical
e iy
Sinca the 2013 sunvey.

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

reasons (6. cost, coverage) a
physiian and b) when performed by a tird part.

5 The mportance of aardg govemment endors o
15 1o multple supplers.

6. The importance of atona tendor ofers including facors
prce.

decision.

DISCLOSURE
ASEM s a 5rup of pysians,phamaii,patnts. rosarcers,
manufacturrs, and cthers working fogether o promols the safe
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European Surveys (2013 vs. 2019): Importance of Physician/Patient Control of Treatment
Decisions

SolefAuthority®o@ecidedreatmentd2013)C SolePAuthority®o@ecidedreatmentd2019)C

criticale) | 2492 critical | 409%:

Importantl?

Ver
o Y 48%2  Veryamportantz [N s2%c

Somewhatl
] 23%p] Somewhatp
important? ° important? 14%3
Slightlyl .
, 4% Slightly® o
importantl importants 2%l
Notll I 1%

important? Not@mportantf \I 2%

82% feel that it is either “Very Important” or “Critical” for the physician & patient to decide which
biologic medicine is used, an increase (from 72%) since 2013. Those considering this “Critical” nearly
doubled from 24% to 40%.
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“Policy Recommendations for a Sustainable Biosimilars Market:

Lessons from Europe”

 Generics and Biosimilars Initiative Journal
(GaBl Journal). Published in: Volume 9 / Year

2020 / Issue 2

* Authors: Michael S Reilly, Esq,
Professor Philip J Schneider, MS, FASHP,
FASPEN, FFIP

* Analyzed the different approaches to
biosimilar policy across Europe

e OBJECTIVE: identify principles which can be

applied to develop an efficient and sustainable

biosimilar market.

COmmenror y
Importance
of the higher

the in-use stabilisy
blophormaccuﬂcah

of the determination
order structure in
Hudies of

Review Arficle

Current rongs ¢
. of biosimig
Latin American market s in the

:;,on;;:ondarcom for o
3 similars -
10330n3 from Euwrope -

Special Report
Clinical trial

s for §
bloalmuau rastuzumab

9‘,0,‘"‘“0“ mMarkets: UL cmet £14
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The European Whitepaper Identified “Must-Have”
Principles, Critical for Countries to Achieve
Biosimilar Success:

1. Physicians should have the freedom to choose
between off-patent originator biologicals and
available biosimilars and to act in the best interest
of their patients based on scientific evidence and clinical experience.

2. Tenders should be designed to include multiple value-based criteria beyond price, e.g.
education, services, available dose strengths, and provide a sufficient broad choice
(multi-winner tenders versus single-winner tenders) to ensure continuity of supply and
healthy competition.

3. Alevel playing field between all participating manufacturers is the best way to foster
competition; mandatory discounts which place artificial downward pressure on
manufacturers do not engender a sustainable market environment.
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Outliers: Norway and Denmark

« Even in Norway with a national tendering system,
physicians retain the prescription choice among
all available products but are strongly encouraged
to choose the lowest priced product for new
patients.

* Only Denmark, following a transparent process,
will solely reimburse the winning product, except
in rare substantiated circumstances.

« Critically: No European country has stopped reimbursement of an originator product
through an arbitrary government fiat as occurs in the Alberta and British Columbia
forced-switching policies.
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While Europe is Viewed as the Leader in Biosimilar Adoption, the U.S.
is Catching Up...

« U.S. biosimilar market shares are
catching up with European uptake
rates:

« 80% for filgrastim biosimilars, 70% for
trastuzumab and bevacizumab
biosimilars, and 55% for rituximab
biosimilars.

e Infliximab biosimilars have had the most
limited adoption, with approximately
20% market share.







Canadian Proponents of Forced-Switching Often
Cite European Experience to Justify These Policies...
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British Columbia, May 2019

“British Columbia (B.C.) is following evidence-based results from a number of
international jurisdictions that have over 10 years’ experience with these innovative
drugs.”

“B.C. is leading the country by promoting
the widespread use of biosimilars, which
have been proven to work just as safely
and effectively as higher priced biologics.
To date, Canada is far behind European
jurisdictions.”

-Adrian Dix, Minister of Health,
May 17, 2019



Alberta, December 2019

Health Minister Tyler Shandro
cited European biosimilars
experience to defend his forced
switching policy against
arguments of

Canadian gastroenterologists not
to switch IBD patients...

Tyler Shandro & | .

David, a decade of experience in Europe, with 90 studies on switching to

blosimilars that tell us switching is safe. That’s why BC NDP Minister
agrees. And Crohn's & Colitis UK. And Dr. D'Haens of

European Crohn's and Colitis Org.

13

We welceme increased availability of effective treatment options for patients and understand the
impartance of the wise and careful use of NS ressurces. Crehn s and Calitis UK has Seen working in the
field of biesimilars 1o provide patient infermatien and support since 2034 and is familiar with the evidence
1o date which reinferces the fact that biosimilars are a1 1afe and effective as the reference products. The
ntrodection of Sosimilars far adalimumab brings potential eppartunitios far beth patients and the NHS.
However, it vital that patients are fully informed about all the treatment sptions avalable te them aad
commitsioners and health prefeasionals adopt the principles of shared decitsion making Al a ime when
services are Thinking absut suw centracts, we weuld also hepe that patients’ views are proactively sought
and that things that matter te patients, including oxcipients, device and homecare packages, are given doe
cansderation ,,

. David Shepherd @

“We provided the Alberta gov't with an evidence-based counter-
argument against a non-medical switch for patients with IBD, fully
supported by Canadian gastroenterologists and yet they still went
ahead.
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New Brunswick, April 2021

“This biosimilars initiative follows similar
policies implemented by British Columbia and
Alberta over the past 2 years, where tens of
thousands of patients in each province were
safely switched from an originator biologic
drug to a biosimilar. Switching to biosimilars
has also been conducted extensively in
Europe, where countries have had over 15
years of experience with biosimilars.”

“‘Biosimilars are just as safe and effective as
the originator versions, as demonstrated by
the experiences in British Columbia, Alberta
and Europe.”

ﬁﬁﬁﬁﬁﬁ

Health
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What Are the Experiences of Patients in Europe,
British Columbia, and Alberta?
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Real— World Evidence of Safe Use (and Switching) Builds Confidence

Should Switching Studies Be Conducted
Before Automatic Substitution?
Canadian Survey, Oct. 2017

* The mere absence of negative data (i.e. U;‘;‘re
problems) is not satisfactory to build
confidence with physicians. No

A
* Switching data/studies that show
positive patient outcomes will do this.

Yes...
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The Forced-Substitution policies of some Canadian provinces more
closely resemble the substitution policies of Eastern Europe....

ESTONIA: Permitted. Patient can refuse and pay price difference
out-of-pocket.

difference; the physician can prevent substitution. Others must use
cheapest product.

POLAND: Permitted, pharmacists are to discuss with patient.

B L ATVIA: Non bio-naive patients can refuse and pay cost
I
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VANCOUVER SUN

Op-Ed
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Michael Reilly: Forcing patients to switch
to biosimilars puts them in uncharted

Les politiques de
substitution forcée mettent
le Québec sur la mauvaise
voie

MICHAEL REILLY
Directeur genéral de 'ASBM (Alliance for Safe Biologic Medicines)

Michael Reilly
Jun 24,2019 + June 24,2019 + 4 minute read - [:] Join the conversation
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GUEST OPINION

Forced-substitution medication policy puts N.B on the |
track

Subscribe Now m
As low as $1/week
Newsletters

TEEVIEW

HOME

B Today's paper

MY LOCAL CANADA POLITICS WORLD OPINION LIFE SPORTS ENTERTAINMENT BUSINESS OBITUARIES

Columnists Editorials Contributors Letters To The Editor Editorial Cartoons

Forced-substitution policies for biologic medicines
would put Ontario on wrong track

Biosimilars are highly similar to the originator medicines they copy, but unlike generics, they are not exact copies, Michael Reilly writes.

w5

By Michael Reilly
Wed., Oct. 6,2021 @& 3 min. read
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Surveys Have Shown Physicians Have High Confidence in Biosimilars:
They Are Very Comfortable Prescribing Biosimilars to New Patients

100%
90%
80%
70%
60%
50%
40%
30%
20%
10%

0%

Comfort Level Prescribing Biosimilars to a New Patient

89%

84%
79%
Physician confidence in
and comfort with
biosimilars is high- the
vast majorities of
physicians have no
concerns with
11% prescribing biosimilars-

14% 12%
- to new patients.

CAN, 2017 EU, 2019 UsS, 2021

B Comfortable B Uncomfortable
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Issues Arise With the Non-Medical Switching of Biologics

+ Treatment plans are not “one size
fits all.”

« A patient often has to try several
different medicines before finding the
one which stabilizes their condition.

« Changing treatment may change the
control a patient has over their
condition.

+ |f a medicine is working for a patient,
most doctors don’t think it is a good idea
to switch from one biologic to another for
cost reasons only.
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Canadian Physician Groups Opposed Non-Medical Switching

“Non-medical switching in patients being treated
with a reference biologic is generally not accepted
statements opposing forced-switching by learned societies and the consulted clinicians.”

policies enacted in Alberta and British — “Safety of switching biologics and their interchangeability”,
Columbia. INESS Report (Quebec), May 2020

AL o
ohn’s an
i A _ ) &  Colitis Canada
Canadian Association [Association Canadienne Crohn et

of Gastroenterology de Gastroentérologie /\ Colite Canada T S p—

News | October 24, 2019 E n n ﬂ

Joint Statement From The Canadian Association Of
Gastroenterology And Crohn's And Colitis Canada

The Canadian Association of Gastroenterology and Crohn's and Colitis Canada recently announeed a
joint statement that has been accepted for publication in the Journal of the Canadian Association of
Gastroenterology. The paper, entitled Joint Canadian Association of Gastroenterology and Crohn's and
Colitis Canada Pesition Statement on Biosimilars for the Treatment of Inflammatory Bowel Disease, was
co-authored by esteemed Canadian gastroenterologists including: Drs Paul Moayyedi , Eric Benchimol ,
David Armstrong , and Grigorios I. Leontiadis .

* Canadian Gastroenterologists issued

Using the GRADE approach, authors reviewed evidence comparing biosimilars (available in Canada ) to
originator biologics for the treatment of patients with inflammatory bowel disease. They evaluated
efficacy, safety, cost and aceeptance by patients.



https://www.inesss.qc.ca/fileadmin/doc/INESSS/Rapports/Medicaments/INESSS_Biosimilar_SK.pdf
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Patients, NDP call on province to
reconsider upcoming change to not
cover hiologic drugs

Canadian Patient Groups Also Strongly Opposed These Policies

< Home @V NEWS

MOIRAWYTON Updated: January 15, 2020

VOICES UNHEARD

IBD patients say they weren't
consulted on forced switch to

biosimilars

Dec 16, 2019

EDMONTON | News

Members of Crohn’s, colitis community
protest potential non-medical switch
policy

'Back at square one:' B.C. Crohn's

ral Building on Wednesday, Jan. 15, 2020, in
front of other Albertans with chronic illness who are devastated by the UCP government'’s
decision to switch from biologic to biosimilar medications.

Arthritis patient Wilma Ritter speak:

patient struggles with forced transition
to biosimilar medication

More than 12,000 people in B.C. have switched to biosimilar medications since the province
announced it would stop funding three drugs

GLENDA LUYMES Updated: February 9, 2020
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Takeaways

 (Canadian patients and physicians have strong concerns with forced-substitution
policies. Survey data has borne these concerns out.

 Contrary to the assertions of forced-switching proponents, these policies represent a
stark contrast with those of Western Europe.

e The European experience in particular shows that forced-substitution is not
necessary to achieve high uptake and savings.

 Government policies incentivizing the use of one particular product distort the
treatment-decision making process and may create pushback from physicians and
patients.

* Expanding (rather than restricting) physician/patient choice — reimbursing multiple
products competing on a level playing field has contributed to the success of
biosimilars in Europe.



For More Information, Read our GaBl Whitepapers:
Available at
www.gabi-journal.net

“Policy Recommendations for a Sustainable Biosimilars Market:

Lessons from Europe”

GENERI
G BA;\JD BIOSIMILARS INITIATIVE
~oBi Journg

,?onlginol Reseorch
u = Similars - status jn J
Countries A

* Michael S Reilly, Esq,
Professor Philip J Schneider, MS, FASHP, FASPEN, FFIP

GaBl Journal, Volume 9 / Year 2020 / Issue 2

“US Biosimilars Market on Pace With Europe”

Madelaine Feldman, MD FACR; Michael S Reilly, Esq,

GaBl Journal, Volume 9 / Year 2020 / Issue 4

c
mcnvfoc'won and r:‘g“:':z:: <
s

“A Critical Review of Substitution Policy for Biosimilars in Canada”

Michael S Reilly, Esq; Professor Philip J Schneider, MS, FASHP, FASPEN, FFIP
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