TipoAoynon Kot arolnMiwon otnv ayopa Tou GapHaKouv:
glvan BEPBao otL £xouv oulntnOei ka avaAvOei OAeg oL mMBavEG AVOELG

Makis Papataxiarchis
Managing Director, Janssen Greece, Pharmaceutical companies of Johnson & Johnson
Chairman, Pharmaceutical Companies Committee, American-Hellenic Chamber of Commerce

President PhRMA Innovation Forum

Larissa Forum, Sunday 07 April 2019

-
janssen J | g




Number of pharmaceutical policy interventions
in Greece (2009 - 2014) .
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Number of pharmaceutical policy interventions
in Greece (2009 - 2016)
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Key factors influencing access to essential
medicines

ional seiectic

2. Affordable prices

Price negotiation, sound
generic policies, etc.

Reimbursement lists
elaborated using transparent
and accountable procedures,
up-to-date treatment
guidelines elaborated using
the best evidence, etc.

>

Reliable health and oy , y_____ 3. Sustainable
supply systems \
Development of
pharmaceutical national

policies, quality assurance
reinforcement, etc.

Increase and prioritization
of public funding for
medicines, identification
of efficiency gains, etc.
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Price control mechanisms

o Direct price control

Q External Reference Pricing

Q Value Based Pricing

e Indirect price control

° Internal Reference Pricing

° Use of economic evaluation

e Utilisation control

e A mix of the above methods

Pharmaceuticals pricing and reimbursement policies in Europe p—
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Who is looking at whom?




24 out of 27 EU member states apply ERP
but with methodological variations

= Number of reference countries
= Method of calculation
= Type of medicines (inpatient, prescribed)

- External price referencing

Elements of EPR in
the pricing process

Other pricing mechanisms

Pharmaceuticals pricing and reimbursement policies in Europe
WHO TBS — October 2016

) —
janssen )' | =



While other EU member states set prices for
new medicines based on value

= Price setting and/or thus decision on reimbursement based on the
therapeutic value that the medicine offers

SINGLE PRICING INDICATION-BASED PRICING
—
3 Higher § Higher
g :
s :
s g5
< 3 Price based on indication A =3
o >
g = § 2 ': Differential pricing per
: - S S indication for same therapy
[C] o E §
§ § ° °
S s £ £ Indication D
< Llower < Lower
Smaller Larger Smaller Larger
SIZE OF POPULATION COVERED SIZE OF POPULATION COVERED
» One single, uniform price, across all potential P price varies across indications based
indications on clinical value or distinct patient

populations treated

Source: 2015 ICER Membership Policy Summit Report “Indication-Specific Pricing of Pharmaceuticals in the United States
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Multiple indication in oncology: how do we
set a value based price?

£14,000.00 12

£12,000.00 - W VBP Cost / Price | 10

B Months Gained

£10,000.00

£8,000.00

£6,000.00

£4,000.00

£2,000.00

£0.00 -
Breast CRC Renal Lung

* Hypothetical figures for illustrative purposes only

Source: 2015 ICER Membership Policy Summit Report “Indication-Specific Pricing of Pharmaceuticals in the United States
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A high number of EU members states
apply IRP

= A fixed price (reference/reimbursed ro ct TGS ey reference
price) for a medicine is determined QI  Referenceprice system,
broader definition
= Patients pay the difference between of reference groups
reference/reimbursed price and the Noreference price system
retail price (in addition to fixed
copayment or copayment rates) é

NO

= Usually set at ATC4 or ATCS level

Pharmaceuticals pricing and reimbursement policies in Europe
WHO TBS — October 2016
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Price setting based on utilization control to
perform contractual agreements

= Ensuring volumes are controlled (ie tenders) and drugs go to the right
patients (MEAs)
= Envelope agreements
— Multi annual contract specifying max sales volumes
— If volumes exceeded: discounts and rebates
— Negotiation
— Need for epi data




Tendering but with variation in volume

= Generally at the hospital level B Tender
= Means of pricing: [ Tender and negotiation
— Negotiation with industry [ Noanswer

— Tendering

Pharmaceuticals pricing and reimbursement policies in Europe
WHO TBS — October 2016




Type A: with price (e.g. Sweden) Type B: without price (e.g. France)

Necessity, Effectiveness, Patient-relevant benefit
(also for subgroups and individual indications)

| S —— |
Added benefit
(comparative; also for subgroups and individual indications)

]
! [em——"

Il | Important clinical added benefit

Il | Moderate clinical added benefit
IV | Minor clinical added benefit

V | No clinical added benefit

l

Price setting or negotiation
depending on (added) benefit

B e T P

reimbursament
(some indications,
patient groups,
setfings)




Gx price regulation in EU member states

= FRA: 60% of originator price

= LAT: 30% of originator price for
the first generic, then 10% less
for the followings, then 5%

- Generic price link

No generic price Link

Mot scope of the survey |
no information available

Pharmaceuticals pricing and reimbursement policies in Europe
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Why do we need to increase volume of Gx
and biosimilars?

Figure 2.10. Generic market share by volume and value, 2016 (or latest year)
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Sources: “Health at a glance”, OECD/European Union 2018 s



Dutch example: 60% Gx in volume “release”
70%0 of costs for branded innovative medicines

Volume 2010 Values 2010

m Generics = Parallel import Other . m;0On patent = Onpatent = Parallel import Genericé  m Other

Sources: Netherlands e



Different price levels in Greece dependent
on distribution channels
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ZUMNEpACHATA

= Greece’s current system of External Reference Pricing is unnecessarily complex and
has a high administrative burden

= This has led to a lack of stability and predictability in prices and reimbursement for
pharmaceuticals in Greece

» Produce a system of External Reference Pricing in Greece that is stable, dependable,
predictable, administratively simple, and sustainable

=  Shift attention from pricing to reimbursement in order to ensure adequate levels of
coverage and produce savings for the system by using a nhumber of tool used widely
elsewhere

= In any case, price is not a target in pharmaceutical policy

= Both price and reimbursement are means, to ensure as wide an access as possibly to
innovative treatments for patients in need, within a country’s budget
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1. TigoAoynon He Baon €icodnuaTika kpiTnpia (income/taxation based):

— 20% Twv acbevwv Ba nAnpwvel yia Ta navta, To 50% 6a nAnpwvel NoAAd kai 1o
unoAoino 30% dev Ba NnAnpwvel TinoTa

= Katd néoo auto cival dikalo? Kal kata noéco auTo €ival BIwaoipo?
— AkoOpa kai yia life threatening na®noeic? Kai yia xpovia voonuara?
— Me noia kpITApIa yivovTal assigned Ta copayment rate? MNa tn ywpiaon?
= [Mapadeiyua oool acBeveic ayopadlouv yevoonua dev €xouv % CUPMETOXNG?

2. Emkaiponoinon apvnTiknG/0eTIkNG AioTag:
— Lifestyle npoiovTta (yia napadeiyupa vitamin D)
— TepdoTiog apliBuog KwdIKwV oTn BETIKA AioTa, PE nMoia KPITAPIA evTacoovTal oTn BETIKN Kal
ME mola oTnVv apvnTikn AioTa?
— EEaptartal povo ano tov KAK n katabeon otn BeTIkN 1 oTnv apvnTikn? Kai €av vai yiati?

— H apvnTik AioTa 6a pnopouace va yivel nio regulated uno Tnv €vvola kai Tou free
competition.

3. POAOG TNG I1I01MTIKAG ACPAAIoNG OTN PAPHAKEUTIKN NEPIOAAYN:
— TMwg 6a ocuvdpapouv oTnv anolnuinon?
— 4% voluntary insurance for health (incl pharma) OECD 2016
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