—
{ 6/0g|AEFANEHEED
e S'ﬂnt:j usietles, Sl

ostelder
) ’

Is our present system
economically sustainable?

Dr Paul Cornes, Oncologist

a Comparative Outcomes Group

ESO Task Force Advisory Board on
Access to Innovative Treatment in
Europe

paul.cornes@yahoo.co.uk

Dr Paul Cornes
Disclosures March 2016

= Salary received:

United Kingdom National Health Service
= Honoraria received:

Accord Healthcare

Amgen

These slides and their
content were created
by Dr Paul Cornes.

Bernstein

British Medical Journal
European Generics Association
Hospira

Janssen

Lilly

Merck Serono

Napp

Pharmaceutical Association of Malaysia
Pfizer

Roche

Sandoz

Teva

Please let me know if
there are errors or
omissions

23-3-2016



| Latvian Presidency
of the Council of the
| European Union

EU20IS.LY

New targeted precision medicines are
transforming cancer care

Concer Disease O Nodel 00 Survvar Persanaliaed Model  Personallzed Survival

Chemotherapy
eravs.

Cremotherpy
Examples Cremotherspy

where survival
has more than

Ref: [1] European Patients' Rights Day: 10 benefits the EU brings to patients. EC Memo Brussels, 12 May 2014. http://europa.eu/rapid/press-
release_MEMO-14-341_en.htm.Accessed June 19, 2015 .
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EU Patients Rights

= We have rights under Article 168 of the Treaty on
the Functioning of the EU & Article 35 of the
Charter of Fundamental Rights of the EU

EuRoPrAN COMMISSION

Brusset, 12 May 101¢
MEMO

the right to benefit from
European Patients’ Rights Day: 10 benefits the EU brings medical
to patients

treatment...regardless
A high eve of heath protecien; the ngfe (o benefit fram medacel tremment, access » g .

REBIACENE - SrEVErTae, SWJACSi 840 Cudthve tretment regardions of fruncal mea
gender or nabonaity. These poncy

Crarter of Py L3 ici
i o B e e We want these r_nedlcmes

st R IR T A I e

Ref: [1] European Patients' Rights Day: 10 benefits the EU brings to patients. EC Memo Brussels, 12 May 2014. http://europa.eu/rapid/press-release_MEMO-
14-341_en.htm. Accessed June 19, 2015

The value is real — without trastuzumab women
lost an 6.4% absolute durable survival benefit [3]

Country
= France
— Hungary
= Poland
== Russia

Sweden

the right to benefit from
medical
treatment...regardless
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The value is real — with imatinib treated patients
return to a normal life expectancy [2]

Imatinib is
determined

We Have a Problem ...

CAN WE AFFORD
THE WAR ON CANCER?

Immunotherapy vaccines could axtond survival in a handhy
of cancers. But peesonalining tresimest, payers argue, i not
sustainable. Where should the line be drawn?

Y R MDA g 1 by 4 | i ey

- e goot of Prmenge b hwr i

f we s g O U5 peepad gt paton dea e

. o Vo sl Doy At somrng ibmmbogy et e e
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Ref: [1] Steven Brill. Bitter Pill: Why Medical Bills Are Killing Us. Time April 4, 2 Silverman E. Biotechnol Healthc. 2012;9(4):13-16.
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What is the driver for increased
spending: ageing populations or
medical treatment?

Percntage of Gress Dumestic Prodact

We cannot afford
the increases in
the cost of
medical treatment
ENect of Cost Growth Faster Than )

GDP and Aging of Population "
We can afford to
Effect of Aging of Population B plan for
increased patient

numbers from

Wy W2 VY AW NY WE A VR WO WD N0 0 8 W AN W

Ref: [1] US Congressional Budget Office. the Long Term Outlook for Health Care Spending. CBO publication/41646, November 2007, page 1. URL:
http://www.cbo.gov/sites/default/files/11-13-It-health.pdf. Accessed April 27, 2015

Healthcare — is funding sustainable?

= The growth in health expenditure has exceeded earnings in all
but one developed nation (2000-2008)

e A T LR L T P o
]

r-----------------\

I Spending in proportion to :

Or means that we have to cut
opportunities for spending in

developed
nation has spent

Growth in health spend

I

icl.ac.uk/european-institute/analysis-




Costs already limit access to
healthcare in Europe
= Many patients did not fill or skipped a prescription,

did not visit doctor with medical problem, or did
not get recommended care.

Many Europeans may be surprised to see rich nations
where >10% of those on below average income fail in 1 or
more tests of access to healthcare

0 Above age Income u Below-average income
27
17 1

“ddidaidii

Ref: [1] The Future of Healthcare in Europe: Summary report: Future of Healthcare in Europe conference UCL. https://www.ucl.ac.uk/european-
institute/analysis-publications/publications/FHE_FINAL_online.pdf. Accessed March 7, 2016

“The only drug that
works is a drug that
we can afford to give”

On our current
spending patterns —

Ref:  European Patients' Rights Day: 10 benefits the EU brings to patients. EC Memo Brussels, 12 May 2014. http://europa.eu/rapid/press-release_MEMO-
14-341_en.htm. Accessed June 19, 2015
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Economics and Ethics are
inextricably linked in this topic

What is good for an What is good for
individual ? society ?

The most health for
The best health for a the population from

atient the limited resources

= Switching drugs may be a price worth paying
« If the cost savings truly benefit patients

* And the drugs truly have comparable risks
and benefits

Ref: [1] argument aadapted from jen MG, Hughes DA. Generic and therapeutic substitutions in the UK: are they a good thing? British Journal of
Clinical Pharmacology. 2010;70( 41, doi:10.1111/].1365-2125.2010.03718x. [2]

We have to find a balance

Are cost savings Does biologic drug
beneficial to switching carry a
patients? disproportionate risk

If a biosimilar has comparable Then the only ethical
safety and efficacy to an reason to prescribeiitis
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We have to find a balance

Are cost savings Does biologic drug
beneficial to switching carry a

patients? disproportionate risk
2

If a biosimilar has comparable Then the only ethical
safety and efficacy to an reason to prescribeiit is

The Promise of biosimilar medicines

High cost biologics Cost That cheaper biologics
Savings

create a problem could resolve
*/ from W

Challenge Result

Effective targeted therapy Effective targeted therapy
held back for later stage e — . used earlier in the disease

of disease

Treatment reserved for More patients have

only the most severe —_— access to treatment

cases

Innovative therapies Biosimilars free up

unaffordable — budget to buy innovative
medicines

Budgets for certain Additional budget can be

therapy areas are —_ directed to areas of unmet

inadequate need

Ref: Adapted from Henry D, Taylor C. Pharmacoeconomics of Cancer Therapies: Considerations With the Introduction of Biosimilars. Seminarsin

Oncology. 2014;41, Supplement 3:S13-20
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The Rremise of biosimilar medicines

Cost
Savings
from
Challenge \B|05|mllars/ Result
Effective targeted therapy Effective targeted therapy

held back for later stage —_— used earlier in the disease
of disease

Treatment reserved for More patients have

only the most severe —_— access to treatment

cases

Innovative therapies Biosimilars free up

unaffordable —_— budget to buy innovative
medicines

Budgets for certain Additional budget can be

therapy areas are —— directed to areas of unmet

inadequate need

Ref: Adapted from Henry D, Taylor C. Pharmacoeconomics of Cancer Therapies: Considerations With the Introduction of Biosimilars. Seminars in

Oncology. 2014;41, Supplement 3:513-20

The impact of biosimilar filgrastim in London

= NHS London - daily volumes of G-CSF prescribed

i
5 times more patients
e ¢ treated within 2 years
» —
--- Biosimilar While still saving almost 3
oo | -~ T million euros each year
|
ol
o ‘_//' -
" | S Biosimilars enabled
-~ treatment to be given to
= - TR e patients with lower risk
ZEZEEEEEEEEEE ; ;
RRRARRRRAARRR or earlier stage disease
EFL3 Y ;zégg:a
L3 I Bl O - OF Y B P 3R

1. Antony Grosso, London Procurement Programme, 2012, quoted in Gascon P, et al. Support Care Cancer. 2013;21:2925-2932; 2. Kashyap Thakrar. Biosimilar G-CSF: Implementation

& lessons learnt. Centre for Medicines Optimisation UK. http://centreformedicinesoptimisation.co.uk/files/Kash%20Thakrar%: i0simiar%20-%20GCSF.pdf. Accessed 10 June 2015.
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The impact of biosimilar filgrastim in Sweden

= Savings from Biosimilar G-CSF switch in
Southern Health Care region in Sweden
(population 1.7 million)

Five-fold increase in daily G-CSF
usage

But still net savings of €2 million

Gascon P, et al. Clinical experience with Zarzio® in Europe: what have we learned? Support Care Cancer. 2013;21:2925-2932.

Biosimilars Bring Treatments into Reimbursement
That Might Otherwise Be Unaffordable

£ o~ 130%
4
g 2 120%
€ E
&G
BE 0%
5% —
N g 100% ——%3
-
68 o
2%
BE 4%
R t4 t3 t-2 t-1 t0 t#1 42
Years before biosimilars introduction
v France e Germany Italy w—Spain Swedan e UK

= Trends in use of white cell growth factors — G-CSF before and
after biosimilar introduction in the EU

IMS Health. Shaping the biosimilars opportunity: A global perspective on the evolving biosimilars landscape. December 2011.

http://www.imshealth.com/ims/Global/Content/Home%20Page%20Content/IMS%20News/Biosimilars_Whitepaper.pdf.
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Biosimilars Bring Treatments into Reimbursement
That Might Otherwise Be Unaffordable

‘EA 130%

8
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Years before biosimilars introduction

wo France e Garmamy Italy o Spain Sweden e UK

= Trends in use of white cell growth factors — G-CSF before and
after biosimilar introduction in the EU

IMS Health. Shaping the biosimilars opportunity: A global perspective on the evolving biosimilars landscape. December 2011.
http://www.imshealth.com/ims/Global/Content/Home%20Page%20Content/IMS%20News/Biosimilars_Whitepaper.pdf.

Biosimilars reverse negative
funding decisions

= 2008 - NICE Technology Appraisal Guidance
No. 142

+ Epoetin alfa, epoetin beta and darbepoetin
alfa are clinically effective for cancer
treatment-induced anaemia

* But not cost-effective

= 2014 - NICE Technology-Appraisal Guidance NICE accepted
No. 323 that biosimilar
price

«. Erythropoiesis-stimulating agents (epoetin
and darbepoetin) for treating anaemia in
people with cancer having chemotherapy are
clinically effective

competition had
dramatically
reduced the
actual contract
* And are now cost-effective at real contract prices for

prices epoetin

11
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Biosimilar savings fund access to innovative
therapy

= Roche has outlined its plan to adapt to biosimilars - using the
savings to allow payers to reinvest in their next generation of
innovation

The savings we make from switching
to generics and biosimilars

Sales
- Innovation Ppedine

The chart from B " 2
Roche's presentation MabThera Merceosin Aasti
at the J.P. Morgan : \
Healthcare
Conference Savings Morks
demonstrates how ks
biosimilars are
expected to affect can be used to fund the next
Sla'es In coming years generation of innovative therapy
(1 2008 SE 20me  currr foTST £TNT SNUT OROT OELT DIEX

Ref: [1] Lorenzetti L. Biosimilars Are Coming After Big Pharma's Bottom Line. Fortune. Jan 12, 2016, 2:02 PM EST. URL: http://fortune.com/2016/01/12/biosimilars-

big-pharmal. Accessed Jan 25, 2016

The Rremise of biosimilar medicines

CQSt Payers need biosimilars to
Savings .
sustain healthcare

from -
Challenge Biosimilars = Resylt
Effective targeted therapy Effective targeted therapy
held back for later stage e used earlier in the disease
of disease
Treatment reserved for More patients have
only the most severe _— access to treatment
cases
Innovative therapies Biosimilars free up
unaffordable —— budget to buy innovative

medicines

Budgets for certain Additional budget can be
therapy areas are — directed to areas of unmet
inadequate need

Ref: Adapted from Henry D, Taylor C. Pharmacoeconomics of Cancer Therapies: Considerations With the Introduction of Biosimilars. Seminarsin

Oncology. 2014;41, Supplement 3:S13-20

12
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We have to find a balance

Are cost savings Does biologic drug
beneficial to switching carry a

patients? disproportionate risk

?
e —

If a biosimilar has comparable Then the only ethical
safety and efficacy to an reason to prescribeiit is

Can switching be harmful? Theory

= For switching to be a problem - there
would have to be a “carry over” effect
from one drug to another Immunogenicity Assessment for

* The only mechanism that we can - i
imagine causing this would be m—p
immunogenicity leading to anti-drug
antibody formation

Guidance for Industry

= For switching to be a problem, the two
drugs would need to have a different s — ey
immune profile X
» For this reason, regulators set strict

guidance on immunogenicity beforea = So in theory — this risk
biologic can be approved [2] ———

nai H et al

nterol Hepatol. 20
eutic Protein Prodt

13
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Can switching be harmful? Theory r 4
Anti-drug immunity
Bilosimilars Dove

Multidisciplinary approach to evaluating
immunogenicity of biosimilars: lessons learnt

and open questions based on 10 years’ experience
of the European Union regulatory pathway

enhanced
immunogenicity has

No observed differences in clinically
not yet been seen

relevant immunogenicity between the ...

approved biosimilar and originator "

products following authorization by
EMA.

Toess Timat A o Lar pwiadisc s

So in theory — this risk
should be small

Ref: [1] European Medicines Agency. Similar biological medicinal products containing biotechnology-derived proteins as active substance: non-clinical and clinical

issues, CHMP/BMWP/42832/2005 rev1, Draft Revision, June 3, 2013. Available from
http://www.ema.europa.eu/emalindex jsp?curl=pages/includes/document/document_detail jsp?webContentld=WC500144124&mid=WC0b01ac058009a3dc. 2.

Can switching be harmful? Practice

» In practice, with 10 years of experience of biosimilars in Europe,
no problems have been identified.
» Over that time, patient exposure to biosimilars has been
measured in millions

And in practice — this
risk has not been seen
enhanced
immunogenicity has
not yet been seen

So in tﬁeory — this risk
should be small

Ref: [1] Ebbers HC et al. The safety of switching between therapeutic proteins. Expert Opin Biol Ther 2012;12(11):1473-85

14
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Review of all published data on switching
between originator and biosimilar

12,039 patients in 193 Post Authorisation Adverse event
58 clinical trials reports from EU DRA Vigilance
Review

The safety of switching between
therapeutic proteins

Hans C Ebbers, Michael Muenzberg & Huub Schellekens”
"Utrecht Univessity, Utrecht Institnte for Pharmacentical Sciences (UIPS), Department of
Pharmacentics, TB Utreeht, The Netherlands

Ebbers HC et al. The safety of switching between therapeutic proteins. Expert Opin Biol Ther 2012;12(11):1473-85

Review of all published data on switching
between originator and biosimilar

12,039 patients in 193 Post Authorisation Adverse event
58 clinical trials reports from EU DRA Vigilance
o Review
The safety of switching between Human Growth Hormone —
therapeutic proteins no safety signals

& Huub Schellekens”
cential Sciences (UIDS), Deparoment of

T e A e Epoetin — no safety signals

— — — — =
— RO

G-CSF - no safety signals

- L4

Tatse & Croomvwy Cudan motuting Gotmtonts Culuny Sumdating -
e Ve Tyme ol sy - — - P Y

-

Ref: [1] Ebbers HC et al. The safety of switching between therapeutic proteins. Expert Opin Biol Ther 2012;12(11):1473-85

15
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Can switching be harmful? Practice

I
12,039 patients in 193 Post Authorisation Adverse event
58 clinical trials reports from EU DRA Vigilance
g Review
Human Growth Hormone —
Article highlights. no safety signals
« The arrival of biosimilars has led to considerable
discussion about the safety of switching between Epoetin — no safety signals
biopharmaceuticals L X .
» We have performed a review of data from clinical tials el
1o identify potential risks associated when switching _ _ ;
between biopharmaceuticals within the preduct classes _ G'CSF no Safety Slgnals

for which biosimilars are currently authorized in the EU.
In addition we analysed post authorization case reports Pty >

» No safety signals were identified that were related to

the switching process. :
« No safety signals were identified That were related 1o - e o s ot e 2 e
the switching process. - o -t .

This box sunmanzes key points contained in the aricle '

Shd

Ref: [1] Ebbers HC et al. The safety of switching between therapeutic proteins. Expert Opin Biol Ther 2012;12(11):1473-85

Can switching be harmful? Proportionality

= Manufacturing changes in reference drugs [1]

» Introduce differences between 2 versions of that drug that are
sometimes greater than to a biosimilar [2]

LTy
1401 ADCC Potency 20 lﬂ/nfufcolsylated GO
[% of reference] - [% of glycans] ¢
1.6 4
- i . i
120 - | *
‘ . ] 124 . "
100 4 a g FDA Advisory
J . . 0,8 1 Committee for
° B v Pharmaceutical
804 o Science and
! 0,4 4 2 e 2 ® © Clinical
| - = Pharmacology.
August 8, 2012
L1 . 0,0 T T
08.2007 122008 05.2010 03.2011 08.2007 12.2008 05.2010 09.2011
Expiry Date Expiry Date

Ref: [1] Schiestl, M. et al., Nature Biotechnology 2011;29:310-312 [2] McCamish M. FDA ACPS-CP update on biosimilars. FDA.

http:/www.fda.gov/downloads/AdvisoryCommittees/CommitteesMeetingMaterials/Drugs/AdvisoryCommitteeforPharmaceuticalScienceand ClinicalPharmacology/UC
M315764.pdf. Accessed Jan 27, 2016

16
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Can switching be harmful? Proportionality

» |s any potential risk in proportion to risks we accept already ?

3 of every 4 changes are predicted - More than 80% of biologics had
to have a high or moderate a manufacturing change at least
potential risk annually

— —

Some have now had 50

By 2016, only 1 EMA biologic
had no changes — Pertuzumab —

which had yet to be launched at
| I I ‘ the time of this survey [2]
.I jil: I II Illnlllllll

Ref: [1] Vezér B, Buzés Z, Sebeszta S, Zrubka Z. Authorized manufacturing changes of therapeutic monoclonal antibodies (mAbs) in European Public Assess- ment

Number of manufacturing changes

Report (EPAR) documents. Current Medical Research and Opinion. Doi: 10.1185/03007995.2016.1145579. [2]

Can switching be harmful? Proportionality

= Is any potential risk in proportion to risks we accept already

3 of every 4 changes are predicted _-More than 80% of biologics had

2 to have a high or moderate a manufacturing change at least
E potential risk annually

1] S

= o

(5] e e

=  To counter this, there are effective Some have now Flzfd/éo

E regulatory safety standards -

= harmonized for the world By 2016, only 1 EMA biologic
E - - - had no changes — Pertuzumab —
2 Only once have we seen a which had yet to be launched at
"E“ problem: Epoetin alfa the time of this survey [1]

s manufacturing changes causing

= auto immune Red Cell Aplasia [2] l . I I I

=1 - - LB B B B B B S ~ I S

:E., We accept this highly controlled * I - . I I I

3 . ’

risk with biologics

Ref: [1] Vezér B, Buzas Z, Sebeszta S, Zrubka Z. Authorized manufacturing changes of therapeutic monoclonal antibodies (mAbs) in European Public Assess- ment

Report (EPAR) documents. Current Medical Research and Opinion. Doi: 10.1185/03007995.2016.1145579. [2] Bennet CL. Blood 2005;106:334:

17



We have to find a balance

Are cost savings Does biologic drug
beneficial to switching carry a

patients? disproportionate risk
?

Risks in theory and in
practice have been
proportional to the

There is no proven
mechanistic or
empirical argument to

In assessing the balance between the risks and
benefits of biosimilars

Physician and originator
-~ manufacturer pushback
has been based on a

suggested risk of
“\.\— —/

Payers want the savings
from biosimilars and will
push physicians and

iharmacists to switch
‘.\ A

For payers —the theoretical Which has never been
risk of biosimilars are seen in a decade of

proportionate to those of European Biosimilar use

while the risk from lack of
access is real and significant

23-3-2016
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Physicians’ knowledge of biosimilars
remains insufficient:

= USA NCCN conference Respondents were asked to rate their
overall familiarity with developments for biosimilars (n = 277)

Not et oll .
_ ‘ 9:.‘

Sighty
famibar

“w: [ -

Mederotely _ . 22%, Only 1 in 5 moderately
fomiior - or extremely familiar with
aremely -

the issue

Ref: [1] Edward C. Li. Biosimilars: More Education Is Needed. URL: http://www.nccn.org/about/news/ebulletin/2011-04-18/biosimilars.asp

Physicians’ knowledge of biosimilars
remains insufficient:

= |n asurvey of 470 European prescribers
* France, Germany, Italy, Spain and UK

= aquarter of participants cannot define or have not heard about
biosimilars before.
= Only 22% consider themselves as very familiar with them

Bloomberg [ [
A Quarter of Doctors in Europe Can't
Define Biosimilars

Ref: [1] ASBM European physicians survey on biosimilars: key findings on knowledge, naming, traceability and physicians’ choice.
http://www.europabio.org/sites/default/files/report/asbm_european_physicians_survey_on_biosimilars-_ex_summary.pdf. Accessed May 12th, 2014

23-3-2016
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Requirements for a sustainable biosimilar
market in the EU

* There is a need for clear information from unbiased sources, that is non-promotional,
targetlng doctors, other healthcare professxona!s payers and patlents

mediclnes The development and manufactunng processes of bmsnmllar med|cmes are
more complex and much more expensive than of chemical small molecule medicines

* Education is required on the scientific concept of biosimilar medicines, their approval
process, and their safety and efficacy

* The concept of “Indication Extrapolation”, an essential aspect of the biosimilar medicines
requlatory pathway, should be clearly communicated and explained to all stakeholders
in a context and language that provides complete understanding and support.

Ref: A study undertaken by GfK Market Access on behalf of the European Biosimilars Group (EBG), a sector group of the EGA, about the future
sustainability of the biosimilar medicines market. Sept 2014. http://www.egagenerics.com/images/Website/GfK%20Final%20Report-

%20Factors%20Supporting%20a%20Sustainable%20European%20Biosimilar%20Medicine%20Market.pdf. Accessed Oct 14, 2014.

Requirements for a sustainable biosimilar
market in the EU = Education

= % of G-CSF as biosimilars vs Neupogen in Europe, 5 years after
biosimilars were approved

Belghum | .
weiand | 0 This
Lithuania ) % .

Nethedands | 27 potential

Switzarand | 40 .

Greece | 2 - / > investment
Germany | “ is a lost
Baly | )
Spain | e 87 opportunity
Slovenia | A 67 )
Denmark | This i | 68 to improve
France. | \ IS IS money lost s 68 ;
EUAverage Ie— Y — patient care
Finkand . that can never be ) 72
Austia 7
Polend \ recovered -
Skovakia
Sweden
Bulgaria
Norway
UK
Czech Republc
Hungary
Romania
Latia

@
=

o
@

IMS MIDAS, Feb 2013, quoted in - Walsh K. Biosimilars’ utilization and the role payers do play in driving uptake in Europe: an

industry perspective. Biosimilar Medicines 11th EGA International Symposium, April 2013. Accessed 5 March 2014.
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We are given clear leadership on
Rational Medicine Use

World Health
Organization

= “Medicine use is rational (appropriate, proper, correct) when
* patients receive the appropriate medicines,
* in doses that meet their own individual requirements,
« for an adequate period of time, and

= |rrational (inappropriate, improper, incorrect) use of medicines
* is when one or more of these conditions are not met.”
— (WHO World Medicines Report, 2011).

Ref:  WHO World Medicines Report, 2011

Leadership on Rational Medicine Use

P | — If we stand for anything in
e ea EAHP — it must be for the
(’(’ rational, appropriate, proper,

correct use of medicines

Medicine rational «
_sappropriates .
EBEE (uses.E el E S £E £
= g'%-;:» S "2 E 5 improperE”
SESEDLTE S92 = =
Elowest 2 &3 ;—‘-%E}L“(R(llgz?m
== E2E o™ medicines

Ref:  [1] WHO World Medicines Report, 2011  [2] Word pictogram created at http://www.wordle.net, March 14, 2016

23-3-2016
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SYRRROYSRtRItE . - e ——
S \ - : e
ﬂnterchangeabl |tyofb|olog|calsmthé‘EU —

. ’the SCIENCe, practice . ethlcs and cost Side?s

3 key guestions - Is our present system
economically sustainable?: Q1

1. Which is correct - The rising cost of medical care is caused...

>

mainly by the ageing of the population
mainly by the increasing costs of new treatments

C. equally shared between the ageing of the population and by the
increasing costs of new treatments

®
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3 key questions - Is our present system
economically sustainable?: Q1

1. Whichis correct - The rising cost of medical care is caused

>

mainly by the ageing of the population
B. mainly by the increasing costs of new treatments

C. equally shared between the ageing of the population and by the
increasing costs of new treatments

R L

= Correct Answer is B

1Mt of Car Growes Fanter Thae
CLF ad Ay ¥ P o

3 key gquestions - Is our present system
economically sustainable?: Q2

2. Biosimiar drugs have ...

>

proven to increase access to treatment

B. enabled treatment to be given to patients with lower risk or
earlier stage disease

both aand b
D. neither ofaorb

o
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3 key questions - Is our present system
economically sustainable?: Q2

2. Biosimiar drugs have ...

>

proven to increase access to treatment

B. enabled treatment to be given to patients with lower risk or
earlier stage disease

C. bothaandb s
: from

D. neitherofaorb i DRSNS esuk
Effoctive targeted thecapy Effective targeted therapy
held back for later stage > used earlior In the disease
of disease

. Treatment reserved for More patients have

= Correct Answer iS C  only the most severs »  access to treatment
cases
Innovative theraples Biosimilars free up budget
unaffordadle — o buy innovalive

medicines

Budgets for certain Additional budget can be
therapy aress are — directed 10 areas of unmet
Inadequate noed

3 key gquestions - Is our present system
economically sustainable?: Q3

3. The risks of switching to Biosimilar Medicines are greater than
the risks from lack of access to targeted biologic drugs

A. Strongly agree

B. Agree

C. Neither agree nor disagree
D. Disagree

E.

Strongly disagree

23-3-2016
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3 key questions - Is our present system
economically sustainable?: Q3

3. The risks of switching to Biosimilar Medicines are greater than
the risks from lack of access to targeted biologic drugs

Strongly agree

Agree

Neither agree nor disagree
Disagree

Strongly disagree

moowp

E. To date this is the correct answer
—no significant risks have been
seen with our current established
EMA approved biosimilar drugs and
European switching practice
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