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Reimbursed portfolio (positive list)

General Indication based Specialized Reimbursement
reimbursement: reimbursement reimbursement based on
for every doctor - .

i Level of Hospitals social need
in every indication reimbursement:
Tender
0,
reinll_l;\xlrilecr:ent' 0% Patient based
’ 70%
0,
25% 90%
0,
>% 100%
80%
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Active substance-bgsed (generic) Therapeutic referencing
referencing
« ATCS level (active substance) Step 1: . ﬁTCI“ Iel;,Ielt(SE\mt? therz;p(:utic effehct) Step 2:
— « Applicable to all active substances wherg Easy-to-use, ‘n?g-tlgs’ sib(;t:ici:se :;Je :\?;f:;‘: €€ | Data mostly

?;’ the first generic has entered the market easy-to- (T s ) available,
5 . ) g e
= Not recommended for Iow:grnover St_andall;dlsey « Not recommended where therapy difficulties in
= (“niche’) active substances VIrtua_ YN0 | |\ switches are contraindicated group
=B |+ AlI* products in the reference group are| medical ey All* products i the reference group arg formation,
.S granted the reimbursement amount concerns granted the same (calculated) possible
= calculated for the reference product reimbursement amount medical
Z « Effective cost-based ‘de-listing’ * Cost-based “de-listing” has limited concerns

effectiveness Used since
e 2003
— « ATCS level (active substance) Step 3: (T ATCz'l level (sgme the_rapeutic effect) Step 4:

598 | - Applicable to all active substances which pjficulties | | * APPlicable to internationally marketed | pyigsicylt to
9 are internationally marketed in data active substances where ‘me-too’ N
= IN Pricing and reimbursement character- | oo i substances are available -

& istics and exchange rates must be - + Both pricing and reimbursement methodolo

=) considered when peer countries are irtuall ' EZ> characteristics and therapeutic 4 medi g{
g selected virtually no equivalence must be considered andimecica

)= | + All* products in the reference group are medical + All* products in the reference group arg CONCErns

b3 granted the reimbursement amount giver| CONCerns granted the same (calculated) combine

E in the lowest-price peer country Under re_lmbursement amount -—
m=B | . Possibility for cost-based ‘de-listing’ : elr';g{leon * Virtually no room for ‘de-listing’ planned

PPRIWien 29 Sept 2011,




=3 | Orszdgos Egészsigbiztositdsi P
J r.0ep ey/gyogyszer oep hu/gyse

Reimbursement application

Request fol
completion

Access

Ex-officio procedures

Referencing, de-
listing for loss of

Full or partial revision
turnover

of a therapeutic

| Decision on the procedure to be followed

| (‘phantoms’) group

‘ Simple notification ‘ ‘ Simplified procedure ‘

procedure (30 days)
\ I
Data modification, Bioequivalent active
price decrease, substances (generic
product recall & products)

termination of
supply

Decision and notification of the applicant

(by the Insurance Fund)

Discussion in Preliminary Critical review
the Technology risk-sharing (full HTA) and
Assessment agreement medical
Committee assessment

New active substances, new dosage

form or route of administration, new

delivery technology, new indication,

new combination, not bioequivalent
generic products

A 4

Decision on the appeal and
notification of the applicant

=3 F Orszdgos Egészségbiz

.0 het/gyogyszer

Cigrurerhurusd

Khrpi rja B 3 UBFRSARAS QyAgYLERF naveE

|- Renit

r

F tiem shmcgated gy

K irja 7 ¥ Hazonen

Renitac 10 Lig Tablann

Késziomény neve

ais

L

Az On $ital khcilaszoft grogyssemél b

kisl thmogatissal iorénd kiviitis esetén 100 embernfi 56

edvzied el gidgrscen vilasar




Online feedback system
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Finanszi Az alabbiakban kizdljik azokat a végleges, szakmai kop&

Szakmai ellendrzé: melyeket miniszteri jovahagyasra az Egészségiigyi Miniszteric

Nemzatkozl Ugyek Dr. Gajdacsi Jozsef Zsolt
P FG0sztalyvezetd

Orszagos Egészségbiztositasi Pénztar
Elemzési. Orvasszakértdi és Szakmai Elley
1139 Budapest. XIIl. Vaci it 73/A
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1. A kronikus myeloid leukémia diagrosztikajanak és kezelésén
2. A myeloma multiplex diagnogZfikajanak és kezelésének finan

3. Sigma és colon iroza 2010

All in one
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5. rendje,
A magszamaozott s20veQacbozZok DEVE DD kifejiasst 1As0 a kivatkeza oldakn!

stikajanak és kezelésének finansz

[P E—— . Rectum daganatok dmﬁa

[T 5.A VERZIO Vil3 es ke
Mindenkinek

5.8 VERZIO Vila es ke

Hirlevelek =
6. Hem viligossejtes vesedaganatok diagnosztikajanak es keze

T.Az dgiai anémia ésének finanszirozasi ]

MinGségi
indikatorrendszer & s

9. Hepatitis B janak 6s

Gydgyinfok
10. Hepatitis C aja és

Utmutatg
Kit6ltéséhez 11. A feinSttkori Crohn betegség diagnosztikajanak és kezelésél

12. A feindttkori 476 Crohn gség ajanak és

PPRIWien




E_‘{ ’ Orszdgos Egészségﬁt’stositdsi Pénztdr Risk-sherin g aggreements

f # wivw.oep fu/gyogyszer www.oep hu/gyse Artimo, gatdsi Fdosntily

» Upon the admission of a product to the formulary, the MAH* and
OEP sign an outcome contract which stipulates that

— the MAH pays back a pre-determined amount, if

— the real-life effectiveness of the product falls behind the clinical
efficacy on which its reimbursement dossier has been based.

» The outcome contract is mandatorily linked to a price-volume
agreement (PVA).

¢ MAMH?’s can complement the outcome contract through a
supplementary compliance management contract.
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. In view of strategic pricing considerations, the marketing
Simple payback authorisation holder is not willing to reduce list price but agrees to a
payback on every unit sold

Financial The marketing authorisation holder accepts to pay back a pre-
. . determined amount if the number of units sold with reimbursement
nSk_Sharmg exceeds the volume cap

Payer’s risk: real patient
number exceeds the » ’ Volume cap with or without advance payment ‘

patient number on which

the dossier was based » ’ Individual / Shared by products / Shared by MAH’s ‘

Therapeutic The marketing authorisation holder accepts to pay back a pre-
risk-sharin determined amount if the product’s real life therapeutic effectiveness
9 or patient compliance (adherence) falls behind a set value

Payer’s risk: real life
therapeutic effectiveness is
lower than presented in the
dossier

»‘ Criteria for real life therapeutic effectiveness (outcome) ‘

» ’ Criteria for patient compliance / adherence L
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Pharmaceutical manufacturers (MAH’s)

12% statutory payback on ]
sales revenue

{ Controlled admission to the
formulary

[Progressive claw-back scheme in

the case of budget deficit Reference pricing (RP)

lume-cap agreements (PVA)

Sales rep registration fee
[vo

[Restriction on pharmaceutical

advertising { Outcome contracts,
compliance management

Conditional reimbursement
and reimbursement protocols

Guided prescription practice ]
with target values

Regular feedback on L N

prescription patterns e Wholesale margin cap }

[Ma”da“’ryJ [Solidarityfee]
co-payment

Health Mandatory generic
education substitution

[ Restrictions in schemes ] Market Retail margin
for the underprivileged vigilance cap

2,5% statutory payback on }
wholesale margin

Finance protocols

Patients

[ Government / Ministry of } [
Health




