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Dynamic and robust economy in an unstatéavironmentin Poland . N .
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HC system holds 3 options falrugsreimbursemert - public

Drug financing channels

Reimbursement

Open market

Drugs used mostly in large
populations with common
indications

68.0% o4 of NHF spending

in 2017

Drug programs

Often innovative substances used
in relatively small populations

26.5%,
‘ 9% of NHF spending
in 2017

!

Mainly oncological treatment or
supportive therapy

% of NHF spending
in 207

Characteristics of reimbursemerhannels
Keychannel of drugs financing in Poland is oppharmacies

Open market Drug programs

Drugs used mostly in large populations
with common indications

A 4386 SKWithin 384 molecules
A Reimbursementndication:full

rangeof SmPCor narrower in some

cases (e.g. LAA)

Ad categories: FOC, lump sum, 30%,

50%, ; free for 75+
A Drugdispensedn pharmacies

A Fixed prices and margins, no
possibility to discourst

A Groupsat ATC 3 4 level

Often innovative substances used in
relatively small populations

A 408 SKWvithin 127 molecules

A Reimbursemnin narrow
populationswith defined
inclusior&excusioncriteria

AFOC for patients
A Drugdispensedn hospitals
A Maximumprices and margins

A Grouping of drugs into limit
groups per molecule (few
exceptions)

Chemotherapy

Mainly oncological treatment or
supportive therapy

A 443 sKuithin 80 molecules

A Reimbursementin ICB10 codes
(generally no criteria for
exclusion of patients)

AFOC for patients
A Drugdispensedn hospitals
A Maximumprices and margins

A Groupingof drugs into limit
groups per molecule (few
exceptions)



P&R/HTA assessment process is complex and troasuming

Only innovative products
MoH (productswithout equivalents in thereimb. system)

(Formal evaluation of P&

Transparency
Committee of
AOTMIT
Comittee opinion

Economic Commissid}

negotiation AOMIT
[Aexfactory price President
Aindications Final
[Acost Sharing Agreement recommendation

60 days
(there are often delays

Reimbursement List

180 days (240 days for drug progranis)t there are often delays
+ Stop clocks for formal revisions & required updates

P&R with HTA Submission

AOTMIT President
recommendation with
Transparency Committee
opinion request by MoH
Recommendation issued by
the President of AOTMIT

Price negotiation with the
Economic Commission

Statement of the Economic
Commission issued

Positive/negative MOH
decision on reimbursement

Issuing and publication of the
decision in the
reimbursement list

HTA

)

Innovative medicines (without equivalents in the reimbursement system) are subject to HTA assessment by the Polish

agency (AOTMIT), therefore it is necessary to preparéi TA dossier

wntroduction to
decision problem

health technology from public funds.

Clinical analysis

A RCT direct comparison with current clinical

practice in Poland

A Primary endpoints or prove ofisurrogates

Decision problem analysis Clinical analysis
aSystematic review | & petermination of the scope and
directions of the analyses which are
required when applying for financing of a

impact on first one
network

%
decision problem|

P pr
important for market
also

> = >

A i potential
savings and possible neutral impact on BIA
ver results A

+Rationalization analysiso find the resources in the system to co\
the additional costs of a new drug reimbursement

o IEEEETUEE
Economic analysis
:
BlAand RSA A NHF data or RWE data regarding size of A
population A
A 23 years horizon with calculation of all stonp
costc drugs and all other health care i
services
aPrice
negotiations cEfficacyand costs | A separate limit group only for drugs with
L proved clinical efficacy or safety

A statisticabginifence

ICUR treshold3 GDP/QALY (134&LN

Threshold pricing in comparison with current practice
(cheapeston

Probabilistic analysis and

0S results
Results in time horizon from follow up in trals

LT (K omiapshowtihical benefit of our
intervention in comparison with alternativeSURECERS
should be calculated or CMgostminimizationanalysis

Simplicity of RSA construction



Reimbursementof new innovative therapies withindrug programsgrowsfastest

B ** Number of innovative
. - molecules including draft
of the reimbursement list

1Nov. 2018
2014 2015 2016 2017 2018

NUMBER OF NEW INNOVATIVE MOLECULE] has|
REIMBURSEMENT

NHF SPENDING ON NEW INNOVATIVE MOLE
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Innovative molecules included in the reimbursement
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