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ABSTRACT

An introduction of the Reimbursement Act in
Poland, which took effect on 1st January 2012,
was one of the most important reforms imple-
mented in the Polish healthcare system over the

lish Agency for Health Technology Assessment
(AHTAPol) website. The AHTAPol President and
Council for Transparency’s recommendations
were divided into the positive and negative
ones, and they were further divided into their
corresponding reimbursement categories: the
register of reimbursed medicines, drug pro-
grams and the chemotherapy catalogue. The
issued recommendations were than compared
with the final reimbursement decisions made
by the Minister of Health.

Results: In the analysed period AHTAPol issu-
ed 46 positive / positive subject to conditions
recommendations of which: 31 (69%) concerned
the medicines available in drug programs, 10
(22%) concerned the medicines available on pre-
scription in pharmacy, and 4 (9%) concerned the
products available in chemotherapy catalogue.
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FURTHERMORE, SCIENTIFIC
CHALLENGES IN NOVEL

INTRODUCTION

The introduction of the 12th May 2011 Reim-
bursement of Medicinal Products, Food Products
for Particular Nutritional Purposes, and Medical
Devices Act (Polish: Dz.U. 2011 nr 122 poz. 696),
hereinafter referred to as the Reimbursement
Act, which took effect on 1st January 2012, was
one of the most important reforms implement-
ed in the Polish healthcare system over the past
few years. The Reimbursement Act significantly
affected the medicine market parties, including:
the payer, providers, beneficiaries, pharmaceuti-
cal companies, pharmaceutical wholesalers and
pharmacies.

The introduction of Reimbursement Act en-
tailed, among others, that the provisions of EU
Transparency Directive are implemented in the
Polish reimbursement laws, and the Polish reim-
bursement laws are adjusted as to correspond
to the EU requirements. The objective of Reim-
bursement Act was both to ensure more trans-
parency in pricing mechanisms and medicinal
products reimbursement in Poland, and to ra-
tionalize the National Health Fund expenditure.
The decision-makers announced greater control
over the NHF budget, which would result in cre-
ating new funding opportunities for innovative
products to be offered to the Polish patients.

As a result of the alterations introduced in
2012, the reimbursement application and as-
sessment procedures have also changed. As
stated in the Reimbursement Act, pharmaceuti-
cal company is the only entity eligible to apply
for product reimbursement, as well as for the
increase, decrease or any revision of its official
selling price. Furthermore, pharmaceutical com-
pany may request to shorten the reimbursement

the use of a drug, as well as financial implications
of such reimbursement, both for the payer and
the patient?.

The Reimbursement Act defines precisely the
reimbursement application scope, its assessment
period, as well as each party’s, i.e. the Ministry of
Health or the Agency for Health Technology As-
sessment, contribution to its verification.

Pharmaceutical companies seeking reimburse-
ment are required to submit pricing and reim-
bursement application to the Ministry of Health
containing the following information:

e the description of the subject of the application;

e proof of the availability of the drug on the mar-
ket at the time of the submission of the appli-
cation;

e the undertaking to ensure continuity of sup-
ply, together with an indication of the annual
volume of supplies in event of inclusion in the
reimbursement;

e data identifying the drug (the name, form,
method of administration, type of packaging;

o the authorisation number and a copy of the
marketing authorisation decision,

e the EAN ID code or other code corresponding to
the EAN code;

e the requested conditions for inclusion in the
reimbursement, in particular the indications
for which the drug is to be reimbursed; the
proposed net sales price; the category of reim-
bursement availability, the level of payment; the
risk-sharing instruments, the period of inclusion
in the reimbursement; the draft description of
the regimen programme (if applicable);

e the maximum and minimum net sales price of
the drug in Poland during the year before the
submission of the application;

e the maximum and minimum net sales price dur-
ing the year before the submission of the appli-
cation in the EU and EFTA countries in which the

past few years, affecting significantly the phar- Most medicines that had been positively recom- VACCINE DEVELOPMENT decision expiry period. Applications for prod- nint

’ . . . - . . drug is reimbursed;

maceutical market and its stakeholders mended were reimbursed from public funds and STILL EXIST. FOR VIRAL uct reimbursement and for official selling price )

: X . . . . e the daily cost of therapy, average cost of stand-

made available for the Polish patients. PATHOGENS, SUCH AS increase are one of the most extensive ones, )
INFLUENZA VIRUSES OR . R ard therapy, duration of standard therapy sepa-

Objective: The aim of this study was to analyse both for the applying party and the institutions rately for each indication;

the market access of new, innovative therapies Conclusions: Most positively recommended MALARIA, ANTIGENIC assessing them (such as the Ministry of Health e information on the expiry of patent protection,
for the Polish patients, after the Reimbursement by AHTAPol technologies received positive reim- ‘SIQFEIII‘.I\EEI'\:}E[[]]?‘IEISN?]RUM N and the Agency for Health Technology Assess- including the additional protection certificate
Act being in force for over one year. bursement decisions. Receiving a negative re- VACCINE DEVELOPMENT ment). Whether the applications are submitted and also the expiry of data exclusivity and mar-

The analysis was based on the Overview of the
Minister of Health Orders, published on the Po-
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commendation did not imply the negative reim-
bursement decision.

for original drugs or the generic ones, they con-
tain a set of the HTA analyses, which allows for
the assessment of clinical benefits resulting from

ket exclusivity period?.
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Pharmaceutical companies are obliged to de-
liver in reimbursement application a justification
of the application containing budget impact anal-
ysis (BIA) detailing the overall cost to the National
Health Found of reimbursing the drug’.

For a drug which has no reimbursement coun-
terpart in the given indication the following infor-
mation is also required:

e aclinical analysis, prepared on the basis of a sys-
tematic review compared with other medical
procedures which can possibly be used in the
given clinical condition with respect to the indi-
cation for which the application was submitted;

e an economic analysis from the point of view of
the entity obliged to finance the drug;

e analysis of the impact on the budget of the enti-
ty responsible for financing the drug;

e rationalisation analysis, presented if the anal-
ysis of the impact on the budget of the entity
obliged to finance drugs with public funds indi-
cates an increase in the cost of reimbursement;
this analysis should provide detailing reimburse-
ment solutions to free up public funds®.

e |t should be noted that all analyses must be up-
to-date as of the date of application submission,
in the scope of efficacy, safety, prices as well as
the level and method of financing?.

The Ministry of Health Minimal Requirements
for HTA & the AHTAPol Guidelines in details de-
scribe requirements for HTA dossier framework.

According to article 6 Reimbursement Act,
drugs are available in specific category of reim-
bursement. Pharmaceutical companies can apply
for reimbursement in the specific category of re-
imbursement which is the appropriate approach
for their drug.

We can distinguish four types of reimburse-
ment:

e  drug available in the pharmacy on prescription-
the drug is added to the list of reimbursed drugs

e  drugs used in a regimen program- kind of reim-
bursement for high-cost innovative drugs,

e drugused in chemotherapy;

e drugused within the framework of the provision
of guaranteed benefits, other than those listed
abovel.
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In case of the applications submitted with a
set of HTA analyses, it is the AHTAPol who is re-
sponsible for their assessment. As the advisory
body for the Ministry of Health, the AHTAPol is
to verify the submitted HTA reports, and issue
recommendations for each health technology
funding, based on whether the application was
positively verified. Agency for Health Technolo-
gy Assessment operates in accord with the tasks
assigned to it by the Minister of Health. In accord
with Article 31 c of the 27th August 2004 Act on
the Healthcare Provisions and Services Financed
from Public Funds (Polish: Dz.U. 2008Nr 164 poz.
1027 ze zm.), the Minister of Health obliges the
AHTAPol President to issue recommendations,
statements or opinions assessing healthcare
provisions and services.

THE AIM OF STUDY

The aim of this study is to analyze the innova-
tive therapies availability for the Polish patients,
after the Reimbursement Act being in force for
over one year.

METHODOLOGY

This analysis was made based on the Overview
of Minister of Health Orders, published on the
Agency for Health Technology Assessment web-
site.

In 2012, the Agency for Health Technology
Assessment (hereinafter AHTAPol) received 132
orders from the Minister of Health. 13 of them
were suspended or withdrawn by the Minister of
Health, therefore AHTAPol processed 119 orders
demanded by the Minister of Health.

Most of these orders, i.e. 68, concerned reim-
bursement applications (out of this number, 5
applications were suspended). Therefore, there
were 63 recommendations analyzed in this
work. The AHTAPol President and the Transpar-
ency Council recommendations were then divid-
ed into the positive and negative ones, and they
were further divided into their corresponding re-
imbursement categories: the list of reimbursed
drugs, drug programs, the chemotherapy cata-
log. The final part of this analysis was to assess

The It oF roimbursed drogs

Al gssesscd ordors
Fosstrne AHTAPO recoomondation
Positive Mnistry of Hoeath decison

Drug programe

Al pasessed orders
Positive HTA Agency reccomendation
Positive Ministry of Heatth decision

ChemotFeragy

AN sssessed ooders
Positive HTA .lyﬁh' FROEDmENTATGN
Prxitive Winistry of Heath decigion

and evaluate the issued recommendations, and
relate these to the Minister of Health reimburse-
ment decision, based on the 26th August 2013
Minister of Health Proclamation of the Register
of Reimbursed Medicines, Food Products for
Particular Nutritional Purposes, and Medical
Devices, which came to force on 1st September
2013.

RESULTS

The AHTAPol is responsible for assessing the
reimbursement applications submitted by phar-
maceuticals companies of new drugs, as well
as price increase applications for existing reim-
bursed drugs.

AHTAPol assessment is conducted in three
phases:

o initial assessment which result is the verifica-
tion analysis of the clinical and economic data
submitted with the reimbursement application.
This part of the assessment is to ensure that the
analysis were prepare in accordance to law and
guidelines;

e opinion of the Transparency Council for the
President of the AHTAPol Transparency Coun-
cil is the independent body within the AHTAPol
made up of medical experts, representatives of
the Ministry of Health and the National Health
Found who’s are responsible for ensure clear
and transparent process of the assessment and
prepare the opinion for President of AHTAPol

L]
10

=

#1

L haormishoragey

26

[FL I R

Tt T ol
e dnege
IE
=

I 15

z

g mcgram
(™
¥
b

o

The overview of Agency for Health Technology
Assessment recommendations in 2012, and their
impact on reimbursement decisions

e recommendation of the President of the AHTA-
Pol prepare for the Minister of Health taking
in to account the opinion of the Transparency
Council (at a later stage of the process is used
by the Economic Committee as part of the price
negotiation with pharmaceuticals companies.).

As previously mentioned in 2012 AHTAPol as-
sessed 63 orders which concerned reimburse-
ment applications. Orders were related to 61
drugs, in the case of 2 products orders differed
only EAN code.

Positive/ conditional positive recommenda-
tion

Based on the analyses conducted in this study,
we can conclude that in 2012, AHTAPol issued 46
positive / conditional positive recommendations
(Figure 1), of which:

e 32 (69%) concerned the medicines availa-
ble in drug programs,

e 10 (22%) concerned the medicines availa-
ble on prescription in pharmacy,

e 4 (9%) concerned the products available in
chemotherapy catalog.

Out of 32 positive recommendations issued
for the medicines to be reimbursed within drug
programs, 18 were not conditioned in any way.

Pasitive Mty of
Hizalth decisins

Poasne AH CAMOL
ccomesdation

B wagd ondes

- | 0 3 &0 a3

Figure 1. Summary of Ministry of Health orders, AHTAPol positive recommendation and positive reimbursement decision
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After analyzing the remaining 14 recommen-
dations, it was concluded that the major factor
for them being granted conditioned recommen-
dations was that the costs of therapy were too
high, which translated into a medicine failing
to achieve the acceptable cost-effectiveness. In
most cases, the AHTAPol President recommend-
ed either extending or proposing a more suitable
risk sharing schemes, as to achieve the accept-
able cost-effectiveness. In almost all these cas-
es, the Transparency Council statements were
consistent with the AHTAPol President recom-
mendations. It was only in case of conestat alfa
that there was discrepancy noted. The AHTAPol
President recommended this product, based on
its evidenced effectiveness and its safety for use.
In their opinion, conestat alfa seemed a cheaper
and safer alternative to the product now in-use.
On the contrary, in their statement, the Trans-
parency Council decided it is unfounded to reim-
burse this medicine within the drug program, and
suggested it is reimbursed subject to conditions
within the register of reimbursed medicines”.

There were 10 positive recommendations is-
sued for the medicines available on prescription
in pharmacies. Most of these positive recom-
mendations (6 out of 10) were not subject to any
condition for the liable party to meet. In 4 cases,
it was noted in the course of this study, that the
AHTAPol President did not accept the proposed
risk sharing tool (e.g. in case of ivabradine, or
recommended to introduce a more suitable
one (e.g. (Nutramigen LGG; letrozole). Further-
more, in case of Nutramigen LGG, the AHTAPol
President specified the population for which the
medicine can be used, and suggested a different
apportionment (payment level) than it was pro-
posed by the applicant®®.

There were 4 positive recommendations is-
sued for the medicines available in chemother-
apy catalog. It was only in one case that the
AHTAPol Presidents conditioned their decision
on lowering the price of thalidomide to the price
of 1 mg of thalidomide, a substance currently fi-
nanced within the target import. Furthermore, in
the course of clofarabine assessment, there was
noted discrepancy in the Transparency Coun-
cil and the AHTAPol President opinions. In their
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statement, the Transparency Council, declared it
is unfounded to reimburse this medicine within
the Register of Active Substances Used in Cancer
Chemotherapy, while they nonetheless recom-
mended the medicine to be reimbursed within
the drug program. The Council also suggested
the medicine producer to lower its price as to
achieve the acceptable cost effectiveness. The
AHTAPol President, on the contrary, did not con-
dition their positive recommendation in any way,
and suggested the medicine to be reimbursed in
the same reimbursement availability category as
proposed by the applicant’:8.

Negative recommendation

The analysis of 64 orders showed that AHTAPol
issued 15 negative recommendations (Figure 2),
of which:

e 9 (60%) concerned drugs available in drug
programs,

* 6 (40%) concerned drugs available on pre-
scription in pharmacies

Within one of the reimbursement availability
categories in Poland, namely drug programs, the
AHTAPol President issued 9 negative recommen-
dations. In almost all these cases, the major fac-
tor for issuing a negative recommendation was
that the clinical analysis was found insufficiently
reliable. The AHTAPol President contested the
reliability of research results to be assessed in
terms of effectiveness and safety for use, hence,
the medicine effectiveness and safety were
found insufficient. In 5 out 9 cases, the assessed
medicines were found cost-ineffective in rela-
tion to the limit set in the Reimbursement Act
as the limit of cost effectiveness of medicines in
Poland. In 2 cases, despite their negative recom-
mendation, the AHTAPol President highlighted
it is worthwhile to reimburse eltrombopag and
alglucosidase alfa subject to three conditions:
that there is a risk division tool introduced, that
the drug program is properly monitored, and
that the solutions proposed by the applicant are
made part of the rationalization analysis®'°. The
analysis of 6 negative recommendations issued
for the products to be reimbursed within the

open register showed that in each case, the med-
icine effectiveness was similar to the effective-
ness of medicines already in use and reimbursed
within the same register. Hence, there was no
evidence that their technology was superior to
the technology of medicines already reimbursed
from public funds. Furthermore, in two cases
(i.e. denosumab, etrabenazine), the applicant did
not demonstrate sufficient cost-effectiveness as
required by the cost-effectiveness limit man-
datory in Poland'"'2, The analysis of negative
recommendations issued for the following prod-
ucts: Lercanidipini hydrochloridum, rotigotine,
levetiracetam) showed also that these medicines
would generate higher treatment costs than the
medicines already reimbursed’'#41>16,

Ministry of Health decision

Based on the 26th August 2013 Minister of
Health Proclamation of the Register of Reim-
bursed Medicines, Food Products for Particu-
lar Nutritional Purposes, and Medical Devices,
which came to force on 1st September 2013, in
this study, there were positive and negative rec-
ommendations issued by the AHTAPol President,
analyzed, along with their impact on final reim-
bursement decisions.

In Accordance to the Reimbursement Act Min-
ister of Health makes reimbursement decision
based on the: position of the Economic Commis-
sion, the recommendation of the President of
the Agency; the clinical effectiveness and safety
of the drug; the relationship between the risks
and benefits associated with the treatment; cost
( e.g. versus existing alternative therapies), price
competitiveness; the impact on the expenditures
of the public payer and patients; public health-
care priorities and finally the level of the cost-ef-
fectiveness threshold which is defined as cost of
achieving an additional year of life adjusted by
quality (QALY) and it is set at an amount of three
times the Gross Domestic Product per capita.

Most medicines that were positively recom-
mended or recommended positively subject to
some conditions are reimbursed from public
funds, therefore available for the Polish patients.
Only 12 products were denied reimbursement.
In case of products applying to be reimbursed
within drug program or chemotherapy catalog,
the AHTAPol President’s positive recommenda-
tion translated into the positive reimbursement
decision for most of them.

Positive relmbursensent decsion

B Megatyve serenhumemend decision

26
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Drug program The list of reimybursed drugs Chemolherapy

Figure 2. The number of AHTAPol positive recommendations
vs. the reimbursement decisions of the Minister of Health

17



The overview of Agency for Health Technology
Assessment recommendations in 2012, and their
impact on reimbursement decisions

J H p & R Journal of Healih Policy

Based on the above-demonstrated line of
argumentation, it appears that the AHTAPol
President negative recommendation does not

recommendation (285 positions) issued before
January 2011920, In the first study 32 HTA eval-
uations received negative recommendation, 26

: necessarily indicate a negative reimbursement on the grounds of clinical evidence (insufficient
[ decision, which further evidences that the Agen- clinical efficacy data and poor efficacy or safety
. cy for Health Technology Assessment is a mere was stressed) other 6 concerned non-clinical as-
advisory body for the Minister of Health, and pects such as unacceptable cost-effectiveness ra-
5 the final reimbursement decisions are taken by tio (ICER), budget impact and risk of off-label use.
Positive neimbanement decisicn the Economic Commission and the Minister of 27 assessments received positive recommenda-
i ® tegacive nelmimncment decison Health themselves. tions with different restrictions e.g. specific sub-
populations, need for ICER improvement, lower-
3 DISCUSSION ing a price. ICER was above AHTAPoL threshold
# in 65% of positive recommendations and below
Having analysed the material, one can con- the threshold in 44% of negative recommenda-

2 clude that the most positively recommended tions9.

technologies received positive reimbursement

. i decisions. It is worth to emphasize that receiv- The aim of the second review was to answer
ing a negative recommendation does not imply whether ICER (cost per QALY) can be identified as
the negative reimbursement decision, which a main criterion for AHTAPol decisions. Authors
n Drrug program The lis: of reim rugs confirms that recommendation of the AHTAPol identified 177 positive and 108 negative recom-

Figure 3.The number of AHTAPol negative recommendations
vs. the reimbursement decisions of the Minister of Health

The following medicines were decided by the

length and life quality. Despite these shortcom-

WE HAVE IDENTIFIED TWO

President is only one of many aspects that are
taken into account by the Minister of Health re-
imbursement decision making.

mendations. Clinical efficacy seemed to have
the strongest impact on recommendations, but
a positive influence on hard endpoints was also
clearly reported in 15 negative recommendations

Minister of Health as eligible for reimbursement ings, in case of alglucosidase alpha, the AHTA- STUDIES ON THE SIMILAR We can observe a growing role of risk-shar- and lack of such proven efficacy in 38 positive
within drug programs: dasatinib, recommended Pol suggested that it is possible to reimburse SUBJECT. BOTH ANALYSES ing in decision-making processes, almost all as- recommendations. Safety and cost-effectiveness
for use in the chronic myelogenous leukemia this medicine under two conditions: that there WERE CARRIED OUT FOR sessed application contain risk sharing scheme aspects were more often recalled in negative
treatment, palivizumab recommended for use are implemented the solutions proposed in the ITI‘:ITER[[]]IIE]TJISEI[IJJIEI[[]]?TTI-?ETHE proposal. An option to use risk sharing schemes than positive recommendations. According to
in the RSV prophylaxis for children with bron- rationalization analysis, and that there is drawn REIMBURSEMENT ACT. gives pharmaceutical companies a chance to the results of the study, for the analysed period,

chopulmonary dysplasia, and alglucosidase alfa
recommended for use in the Pompe disease
treatment'0.17.18,

In each recommendation for the above-men-
tioned products, there were objections to their
economic aspects. Dasatinib and alglucosidase
alpha turned out to be cost-ineffective, whereas
palivizumab generated the rise in incremental
expenditure for public payer. Furthermore, the
AHTAPol President contested the effectiveness
and safety of treatments using the above-men-
tioned medicines. It was observed that using
dasatinib in the treatment category it was apply-
ing to, generates greater risk of side effects. The
analyses for palivizumab did not demonstrate
unequivocal clinical arguments to enlarge chil-
dren’s group to have the medicine recommend-
ed, whereas in case of alglucosidase alpha there
was provided insufficient scientific evidence that
would confirm its impact on the patients’ life

18

an agreement for risk division. The fact that al-
glucosidase alpha was eventually decided eligi-
ble for reimbursement, indicates that the appli-
cant agreed to these conditions in the course of

their negotiations with the Economic Commis-
Si0n17’18’19.

The Minister of Health also issued a positive
reimbursement decision for tetrabenazine, used
in the treatment of hyperkinetic motor disorders
in Huntington’s disease. This medicine was neg-
atively recommended by the AHTAPol President
due to the two factors: its high treatment costs
(the medicine was cost-ineffective for the price
proposed by the applicant), which may be ne-
gotiated in the course of negotiations with the
Economic Commission though, and the effective-
ness and safety of treatment. It was highlighted
in the recommendation that this medicine does
not affect the natural course of the disease, and
causes a number of side effects.

propose better financial conditions to public pay-
er keeping at the same time price confidential.

Among the limitations of the study we can list
the fact that only 2012 year was analyzed with a
small number of orders (132) assessed by AHTA-
Pol in 2012. To compare, the number of Minis-
try of Health orders was 352 in 2013 and 292 in
2014. For this reason it would be reasonable to
prepare analysis for subsequent years. Analysing
the opinions, recommendations, and verifica-
tions, that were partly blinded due to data confi-
dentiality can be regarded as another limitation
of this study.

We have identified two studies on the similar
subject. Both analyses were carried out for the
period prior to the introduction of the Reim-
bursement Act. The first review covered 59 HTA
recommendations from September 2007 until
October 2008, and the second one referred to all

no threshold value of QALY as a clear indicator of
a decision could be specified.

Based on these examples and our study we can
conclude that decision making process regarding
pricing and reimbursement is hardly predictable
and is based on multi-dimensional process both
before and after the Reimbursement Act was in-
troduced.

CONCLUSIONS

The aim of this study was to analyze the innova-
tive therapies availability for the Polish patients,
after the Reimbursement Act being in force for
over one year. Based on the analyzed material,
i.e. recommendations and reimbursement deci-
sions, it appears that the Polish patients do not
have their access to new technologies limited.
Most of the positively recommended technolo-
gies received positive reimbursement decisions.
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It is worth to emphasize that receiving a negative
recommendation does not imply the negative
reimbursement decision. On the one hand, this
can be perceived as an example of insufficient
transparency of the reimbursement process. On
the other hand however, since the negative rec-
ommendation does not end the reimbursement
process, this can be perceived as an opportunity
for the Polish patients to have a wider access to
innovative therapies. m
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2,5 mg x30 tabl.,EAN 5909990710201 we wskazaniu:
wczesny rak piersi w | rzucie hormonoterapii. Available
from: http://www.aotm.gov.pl/bip/assets/files/
zlecenia_mz/2012/036/REK/RP_38_2012_Etruzil.pdf
Rekomendacja nr 106/2012z dnia 12 listopada 2012
r. Prezesa Agencji Oceny Technologii Medycznych
w sprawie objecia refundacjg produktu leczniczego
Thalidomide Celgene (talidomid) kapsutki twarde,
50 mg, 28 szt. (2 blistry po 14 kapsutek), EAN
5909990652976  we wskazaniu:  Thalidomide
Celgene w pofaczeniu z melfalanem i prednizonem
w leczeni U pierwszego rzutu nieleczonego szpiczaka
mnogiego u pacjentow w wieku > 65 lat lub u

10.

11.

12.

13.

14.

pacjentéw niekwalifikujacych sie do chemioterapii
wysokodawkowej. Available from: http://www.aotm.
gov.pl/bip/assets/files/zlecenia_mz/2012/082/REK/
RP_106_2012_Talidomid.pdf

Rekomendacja nr 127 /2012 z dnia 18 grudnia 2012
r. Prezesa Agencji Oceny Technologii Medycznych
w sprawie objecia refundacjg produktu leczniczego
Evoltra (klofarabina), koncentrat do sporzadzania
roztworu do infuzji 1 mg/ml (20 mg/20 ml), EAN
5909990710997 we wskazaniu: leczenie ostrej
biataczki limfoblastycznej (ALL) u dzieci i mtodziezy
z nawrotem lub oporng na leczenie chorobg po
zastosowaniu przynajmniej dwdch wczesniejszych
standardowych cykli i w przypadku, gdy brak innych
opcji pozwalajacych na przewidywanie dtugotrwatej
odpowiedzi, u chorych kwalifikujgcych sie do
przeszczepu macierzystych komoérek krwiotwdrczych.
Available from: http://www.aotm.gov.pl/bip/assets/
files/zlecenia_mz/2012/035/REK/RP_127_2012_
Evoltra.pdf

Rekomendacja nr 74/2012 z dnia 1 pazdziernika 2012
r.Prezesa Agencji Oceny Technologii Medycznych
w sprawie objecia refundacjg produktu leczniczego
Revolade  (Eltrombopag), tabletki powlekane,
25 mg, 28 tabl.,, kod EAN: 5909990748204; we
wskazaniu : leczenie dorostych chorych na pierwotna
matoptytkowos¢ immunologiczng. Available from:
http://www.aotm.gov.pl/bip/assets/files/zlecenia_
mz/2012/074/REK/RP_74_2012_25_mg_Revolade.pdf
Rekomendacja nr 8/2013 z dnia 28 stycznia 2013r.
Prezesa Agencji Oceny Technologii Medycznych w
sprawie objecia refundacja produktu leczniczego
Myozyme (alglukozydaza alfa) w ramach programu
lekowego: leczenie choroby Pompego ICD-10 E74.0.
Available from: http://www.aotm.gov.pl/bip/assets/
files/zlecenia_mz/2012/107/REK/RP_8_2013_
Myozyme.pdf

Rekomendacja 51/2012 Prezesa Agencji Oceny
Technologii Medycznych z dnia 3 wrzesnia 2012 r. w
sprawie objecia refundacja produktu leczniczego
XGEVA (denosumab) 120 mg, 1,7 ml roztworu
do wstrzykiwan we wskazaniu:” zapobieganie
powiktaniom kostnym (SRE) u pacjentéw z rakiem
gruczotu krokowego z przerzutami do kosci”. Available
from: http://www.aotm.gov.pl/bip/assets/files/
zlecenia_mz/2012/029/REK/RP_51_2012_Xgeva.pdf
Rekomendacja nr  72/2012 Prezesa  Agencji

Oceny Technologii Medycznych z dnia
24wrzesnia 2012r.w sprawie objecia refundacja
produktu leczniczego Tetmodis, 25mg X

112tabletek,112tabl.,kodEAN590999080 5594 we
wskazaniu hiperkinetyczne zaburzenia motoryczne w
chorobie Huntingtona. Available from: http://www.
aotm.gov.pl/bip/assets/files/zlecenia_mz/2012/041/
REK/RP_72_2012_Tetmodis.pdf Available from:
Rekomendacja nr 81/2012 Prezesa Agencji Oceny
Technologii Medycznych z dnia 15 pazdziernika 2012
r. w sprawie objecia refundacjg produktu leczniczego
Primacor, chlorowodorek lerkanidypiny, tabletki
powlekane 10 mg, 60 szt., kod EAN 5909990801886;
we wskazaniu: leczenie tagodnego lub umiarkowanego
samoistnego nadcisnienia tetniczego. Available from:
http://www.aotm.gov.pl/bip/assets/files/zlecenia_
mz/2012/031/REK/RP_81_2012_Primacor.pdf
Rekomendacja nr 42/2012 z dnia 22 sierpnia 2012
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15.

16.

17.

18.

19.

20.

r. Prezesa Agencji Oceny Technologii Medycznych
w sprawie objecia refundacjg produktu leczniczego
Neupro, rotygotyna, plastry, 4 mg/24h, 7 plastrow, EAN
5909990587636 we wskazaniu wynikajacym z wniosku
refundacyjnego: leczenie pacjentéw z zaawansowang
chorobg Parkinsona, u ktérych wystepuja powiktania
motoryczne i/lub dyskinezy zwigzane ze stosowaniem
lewodopy.  Available from: http://www.aotm.gov.
pl/bip/assets/files/zlecenia_mz/2012/047/REK/
RP_42_2012_Neupro.pdf

Rekomendacja nr 108/2012 z dnia 12 listopada 2012
r. Prezesa Agencji Oceny Technologii Medycznych
w sprawie objecia refundacjg produktu leczniczego
Levetiracetam Teva (levetiracetamum); tabl. powl.: 250
mg; 100 szt.; kod EAN 5909990879106 we wskazaniu:
monoterapia w leczeniu napaddéw czesciowych lub
czesciowych wtdrnie uogdlnionych u pacjentéw
w wieku od 16 lat z nowo rozpoznang padaczka.
Available from: http://www.aotm.gov.pl/bip/assets/
files/zlecenia_mz/2012/085/REK/RP_108_2012_
Levetiracetam.pdf

Rekomendacja nr 7/2013 z dnia 21 stycznia 2013 r.
Prezesa Agencji Oceny Technologii Medycznych w
sprawie objecia refundacja produktu leczniczego
Levetiracetam GSK (levetiracetam) we wskazaniu:
leczenie padaczki w | rzucie. Available from: http://
www.aotm.gov.pl/bip/assets/files/zlecenia_
mz/2012/097/REK/RP_7_2013_Lewetiracetam.pdf
Rekomendacja nr 70/2012 Prezesa Agencji Oceny
Technologii Medycznych z dnia 17 wrzesnia 2012 .
w sprawie objecia refundacjg produktu leczniczego
Synagis (paliwizumab) proszek i rozpuszczalnik do
sporzadzania roztworu do wstrzykiwan, 50 mg, 1 fiol.
50 mg proszku + 1 amp. 0,6 ml rozp. (100 mg/ml),
EAN 5909990815616 w ramach programu lekowego:
“Profilaktyka zakazen wirusem RS u dzieci z przewlekta
chorobg ptuc (dysplazja oskrzelowo-ptucng)”. Available
from: http://www.aotm.gov.pl/bip/assets/files/
zlecenia_mz/2012/066/REK/RP_63_2012_Sprycel.pdf
Rekomendacja nr 8/2013 z dnia 28 stycznia 2013 r.
Prezesa Agencji Oceny Technologii Medycznych w
sprawie objecia refundacja produktu leczniczego
Myozyme (alglukozydaza alfa) w ramach programu
lekowego: leczenie choroby Pompego ICD-10 E74.0.
Available from: http://www.aotm.gov.pl/bip/assets/
files/zlecenia_mz/2012/068/REK/RP_70_2012_
Synagis.pdf
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