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Introduction - Presenter

WHO Collaborating
Centre since 2010 WHO

GOG (Gesundheit Osterreich GmbH)
Austrian Public Health Institute

Network of public authorities for Pharmaco-
pharmac. pricing & reimbursement: economics
~ 90 institutions,46 (mainly Department

European) countries, WHO, OECD,
EC, World Bank /

N

Medicine price data of
30 European countries
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Introduction - Today‘s talk

Mixed methods Gpm + CIS PPRI
» Objectives » Contents 4 ]

» To provide a comparative r . “ » Descriptive overview of
review and analysis =t R systems/policies in 45
of different medicine countries

_ MEDICINES
reimbursement (R) REIMBURSEMENT » Assessment of identified

policies applied by the POLICIES IN EUROPE R models in 9 case .
countries Cinterviews >

countries in the WHO
European region » Findings from literature
review

» To identify practices that
» Analysis of the financial

best protect vulnerable
burden of co-payments for

groups from excessive
OOP payments on funded medicines groups in
9 countries

medicines

Study of the WHO Regional Office for Europe

http://www.euro.who.int/__data/assets/pdf_file/0011/376625/pharmaceutical-reimbursement-eng.pdf?ua=1 3
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Disclaimer and acknowledgements

The information and data provided in this presentation was collected and analyzed by
the WHO Collaborating Centre for Pharmaceutical Pricing and Reimbursement Policies
located at the Pharmacoeconomics Department of Gesundheit Osterreich GmbH (GOG).

The data do not have any legally binding value. This is not a presentation of WHO. The
presenter is responsible for the views expressed in this presentation, and they do not
necessarily represent the decisions and policies of the World Health Organization.

Credits go to: )
- PPRI team members & WHO Collaborating Centre staff at GOG

-  The members of the PPRI network (= competent authorities for pharmaceutical
pricing and reimbursement)

Information used from this presentation has to be correctly quoted. Commercial
exploitation is forbidden.
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[_44:

‘ Rationale: Need for R policies

‘ Elements of R systems in European countries

‘ Co-payments

‘ Impact of R policies and conclusions

© 2018 PPRI WHO Collaborating Centre 5
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Rationale: SDGs

Sustainable Development Goals

NO IR0 GOOD HEALTH QUALITY GENDER GLEAN WATER
POVERTY HUNGER AND WELL BEING EDUCATION EQUALITY AND SANITATION

3.8 Achieve universal health coverage, including financial risk protection, gg\;ﬁﬁﬁ iiid &8 —fv\/\v E
access to quality essential health-care services and access to safe, GOALS i B
effective, quality and affordable essential medicines and vaccines for all B

DECENT WORK AND
ECONOMIC GROWTH

o

T T T B EEE

ANDSTRONG
INSTITUTIONS

>,

CONSUMPTION FORTHE GOALS
A ANDPRODUCTION

<’ ﬁEéﬁ

o

1. Rational selection 2. Affordable prices

Reimbursement lists Price negotiation, sound

elaborated using transparent & generic policies, etc.
and accountable procedures,
up-to-date treatment \J

guidelines elaborated using
the best evidence, etc.

4. Reliable health and - 3 Sustainable

s

supply systems financing
Devel nt of | d pricritizati . .
aharmucetical national of publi funding for WHO: Equitable access to essential

i i ici identificati .. .
Fenforcement ate of cffcioncy opine, ate. medicines: a framework for collective

action. 2004

© 2018 PPRI WHO Collaborating Centre 6
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Rationale: Burden for payers and patients

Co-payments High out-of pocket payments
are possible (incl. informal payments)
(catastrophic payments)
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Rationale: Funding globally

Public and private per capita spending on pharmaceuticals by income
group, 1996, 2000 and 2006 (in USS$ at PPP)

300 ¢

B rublic [l Private

250 +

200 4

150 +

UsE at PPP

100 T+

S50 =+

0.
j= 8 {8 j=1
1996 2000 2006

Source: WHO NHA database

WHO. The World Medicines Situation 2011, chapter on Medicines Expenditure.
http://apps.who.int/medicinedocs/documents/s18767en/s18767en.pdf
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Rationale: Public pharmaceutical expenditure as a proportion of total pharmaceutical

expenditure in countries in the WHO European Region, 2015
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COUNTRY

OECD Health Data, Eurostat 9



o

7B, WHO Colsborating Centre \ & PPRI Gesundheit Osterreich
\ ¥/ for Pharmaceutical Pricing ’ Pharmaceu tical Pricing and GmbH ® ® *®
XSEZ and Reimbursement Policies Srmimseemiant fntometlon "

R in Europe: Intro - WHO European region

53 countries
» incl. all 28 EU Member States
» incl. Central Asian countries (NIS)

EUROPE

Pricing and reimbursement
» is a national competence

» centralised marketing authorisation
for some new medicines in|the EU

CENTRAL ASIA
& CAUCASUS
Il 2 medicines M -
M | medicines . : " >
[0 Reimbursable medicines 1 R
o o imbursable medicines ML CYp
- PIEE:I.I[IEI]r‘Iﬂl'in-f me.dlanes esaiption-only medicines .Im
il g e on
. - £ outpatient sector
I o information Scope of price regulation e T mator Lo e
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R in Europe: Reimbursement framework

Criteria
for selection

a0

BASIC R&D REGULATION POST-MARKETING
= Screening of candidates « Marketing Authorization = Pharmacovigilence
» Product development = Reimbursement approval » Real-life studies inel.
application patient registres

HTA

Processes

INNOVATION HORIZON BEMEFIT-RISK HTA PRICING AMD CLINICAL MONITORING DISINVESTMENT
POLICIES SCANNING APPRAISAL REIMEURSEMENT GUIDELINES AND EVALUATION

© 2018 PPRI WHO Collaborating Centre 11
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R in Europe: Reimbursement framework

Therapeutic benefit of a medicine and/
or relative therapeutic benefit (added value
compared to existing alternatives)

Medical necessity/priority

Safety

Cost—effectiveness

Budget impact

Armenia, Austria, Belgiurn, Bulgaria, Czechia, Croatia, Denmark,
Estonia, Finland, Kazakhstan, Latvia, Lithuania, Malta, Netherlands,
Poland, Portugal, Republic of Moldova, Serbia, Slovenia, Spain, Ukraine

Armenia, Estonia, Finland, Kazakhstan, Netherlands, Norway, Poland,
Republic of Moldova, Turkey, Ukraine

Armenia, Bulgaria, Denmark, Estonia, lceland, Malta, Netherlands,
Poland, Republic of Moldova, Russian Federation

Belarus, Czechia, Estonia, Finland, Kazakhstan, Latvia, Lithuania, Malta,
Netherlands, Norway, Poland, Turkey, United Kingdom

Belgium, Bulgaria, Czechia, Estonia, Finland, Iceland, Latvia, Lithuania,
Norway, Poland, Republic of Moldova, Slovenia, Turkey

© 2018 PPRI WHO Collaborating Centre 12
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R in Europe: Health Technology Assessment (HTA)

»

»

»

Health technology assessment (HTA) is
a multidisciplinary process that Assessment
summarises information about the Qppraisal

medical, social, economic and ethical

issues related to the use of a health

technology, in a systematic, EC legislative proposal on HTA
transparent, unbiased, robust manner.

Health technology assessment

Its aim is to inform the formulation of
safe, effective health policies that are
patient focused and seek to achieve
best value.

Despite its policy goals, HTA must
always be firmly rooted in research
and the scientific method. https://ec.europa.eu/health/technology_assessment/eu_cooperation_en

© 2018 PPRI WHO Collaborating Centre 13

Latest updates.

tential impact of specific options. in a report. An
ing its opinion. The impact assessment and supporting u Follow us on twitler More &
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R in Europe: R lists

EUROPE

» R lists in all countries

— Positive lists more commonly used
(44/45)

— Negative list (DEU)
— Combination (ESP, GBR)

» Scope: larger than WHO model EML

0 Positive list o

Il Negative list
ISR

I Combination of positive

CENTRAL ASIA
& CAUCASUS

» Medicines included (reimbursable
medicines) are not always 100%
reimbursed

0 Positive list

Hl tegative list

- Combination of positive
and negative list

© 2018 PPRI WHO Collaborating Centre B Vo information gm0 s 7 ke
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Contractual arrangement

between a manufacturer
and health care
payer/provider that
enables access to (or
reimbursement of) a
health technology
subject to specified
conditions

Usually confidential
(at least price)

© 2018 PPRI WHO Collaborating Centre

Pharmaceu tical Pricing and
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R in Europe: Managed entry agreements (MEA) for high-priced medicines

MEAs in place in the outpatient sector MEAs in the inpatient sector

Austria, Belgium, Bulgaria, Croatia, Czechia, Estonia,
Finland, Hungary, Israel, Latvia, Lithuania, Malta,
MNetherlands, Norway, Poland, Portugal, Romania, Serbia,
Slovenia, Spain, Sweden, Switzerland, Turkey, United

Austria, Belgium, Bulgaria, Croatia, Finland, Lithuania,
Malta, Netherlands, Poland, Portugal, Serbia, Slovenia,
Spain, Sweden, Switzerland, Turkey, United Kingdom

Performance-based

Financial-based

Gesundheit Osterreich
GmbH ® * ®

15
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R in off-patent markets in Europe: Reference price system (internal reference pricing)

» A reimbursement policy in which
interchangeable medicines are clustered
into a reference group, often by the same
active substance (ATC 5) or chemically
related subgroup (ATC 4). The public payer
determines a price (called the “reference
price”) to be reimbursed for all medicines
included in the group. If the pharmacy
retail price of the medicine exceeds its
reference price, the patient must pay the
difference, in addition to any other co-
payments that may be applicable

» 30 of the 45 countries surveyed

© 2018 PPRI WHO Collaborating Centre

EUROPE

CENTRAL ASIA
& CAUCASUS

- RPS in place
- RPS not in place

B . o 250 75
- No information —_—
o
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EUROPE

» The practice of substituting a medicine,
whether marketed under a trade name or
generic name (branded or unbranded
generic), with a less expensive medicine
(branded or unbranded generic), often
containing the same active ingredient(s) at
the community pharmacy level

» 29 countries - allowed GS

» 12 countries - obligatory GS -

Il ~llowed, indicative

CENTRAL ASIA
& CAUCASUS

Obligatary
Il 2lowed, indicative
© 2018 PPRI WHO Collaborating Centre Not allowed

1] 250 750 1000 km
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» Prescription of medicines by their INNs,
active ingredients or generic names,
instead of their brand names

» 22 countries - indicative INN prescribing

» 19 countries - obligatory INN prescribing

— e

CENTRAL ASIA
& CAUCASUS

Obligatory
Hl ~llowed, indicative
B not allowed

o 50 500 750 1000 km
) (R L LR o
_—
B Mo information H 250 500 mi

18
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R in off-patent markets in Europe: mixture of measures

Gesundheit Osterreich
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EUROPE

Obligatory
- Allowed, indicative
Not allowed

| No information

CENTRAL ASIA
& CAUCASUS
RUS KGZ
uzB
€0 . e
ARM b
Obligatory

== INN prescribing .

No information

EUROPE

Obligatory
Il Alowed, indicative
Not allowed

No information

CENTRAL ASIA
& CAUCASUS

-

v Generic

Il Alowed, indicative
Not allowed

No information

substitution —==—z=

© 2018 PPRI WHO Collaborating Centre
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RPS in place o
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KAZ
RUS =
Uze
T.
GEO F. K
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RPS in place

RPS not in place

No information

250 500 mi
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EUROPE

% co—-payment: Fixed share of the pharmacy retail
price or the reference price of a medicine

France 100%, 65%, 30%, 15%:"*
Portugal 100%, 90%, 69%, 37%, 15%"
Spain 100%, 90%, 40-609% (standard rate linked to income)®
Sweden 100%, 90%, 75%, 50%

Deductible: initial expense up to a fixed amount which
the patient has to pay out-of-pocket for a defined
period of time before the expenses of a medicine are
fully or partially covered by a public payer.

Fixed co-payment CENTRAL ASIA
Il Percentage co-payment & CAUCASUS KAz
I Deductible cp
MLT
Fixed and percentage co-payment | Fixed co-payment, percentage uze
; y co-payment and deductible ISR
Fixed co-payment and deductible Fixed co-payment GEO TK
THM
No co-payment ATE
Il rercentage co-payment — ) 2% S0 750 1000 ke I Percentage co-payment %‘
and deductible S No information e o I Deductible
Fixed and percentage co-payment Fixed co-payment, percentage
A ) co-payment and deductible
Fixed co-payment and deductible
No co-payment
. Percentage co-payment ) 350 500 750 1000km
© 2018 PPRI WHO Collaborating Centre e No nformatin —_— 20
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Co-payments for out-patient medicines

Income/social
disadvantage

Exemptions &
reductions
ensioners/
retirees/war
veterans

Disability

Specific illness/
condition

Pregnant
women

© 2018 PPRI WHO Collaborating Centre o
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Co payments for out-patient medicines - Example of financial burden

Molecule
amlodipine

amoxicillin/
clavulanic acid

ibuprofen

salbutamol

metformin

5 mg, 30 tablets

875 mg/125 mg, 21
tablets

600 mg, 30 tablets
100 ug, 200 inhalation

solution/pressurized
inhalation

500 mg, 100 tablets

© 2018 PPRI WHO Collaborating Centre

Pharm. form/ dosage/ Indication
pack size

cardiovascular

infectious disease

pain/inflammation

asthma
diabetes
Country Base case Specific cases
Children Low income Retired Unemployed High spenders
0 = 0 = =
Austria = = = = 0
0 (pr. fee) 0 (pr. fee + %) = = 0
Germany 0 = = = 0
= 0 = = =
Hungary (0) 0 (ceiling) 0 (ceiling) = 0 (ceiling)
Kyrgyzstan = = = = -
Sweden 0 = = = 0
UK {England) 0 0 0 0 0 (prepayment)

22
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Co-payments in USD PPP (and % of pharmacy retail price)

[_46:

Standard Patients on low . High spenders on
mm

salbutamal 281 281 2.19 219 281 281 281 281 219 219
{45%) (459%) (35%) (35%) (D%] [B%] {45%) (45%) (45%) {45%) (35%) (35%)
France
Metfarmin 062 0.62 Mot applicable 0 0 0.62 (79%) 0.62(9%) 062 (7%) 0.62 0 4]
(7%) (9%} (0%} (0% (9%) (0%} (098}
Amlodipine
30
25
a 20
o
o
a 15
=2
10
5
0
[C] [e) [G] [e) [C] e} [C] (o) G} [G] G} o G} o [G]
[l — [l — oo — [l e o [l o e o = [l
= o = z = = = a = = = < = E =
g g3 £ 5 ¢ g £ & g & § % & 3 5§
3 I I w © = £ G @ = o = =z = o
& i = A = o
= < L I 5 9 = = = w2 £
G L = L” = v
v = O
= g
. M Standard co-payment Patients on low income M Retired people = =
© 2018 PPRI WHO Collaborating Centre P peop >

Unemployed people M High spenders on medicines
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Co-payments - Financial burden as % of minimum wage

Amlodipine
10%
9% (B
2% |-
1%
0% I_I
G} o G} o G} o G} o G} [G) [} o [C) [®) [}
5 = 5 = 5 = 5 = 5 o 5 = = = 5
= ® = Y =] = = cu = = = c = £ =
= i = i Q
m :.-_-'n @ [ Ll o - el Ll ?_" [ - [ - o E
c 3 = o = E o 2 @ o L @ 4 =S s
™ T w = m 5 £ o a o o = @ = g=
= z = = c = oy = = o
< = - T U = o & ! £
G T = - o7
L P—'I'I -
= g
: : : = c
B Standard co-payment Patients on low income M Retired people 3
© 2018 PPRI WHO Collaborating Centre Unemployed people M High spenders on medicines
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Co-payments - Financial burden as % of minimum wage

Amoxicillin / Clavulanic acid

B%
7%
6%
5%
4%
3%
2%
1%
0%

) [G] o G o [G] ) [G] o [} G} [C]

= = (& (' (=T (=T o

m —1 m —1 ::-1 | @ o | ::-.. — —1 —

- © = © 5 = @ o T = c I

- z 3 y= = g o g 2 & 3 E

= o < 3 @ £ J o 2 c T B

= = W o g 3 l..% E=

0 I =

ge

z

c

. . . -

B Standard co-payment Patients on low income M Retired people
Unemployed people M High spenders on medicines

© 2018 PPRI WHO Collaborating Centre 25
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Co-payments - Financial burden as % of minimum wage

I 0 L

= 28-S OO

BT b

B B0 |

2.0%

=%
0.4%
0.3% I ................................................................
0.2%
0.1% I .....................................
0.0%
[e) 6] o [e) 6] o [G) [s) [®] o [G) O [G] [s) [G]
m = m @ = - = @ - = = c = E =
= = E = P T >, @ = 2 c = c Lz £
2 = 5 o c E % 2 g N b 9 > o =
= & < = = & £ Y9 I & ® Z T £ 3
P = 9 = T = = z oz g
G a2 = o v
w 2 -
= &
M Standard co-payment W Children Patients on low income — g
M Retired people Unemployed people M High spenders on medicines
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Impact of R policies - Literature review

Literature suggests that R policy measures can have an impact on affordability, accessibility,
medication adherence, health outcomes, expenditure and utilisation of medicines.

S )

» Medication adherence
» Health outcomes

[ Co-payments ]‘ » Utilisation (no. of prescriptions)

» Public pharmaceutical expenditure
> Financial burden for patients )

- N - N Price

Generic policies » Public pharmaceutical expenditure

regulation

|

(RPS, generic ‘ » Medicine prices

Substitution) » ngher use of generics

\_

© 2018 PPRI WHO Collaborating Centre 27
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Impact of R policies - Key findings

» Increased financial investment is critical

» Disease orientation may leave socially disadvantaged
people behind

» Different designs of system lead to different outcomes

» General policy options beyond R may be supportive or
hindering

© 2018 PPRI WHO Collaborating Centre )8
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Impact of R policies - Conclusions on good practice

»

»

»

»

»

»

»

»

»

Clear priorisation is crucial

Evidence-based decision-making and RWD generation are
fundamental requirements

Processes should be transparent and smooth
Vulnerable population groups need to be identified
Price regulation is required

Use of generic, biosimilar and further lower-priced medicines should be
fostered

Patent involvement should be encouraged
Evaluation, monitoring and adjustments are needed

It is important to create an appropriate strategic design of individual
measures and appropriate policy mix

© 2018 PPRI WHO Collaborating Centre
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Contact

Sabine Vogler

Stubenring 6

1010 Vienna

T:+43 1 51561 - 147
F: +43 1513 84 72
Email:
sabine.vogler@goeg.at

www.goed.at
http://whocc.goedg.at

Pharmaceutical Pricing and
Reimbursement Information
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News

Networks

Database

We closely cooperate with authorities and
stakeholders from many European countries.
and beyond and offer rainings and
seminars.
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Publications

Our database provides ata glance
comparaiive data about pharmaceutical
systems and policies in the European
countries.

Glossary

We offer a broad range of reports, studies,
posters, eic. about pharmaceutical systems
of many countries and pharmaceutical
policy analyses.
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To promote a common understanding we
developed a glossary of pharmaceutcal
terms,
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New article on prices, costs, and
w medicines for
in 30 countries

published
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New article on stakeholder
preferences about policy
objectives and measures of
pharmaceutical pricing and
reimbursement published
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summer School Pharmaceutical
Pricing and Reimbursement
Policies - 20/08-02109/2016 in
Vienna
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Second Course on Interface
Management of Pharmacotherapy,
October 17-19/2016 Barcelona,
Spain
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Conclusions of the 3rd PPRI
Conference published
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Utrecht Summer Courses, July
2016
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Study on enhanced cross-country
coordination in the area of
pharmaceutical product pricing
published
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New WHO report on HTA
supporting universal coverage
and reimbursement systems
published
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