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 Poland’s economy should maintain a strong performance till the end of 2011, with an expected GDP growth of 
4,0 % 
 Investment has expanded by 6 % in the first half of 2011

 Domestic consumption and retail sales remain dynamic (+ 3%)

 Export stays strong (+ 7 % vs 2010)

 The main source of risks today comes from the euro area uncertainties and a continuing historically high CHF level: 
 large Poland’s external funding needs in € and strong links with the € banking sector

 strong dependence on portfolio capital inflows (especially FDI’s)

 40 % of Poland’s mortgage loans are denominated in CHF
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 In 2012, we expect Poland’s economy to remain relatively strong, with an estimated GDP 

growth of 3.8 %

 Every component of the GDP should contribute to this growth in similar proportions as in 2011: 

 Investments: + 6 %

 Exports: + 8 %

 Consumption: + 3,0 %

 Poland has chances to outperform its regional peers
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 Inflation
 There has been recently an acceleration of inflation, which rate is expected to reach 4.2 % in 2011. This might lead to 

some pressures on wages.

 The inflation in 2012 should slow down, the Budget assumption is 3.2 %

 Exchange rate

…but it significantly weakened during
the past weeks (- 4 %)

• Since mid-2010 the PLN has remained stable 
around 4.0 PLN/€…
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 Unemployment rate and wages

 Poland has shown a permanent improvement of its unemployment situation after a 13.2 % peak reached at the end of 2009

 Assumptions for 2012 foresee a continuation of the improvement tendency, with an expected 10,5 % rate at the end of 2012 (11.8 % in 
June 2011)

 As previously mentioned, some pressure on wages may arise, the budget for 2012 has been consequently built on a 4 % across-the-
board wage increase assumption

Polish health care funding system: 
main aspects

 Main data on pharmaceutical funding and expenditures in Poland:

 In 2010, € 6.6bn were spent in pharmaceutical products in Poland 
(retail market)

 33 % of this spending was reimbursed by the National Health Fund 
(€ 2.1 bn)

 67 % of this spending was directly paid by the patient (€ 4.5 bn):

 € 1 Bn in reimbursed drugs

 € 0.7 bn in Rx non reimbursed drugs

 € 2.8 bn in OTC products
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 € 2.8 bn in OTC products

 Polish patient on average spends 10 €/ month in drugs

 Co-payment in other European countries:

Cost containment measures are all
around Europe

Price cuts, mandatory rebates 2010

Norway

Sweden

Finland

Estonia

Price freeze 2010

Introduction of IRP 2010

Changes planned in 2011/2012
•:paybacks, 
•limits on sponsorships,
• extension of TRP

Hungary 2011:  since Jan ↑ Combo RP 
since Jul: ↑tax 12→18% and ↑Rep fee 5→10 M HUF
Rebind PV agr. -10%
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• extension of TRP,
• Value Based Pricing

Source: INFARMA Poland

The new Act: 
the MoH’s and NHF’s perspective

 On 12 May 2011, the Polish Parliament passed a government bill of the Act on Reimbursement of Medicines, Foodstuffs for Special Nutritional Purposes and 
Medical Devices

 Objectives:

 Increasing overall access to medicines and to innovative drugs

 Lowering  prices of medicines paid by the patients

 Reducing the part of drugs reimbursement spending in the NHF total spending (from 21 % in 2010 down to 17 % within the coming 10 years)

 Immediate savings of approx. 5% of drug reimbursement budget in 2012.

 Measures

 17% cap on reimbursement budget 

 Introduction to payback mechanism (50% - 50%)oduc o  o paybac  ec a s  (50% 50%)

 Introduction to risk sharing mechanism

 New rules on drug availability and reimbursement levels

 New rules on reimbursement limits and limit groups

 Introduction to fixed margins and prices

 Decrease of the wholesaler and retail margins

 High penalties for non compliance with the bill.

 Ban on any commercial practices (discounts, bonuses, price adjustments for reimbursed products)

 Other provisions

 Definition of selling price

 Requirements for reimbursement dossier submission:

 Disclosure of any RSS scheme used in EU countries

 Selling price of every SKU in EU / EFPIA countries

 Providing MoH with translated documents proving reimbursement status in EU / EFPiA countries.

 Reimbursement decisions through  official announcement and not decree => quicker process of reimbursement decision for generics.



3

Budget cap

 The total reimbursement budget is no more than 17% of the total public funds assigned for to guaranteed benefits in the Fund’s 
financial plan. (Currently total reimbursement budget  - 20 to 21%)

 BUT, the level of the total reimbursement budget in 2012, 2013 and 2014 is equal to the amount of the Fund’s spending related to 
financing the guaranteed benefits in 2011, and starting from 2015, it cannot be lower than this amount. 

rok 2004 2005 2006 2007 2008 2009

Total health services 
(ths PLN)

30 514 475 33 097 113 36 421 906 41 617 429 52 359 434 55 158 066

Reimbursement-real 
performance  

6 118 389 6 323 264 6 695 761 6 727 324 7 367 045 8 213 409

R i b t/ 20 10% 19 10% 18 40% 16 20% 14 10% 14 90%Reimbursement/
total health services

20,10% 19,10% 18,40% 16,20% 14,10% 14,90%

Therapeutics
programms (ths PLN)

227 663 586 806 658 325 688 751 865 281 1 013 223

Reimb+Programs/
total health services

20,80% 20,90% 20,20% 17,80% 15,70% 16,70%

Chemiotherapy(thsPLN) 222 079 320 766 695 954 1 201 798

Reimb +Programs 
+Chemiotherapy/
total health services 

20,80% 20,90% 20,80% 18,60% 17,10% 18,90%

Payback – decision & calculation formula
Does the budge of the NHF has been exceeded in range of expenditure on 
reimbursed drugs at the pharmacy?

NO Lack of payback

Does this limit group exceeded expenditures? (reimbursement amount in this 
limit group is greater than the planned amount of the reimbursement  in the 
year before ?

YES

YES

Is reimbursement dynamics for the product i in the limit group  greater than or 

NO Lack of payback in the
limit group

Lack of payback for the

YES

YES

equal to 1? (or a product not subject to refunds in the previous trading period?) NO

NO

Lack of payback for the
product i in the limit group

Payback for the product iWhether a product is covered by the Risk Sharing Agreement?

Lack of payback for the product
i

Risk sharing instruments

 Risk-sharing instruments may apply to outcomes and financial based agreements, in particular

to:

o making the applicant’s revenue conditional on achieved health effects

o making the amount of the official selling price conditional on the provision by the applicant of supplies of

drugs, food products for special dietary purposes or medical devices at reduced prices

o making the official selling price conditional on the sales volume of drugs, food products for special dietary

purposes or medical devices

o making the amount of the official selling price conditional on the payback of a part of the obtained

reimbursement

o setting other conditions of reimbursement influencing on increase in the access to the guaranteed services or

reduction of the cost of these services.

 Benefit from risk-sharing agreements – exclusion from the obligation to participate in payback

New rules for drug availability and 
reimbursement levels

Source: PwC
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New rules on setting reimbursement 
limit and limit groups

 No clear definition of the limit groups
o jumbo groups ? (the same or different international names but similar therapeutic effect, if only they have the

same therapeutic indications within which they are reimbursed and similar effectiveness)

 Reimbursement limit
o Peculiar scheme of fixing the reimbursement limit: not the cheapest product, but „the product completing 15%

of market volume” 3 months before
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Fixed prices and margins
Decrease in wholesaler and pharmacy margins

 Fixed statutory prices and margins in pharmacies

o Wholesale margin #:

 in 2012 – 7% of the official sales price (with VAT)

 in 2013 – 6% of the official sales price (with VAT)

 consecutive years – 5% of the official sales price (with VAT)

o Retail margin : degressive (calculated from product wholesale price, 

constituting the basis of the limit in the respective limit group)

#Wholesale margin decreases from 9,78% compared to current regulation

Maximum prices &margins – in hospital

 Healthcare provider is obliged to purchase drugs at a price not higher than the official net selling price 
increased by margin not higher than official wholesaler

 Drugs available on the reimbursement lists may be purchased by healthcare provider only at a price 
which is no higher than the official sales price of the drug constituting the basis of the limit plus a 
margin of no more than the official wholesale margin

 Example:

Market Net selling price Gross selling price Wholesaler priceMarket Net selling price Gross selling price Wholesaler price
(margin 7% in 2012 r.)

Pharmacy (official price) 16,15 pln 17,44 pln 18,66 pln

Hospital (maximum price -„wholesaler„ limit) 4,90 pln 5,29 pln 5,66 pln
wholesaler limit  in retail
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P&R Application contains: 

 the applicant’s (company) name, address or place of business, forename and surname, telephone number, fax, e-mail and 
correspondence address of the person authorised to represent it with regard to this application; the description of the subject of the 
application;  proof of the availability of the drug, special purpose dietary supplement or medical device on the market at the time 
of the submission of the application; 

 the undertaking to ensure continuity of supply, together with an indication of the annual volume of supplies in event of inclusion in the 
reimbursement; data identifying the drug

 the name, form, method of administration or the method of use and the type of packaging; the authorisation number and a copy of 
the marketing authorisation decision, the EAN ID code or other code corresponding to the EAN code; the requested conditions for 
inclusion in the reimbursement
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 the risk-sharing instruments

 the period of inclusion in the reimbursement; the draft description of the regimen programme, including: the name and objective of 
the regimen program; a description of the medical problem; regimen program, including: criteria for inclusion, dosage&method of 
administration, monitoring, including the monitoring of treatment and method of provision of reporting and settlement information, as 
well as criteria for exclusion; 

 maximum&minimum net sales price, obtained on the territory of Poland during the year before the application submission for the 
proposed pack size&dose; 

 maximum&minimum net sales price, obtained in the individual EU and EFTA countries within the framework of financing with public 
funds in those countries over the year before the submission of the application, converted into Polish zlotys at the mid exchange rate 
of the National Bank Polish in the month preceding the month of application and, in the case where the subject of the application is 
not financed with public funds in the given country, consideration is given respectively to the prices obtained on the open market, in 
the event that the applicant, being a parallel importer, specifies the net sales price from the country from which it is imported; 

 the daily cost of therapy & average cost of standard therapy & the duration of standard therapy, separately for each indication; 
information on the expiry of patent protection, including the additional protection certificate, if applicable; 

 information on the expiry of data exclusivity and market exclusivity period;  
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P&R Application contains: 

 justification of the application containing for a drug, special purpose dietary supplement or medical device which has at least 
one reimbursement counterpart in the given indication - analysis of the impact on the budget of the entity responsible for 
financing benefits from public funds, 

 for a drug, special purpose dietary supplement or a medical device which has no reimbursement counterpart in the given 
indication: 

 a clinical analysis, prepared on the basis of a systematic review compared with other medical procedures which 
can possibly be used in the given clinical condition with respect to the indication for which the application was 
submitted including, those financed with public funds, if any; 

 an economic analysis from the point of view of the entity obliged to finance benefits with public funds and the 
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 an economic analysis from the point of view of the entity obliged to finance benefits with public funds and the 
beneficiary; 

 analysis of the impact on the budget of the entity responsible for financing benefits with public funds; 

 rationalisation analysis, presented if the analysis of the impact on the budget of the entity obliged to finance 
benefits with public funds indicates an increase in the cost of reimbursement; this analysis should provide 
solutions for the reimbursement of drugs, special purpose dietary supplements and medical devices, the 
inclusion of which in the reimbursement will result in a release of public funds at an amount which corresponds 
to at least the increase in the costs arising from the analysis of the impact on the budget; 

 information on the applicant’s scientific and research activities and investments related to healthcare on the territory of the 
Republic of Poland, as well as in other European Union Member States or Member States of the European Free Trade 
Association (EFTA); 

 proof of payment of the charge

HTA Guidelines in Poland

 Download Guidelines for conducting 
Health Technology Assessment (HTA) 
April 2009

 http://www.aotm.gov.pl/assets/files/
wytyczne_hta/2009/09.06.29_wytycz
ne_HTA_eng_MS.pdf
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Polish HTA Agency

MoH

 A Verification analysis of the
HTA Agency

 A position of the
Transparency Council
(independent body within HTA 
agency)

 A recommendation of the
President of the HTA Agency

 negotiation

Economic Commission

Decision of MoH based on:

 the assessment of the all HTA analyses 

 a presentation of the reimbursement recommendations with 
regard to the drug, special purpose dietary supplement or 
medical device from other countries, together with an analysis of 
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The Agency’s verification analysis includes the 
following, in particular: 

their justifications and the detailed conditions for inclusion in the 
reimbursement; 

 the conditions for inclusion of a drug (…) in reimbursement in 
other countries with an analysis of the specific conditions of the 
reimbursement; 

 the specification of the threshold net sales price at which the ratio 
of the costs of obtaining health effects is not greater than the 
threshold of the cost of obtaining an additional year of life 
adjusted for quality, and, in the absence of the ability to set this 
cost - the cost of obtaining an additional year of life. 
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Decision of MoH based on:

 the establishment of whether the drug should be financed with public funds;

 the specification of the detailed conditions for the inclusion of the drug in the reimbursement with regard to:

 the indications is to be reimbursed; the suggested level of payment, suggestions on its inclusion into an existing or the 
establishment of a new limit group 

 propositions of risk sharing instruments  
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The recommendation of the President of the Agency contains the 
following, in particular

 propositions of risk sharing instruments, 

 a justification containing: 

 the specification of scientific evidence on the basis of which the recommendation was issued, including:

 clinical and practical efficacy; 

 safety in administration; 

 the relationship between the costs to the health effects achieved by the drugs, special purpose dietary supplements or 
medical devices which have been reimbursed to date compared with that for which the application is being filed; 

 the relationship of the health benefits to the risk of administration; 

 an indication of the existence of alternative medical technology and its clinical efficacy&safety in administration; 

 a discussion of the impact on the spending of the entity obliged to finance benefits with public funds and beneficiaries; 

 the indication& discussion of clinical recommendations, as well as recommendations on financing a given drug or special purpose 
dietary supplement with public funds in other countries; 

 the indication of the threshold net sales price at which the relationship between the costs and the health effects achieved is no 
higher than the threshold of the cost of achieving an additional year of life, adjusted by the and, in the event of the inability to 
specify this cost – the cost of obtaining an additional year of life

New Reimbursement Bill – impact 
on market /stakeholders
1. Estimated savings  5% of the reimbursement budget in the first year (in the next 4 years, more than 5 billion PLN ) 
2. Sharing of financial burden with producers (drug budget more predictable for the payer) 

Regulator (MoH)/  
Payer (NHF)

Wholesalers

1. Maintaining stock only  for  these drugs of manufacturers who can compensate potential impact of prices changes 
and provide services agreement and assistance in the management of drug prices

2. The deterioration of service to pharmacies: 
• prolongation payment terms 
• prolongation of drug’s  delivery time (currently  average twice a day)

3. Adjusting downwards the prices of existing inventories of reimbursed drugs  (to the end of 20011)

1. Significant decreasing in pharmacies profitability
2. Possibility of bankruptcy up to 20% pharmacies 
3. Reduction in number of SKUs on pharmacies' shelves 
4. Incentives for sell cheap generics (increase of substitution)

1. Difficulties in drug availability in pharmacies 
2. Limitation in drug availability in hospital (only the cheapest drugs) -> safety issues 
3. Deterioration in access to innovative medicines  - frozen budget for reimbursement caused to barriers for 

innovative drugs
4. Increasing patient co-payment (up to 50% for reimbursed drugs )
5. Increase  patients expenditures on reimbursed drugs by more than 3 billion PLN (IMS data)

Pharmacies

Patients

Producers

1. Significant price reduction
2. Exposure to more frequent use of EU/EFTA reference pricing 
3. Parallel export
4. Economic risk and increasing unpredictability of the business (necessity to strictly monitor the amount of 

reimbursements obtained by the company – payback system) 
5. Necessity changes in operational model  (ban on incentives aimed to increase reimbursement products sales)
6. Selling price definition – potential danger of 2nd margin case


