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Economy ranking in Europe # 6

Growth GPD vs N - 1, % + 3.0%

GPD (2016) in USD 477 bn

GPD growth from 2004 +87%

Currency xrate 1 Euro 4.2

% Inflation 1.9%

Expected regulatory / tax / 

political environment evol ,

positive / stable / negative

Mixed

Masterôsdegree or equivalent 21%

Ref. NBP, ING, citi, OECD, Income / Capita = GDP per Capita PPP

2017 Trend

Dynamic and robust economy in an unstable environmentin Poland
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Public health and drugs expenditures in Poland are far behind OECD average

Public health expenditures, 2017

Sources: OECD Health Data 2018

Public expenditures on pharmaceuticals, 2017
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HC system holds 3 options for drugsreimbursement  - public 

Open market Drug programs Chemotherapy

Reimbursement

68.0%

Often innovative substances used 
in relatively small populations 

26.5%

Drugs used mostly in large 
populations with common 

indications

5.5 %

Drug financing channels

Mainly oncological treatment or 
supportive therapy

% of NHF spending 
in 2017

% of NHF spending 
in 2017

% of NHF spending 
in 2017

DRG National programs
[FOC: ARV therapy, hemophilia]

7

Characteristics of reimbursement channels: 
Key channel of drugs financing in Poland is open pharmacies

Open market Drug programs Chemotherapy

Often innovative substances used in 
relatively small populations 

Drugs used mostly in large populations 
with common indications

Mainly oncological treatment or 
supportive therapy

Å4386 SKU within 384 molecules

ÅReimbursementindication:full
rangeof SmPCor narrower in some 
cases (e.g. LAA)

Å4 categories: FOC, lump sum, 30%, 
50%, S ςfree for 75+

ÅDrugdispensedin pharmacies

ÅFixed prices and margins, no 
possibility to discounts

ÅGroupsat ATC 3 or 4 level

Å408 SKU within 127 molecules

ÅReimbursemntin narrow 
populationswith defined
inclusion&excusioncriteria

ÅFOC for patients

ÅDrugdispensedin hospitals

ÅMaximumprices and margins 

ÅGroupingof drugs into limit 
groups per molecule (few 
exceptions)

Å443 SKU within 80 molecules

ÅReimbursementin ICD-10 codes 
(generally no criteria for 
exclusion of patients)

ÅFOC for patients

ÅDrugdispensedin hospitals

ÅMaximumprices and margins 

ÅGroupingof drugs into limit 
groups per molecule (few 
exceptions)

8



5

P&R/HTA assessment process is complex and time-consuming

1. P&R with HTA Submission 

2. AOTMiT President 
recommendation with 
Transparency Committee 
opinion request by MoH 

3. Recommendation issued by 
the President of AOTMiT

4. Price negotiation with the 
Economic Commission

5. Statement of the Economic 
Commission issued

6. Positive/negative MOH 
decision on reimbursement 

7. Issuing and publication of the 
decision in the 
reimbursement list

1

2

3

4

5

6
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Manufacturer
P&R application 

HTA Dossier
Cost /Risk Sharing 

Agreement 

MoH
(Formal evaluation of P&R 

Appl)

MoH
Final decision

Economic Commission
negotiation

Åex-factory price
Åindications
ÅCost Sharing Agreement

Reimbursement List

Only innovative products 
(products without equivalents in the reimb. system)

Transparency 
Committee of 

AOTMiT
Committee opinion

AOMiT
Verification analysis

AOMiT
President 

Final 
recommendation

60 days 
(there are often delays)

180 days (240 days for drug programs) but there are often delays
+ Stop clocks for formal revisions & required updates 
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HTA 

Innovative medicines (without equivalents in the reimbursement system) are subject to HTA assessment by the Polish 
agency (AOTMiT), therefore it is necessary to preparean HTA dossier.

ωEfficacy and costs
ωPrice
negotiations

ωSystematic review
ωIntroduction to 
decision problem

Analysis of the 
decision problem

Clinical analysis

Economic analysisBIA and RSA

+Rationalization analysisto find the resources in the system to cover 
the additional costs of a new drug reimbursement

Å ICURςtreshold3 GDP/QALY (134.5 kPLN)

Å Threshold pricing in comparison with current practice 
(cheapest one)

Å Probabilistic analysis and coverage of uncertainties

Å OS results

Å Results in time horizon from follow up in trials

Å LŦ ǘƘŜǊŜΩǎ ƴƻ RCTthat show clinical benefit of our 
intervention in comparison with alternatives, CURs/CERs
should be calculated or CMA (costminimizationanalysis)

Å Simplicity of RSA construction

Decision problem analysis Clinical analysis

Economic analysis
Budget impact analysis (BIA) & 

RSA

Å Determination of the scope and 
directions of the analyses which are 
required when applying for financing of a 
health technology from public funds. 
Appraisal of preliminary results 
important for market access strategy 
also

Å NHF data or RWE data regarding size of 
population

Å 2-3 years horizon with calculation of all 
cost ςdrugs and all other health care 
services

Å Separate limit group only for drugs with 
proved clinical efficacy or safety

Å Icrementalcost ςcalculation of potential 
savings and possible neutral impact on BIA 
results

Å RCTςdirect comparison with current clinical 
practice in Poland

Å Primary endpoints ςor prove of isurrogates
impact on first one

Å Indirect comprisonςnetwork metanalysis

Å Statistical sginifence

HTA

10
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Reimbursementof new innovative therapies within drug programs grows fastest

* Number of innovative 
molecules until 
September2018

** Number of innovative 
molecules including draft 
of the reimbursement list  
1 Nov. 2018.

/ƻƴǎǘŀƴǘ ŜȄŎƘŀƴƎŜ ǊŀǘŜ мϵ Ґ пΣн t[b

NUMBER OF NEW INNOVATIVE MOLECULES IN 
REIMBURSEMENT

NHF SPENDING ON NEW INNOVATIVE MOLECULES
Lb w9La.¦w{9a9b¢ ώƳϵϐ

Innovative molecules included in the reimbursement 

Sources: MoH(01/2012-11/2018), analysis PEX PharmaSequence
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2012

AO Degarelixum

Denosumabum

Insulinum
detemirum
Insulinum
glargine

Tafluprostum
PL Omalizumabum

2013

AO Konestatalfa

Retigabinum
PL Ambrisentanum

Boceprevirum

Certolizumabum
pegol
Deferazyroxum

Fingolimodum

Natalizumabum

Tadalafilum

Telaprevirum

Ustekinumabum

Wemurafenib

2014

AO Apixabanum
Cetrorelixum
Follitropinumalfa 
Follitropinumbeta
Ganirelixum
Glycopyrroniibromidum
Indacaterolum
Indapamidum+ Amlodipinum
Inhibitor C1-esterazy
Ivabradinum
Koryfolitropinaalfa
Lakozamid
Lipegfilgrastimum
Menotropinum
Oxycodonihydrochloridum+ 
Naloxonihydrochloridum
Posaconazolum
Pregabalinum
Urofollitropinum

KChLipegfilgrastimum
Plerixaforum
Posaconazolum

PL Afatinib
Axitinibum
Cysteaminibitartras
Golimumabum
Velaglucerasumalfa

2015

AO Ikatybant
PL Aflibercept

Dabrafenibum

Daklatasvirum

Dasabuvirum

Epoprostenol

Ledipasavirum+ 
Sofosbuvirum
Macytentan

Nitisinonum

Ombitasvirum+ 
paritaprevirum+ 
ritonavirum

Ranibizumab

Riociguatum

Symeprevirum

Sofosbuvirum

2016

AO Agomelatinum

Calcipotriolum+ 
Betamethasonum

Febuxostat

Styrypentol

Tapentadolum

Umeclidiniibromidum
PL Brentuximabum

vedotinum

Crizotinibum

Dimethylisfumaras

Nivolumabum

Obinutuzumabum

Olaparibum

Peginterferonumbeta-
1a 

Pembrolizumabum

Pertuzumabum

Simoktokogalfa

Temsirolimusum

Turoctocogalfa 

2017

AO 5ƛŜǘŀ ƪƻƳǇƭŜǘƴŀ ȊŀǿƛŜǊŀƧŊŎŀ 
TGF-beta 
Ezetimibum+ atorvastatinum
Indacaterolum+ Glycopyrronii
bromidum
Olodaterolum+ Tiotropii bromidum
Umeclidiniibromidum+ 
Vilanterolum

KChNetupitantum+ Palonosetronum
PL Alemtuzumabum

Anakinra
Bosutinibum

Enzalutamidum
Elbasvirum+ Grazoprevirum
Ibrutinibum
Kobimetynib
Levodopum+ Carbidopum
Mepolizumabum
Nonacogumgamma (rDNA)
Osimertinibum
Pirfenidonum
Pixantronidimaleas
Radium dichloridumRa223
Ruxolitinibum
Teriflunomidum

Trametinibum
Wismodegib

2018

AO
Quadrivalentvaccine
againstinfluenza

Paliperidonum
Betametazonum+  
salicylicacid

PL Apomorphini
hydrochloridum
hemihydricum
Cabozantinibum

Efmoroctocogalfa

Eltrombopagum

Glecaprevirum+ 
Pibrentasvirum

Nintedanibum

Pasireotidum

Vedolizumabum
Pomalidomidum
Sekukinumabum
Iksekizumab
Alirokumabum
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