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Recent and planned developments in pharmaceutical policies 2015

Changes in pricing Changes in reimbursement EX OFFICIO CHECKS MADE FOR ESTABLISHMENT OF CHANGE
OR NO CHANGE OF PRICE FROM ALL CHECKS OVER THE LAST
Changesinthe Ordinance onthe terms, | Changes inthe Ordinance on the terms, rules and SIX MONTHS
rules and procedure for regulation and procedure for regulation and registration of prices B ) o i
registration of prices for medicinal products for medicinal products in 201 4 — in August and Checked prices Reviewed procedures with issued decisions for
in 2014 — in August and November. November (gr?ﬁég:ﬁl FO;rri]gei r']‘;"r‘]’er registered prices of medicinal products, sold
Recent changes related to: Recent changes related to: reference manufacturing Found % without medical prescription (OTC) 300
member price in Reference lowest  Total m% e,
price changes (e.g. price cuts, price changes/modifications of reimbursement lists countries Bulgaria country price/pcs
freezes, other price reductions)
v For the purposes of determining the value Greece 11 11,22 i
v’ Freezing the registered prices of OTC of payment for medicinal products included in the lovaki . 40
products in August 201 4 for another eight PDL for which there is a difference in the Slovakia 36 36,73 s
months until December 31 *, 2015 (Prices | indications for treatment, the reference value can Romania 3 306 = 15 181
increase of OTC products was allowed be calculated for vario  us indications in the ’ - - 7 B4
i H oti o 0.0 o0 0.0
only by the percentage of the inflation rate) summary of product characteristics. Spain 20 20.41 ~ %
Procedures  Procedures Change of Procedures Canceled Refused Total
price reviews France 5 510 for change of for circumstances for delition of  procedures procedures
changes/modifications of reimbursement ’ f Bicn i
v Price review of reimbursement medicinal rates Denmark 1 1,02 .
products every six months (single product
in the international non-proprietary name). Finland 0 0,00
v Change in the period of price review of There are no changes.
reimbursement medicinal products from six Slovenia 2 2,04
months to one year (for others).
= v This requirement has come into force in changes/modifications of co-payment Italy 3 5,10
August, 2014. :
E Estonia 0 0,00 B 3
margin changes (wholesale, pharmacy) e Reviewed ar_u:l accepted procedures fn_r.
\Y Hungary 0 0,00 formation of ceiling prices, change of a ceiling
E There are no changes. Portugal 3 3,06 price, change of circumstances, deletion of a
L, _ o ~o . other changes/modifications of the ceiling price
L Wholesale margins are 7%, 6% and 4% reimbursement system Lithuania 0 0.00 162
0 (but not more than 10 BGN) of the ex-
factory price. v Since January 1st, 2015 the National Belgium 0 0,00 o
P v'Retail margins are 20%, 18% and 16% Health Insurance Fund will have to pay for new 82
M (but not more than 25 BGN) of the ex a moleculgs or indicat!ons for oncology included in Poland 0 0,00 o
: the PDL in 2014. This payment process shall 45
factory price. . N : 7.8 28
E - o e A commence in the b eginning of every new year Latvia 10 10,20 E 173 L
. ;‘i:;nlf[;' rSna:\ea aegse(notlrJ -garleeenrr;elz;s and shall cover the new molecules or indications 1 06 - el
Elawbac’k/ a bgack s styemg ’ for OnCOIOQy included in the PDL in the previous Czech . Reviewed and  Reviewed and  Reviewed and Reviewed Candeled Toral
T pay y year. Republlc 2 2,04 accepted acep ted aciepted procedures for procedures procedures
procedures for  procedures for  procedures for change of revievsed
S /Since 2011 the National Health Insurance ﬂi:ll"il_ll_“!"l :.Iwu.,.i.rigeu.fa de!e.liu-ri c_rfa tln.urml_al.ima
i . of a ceiling ceiling price ceiling price ina decision
Fund can negotiates discounts from the Planned changes: price establishing a
reimbursement value of the out  -patient ceiling price alide
medicinal products and in-patient oncology | 1 New regulation HTA (draft). r . i r
products Summary of submitted and reviewed Q
n e dici 2. New regulation diagnosis reimbursement (draft). procedures
change in on medicines :
There is no change. The VAT in Bulgaria is 3. Pay back and clow back (draft). for the period 01.01.2015 - 30.06.2015
20 %.
Procedures for ceiling prices of medicinal products,
other changes in pricing policies (e.qg. sk by medical prescription
change of reference countries in EPR) Srocedkires for pgfitered prices f wredidrial
products, sold without medical prescription (0TC)
v/ Reference countries — 17 (10 Basic and 7
additional) Procedures for inclusion in POL and formation of
. . ice
Basic countries - RO, FR, LV, EL, SK, LT, e
PT, I-I.-’.SI’ ES; . Procedures for excusion from PDL
Additional countries — BE, CZ, PL, HU, DK,
FI, EE. ) Procedures for change of a medicinal product Offences found
v'In November 2014, Finland and Denmark included in POL
were included as additional countries for
the purposes of ERP. Ex officio checks
v'Estonia as a basic country for ERP was
replaced by Latvia as an additional Declarations tor change or no change of price of a
country. medicinal product
Other changes Total number 2773
® Traders in offence
v There are no Changes_ o Traders without offence
EReviewed @ Submitted
Medicinal products with decisions that have
Medicinal products with decisions that have come into force for decrease of price and s
come into force for decrease of price by level of percentage of decrease
. for the period 01.01.2015 - 30.06.2015 i .
reimbursement Total procedures reviewed
for the period 01.01.2015-30.06.2015 for the period 01.01.2015 - 30.06.2015
2379
568
202
a5 102 119
EEC
upto5% up to 10% up to 20% up to 50% over 50% Total
186 377
198 179 162
132 110 B3
94 104 B fl B « B = -
H B . ,
Reviewed decla rations/a ppl ications = Declarations for change and/or no change of price of medicinal product
25% 50% 75% 100% Paid b Paid by the Total . . -  ifffici chedis
il A with/without change of price RECRNe et
: Procedures for change of a medicinal product included in PDL
establishments health
B Procedures for exclusion of a medicinal product from PDI
Reviewed declarafiotiswith price change ahdith Procedures for inclusion in POL and formation of a price
issued decisions B Procedures for ceiling prices of medicinal products, sold by medical presoription
B Reviewed declarations without price change and » Procedures tor registered prices of medicinal products, sold without medical prescription (0TC)

withoutissued decisions
m Total number of procedures

Procedures canceled due to change of inspection
period of prices from 6 to 12 months




