
INTRODUCTION
Po land is one of the coun tries with strong Health Tech -

nol ogy As sess ment (HTA) de mand be ing the
re im burse ment pro cess de scribed in the le gal acts. To ful -
fill the mini mal re quire ments veri fied by the Pol ish HTA
Agency (AH TA PoL), a set of lo cal data pro vid ing in for -
ma tion about epi de mi ol ogy, stan dard of care and costs is
needed [3, 6]. A part of the costs analy sis is al ways re lated
to the treat ment of ad verse events ob served dur ing the dis -
ease treat ment. Usu ally the method used to iden tify the
ad verse events in or der to in clude in the HTA analy sis is
the re view of lit era ture and se lec tion of the safety in for -
ma tion from the pub lished tri als. The chal leng ing part is
to al lo cate costs to the iden ti fied events. That re quires in -
for ma tion about the treat ment pro ce dures and re sources
used in the thera peu tic pro cess. In prac tice, that in for ma -

tion is very of ten based on pro vided ex perts’ opin ion, un -
less spe cial pub li ca tion is iden ti fied.

The Health Authori ties in Po land have es tab lished
a s pe cial way of re im burse ment which are called Drug
Pro grams and have been in tro duced since 2004 [7].There
were changes in nam ing: from Drug Pro grams to Thera -
peu tic Pro grams and again since 2012 we have again the
Drug Pro grams. De spite the changes, the re quire ments for 
phar macoeco nomic analy sis are still in place and have
evolved over time. Within the Pol ish ISPOR Chap ter
there is Drug Pro grams, Phar ma ceu ti cal Care and Phar -
ma ceu ti cal Law sec tion (DPPCPL) work ing on dif fer ent
proj ects [5]. Mem bers of this Sec tion in 2013 de cided to
per form a re search on the im pact of the ad verse events
treat ment costs in curred by Na tional Health Fund (NHF)
and by the pub lic payer. The proj ect is on go ing and the
aim of the proj ect is to de velop a list of costs as so ci ated to
dif fer ent dis ease ar eas of ad verse events treat ment to fa -
cili tate fur ther analy sis within HTA pro cess mak ing the
re sults widely avail able in a pub li ca tion.
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METH ODS
The proj ect con sists of dif fer ent phases al low ing for

iden ti fi ca tion of AEs and data col lec tion needed for fi nal
cost analy sis.

The mem bers of the Sec tion agreed on the meth odo-
logy and on the re spon si bili ties for dif fer ent proj ect
phases. Ad di tional in put from clini cal ex perts is needed,
so we in vite clini cal ex perts, spe cial ists in the ana lysed
dis ease area for co op era tion, also those not be ing the
mem bers of the Pol ish ISPOR Chap ter’s DPPCPL Sec tion.

The iden ti fied steps are as fol lows:
1. Re view of drug pro grams fi nanced by NHF, al low ing

for iden ti fi ca tion of the drugs used in the pro grams in
Po land.

2. Iden ti fi ca tion of drugs used in the pro grams re im -
bursed by NHF in 2012.

3. Re view of the pub lished at EMA web site SPCs of all
iden ti fied drugs in the Drug Pro grams re gard ing the ad -
verse events (AEs) oc cur rence.

4. Se lec tion of the most com mon AEs based on the  SPCs
of the prod ucts. Only AEs de scribed as very fre quent
(1/10) or fre quent (1/100, <1/10) have been listed
and se lected for as sess ment of costs gen er ated by the
dif fer ent re sources used and ther apy costs.

5. The sepa rated AEs have been clas si fied ac cord ing to
the ana tomi cal sys tems.

6. Clini cal guide lines search for treat ment pat terns rec -
om mended in Po land. The in for ma tion from sci en tific
guide lines will be com pared to real life prac tice based
on ex perts’ opin ion.

7. Ex cel tool prepa ra tion to col lect and cal cu late the AEs
costs in re la tion to treat ment pat terns pro vided by cli ni -
cians. 

8. Data col lec tion with 3–4 clini cal ex perts’ in volve ment
(ex perts’ opin ion) in each of the fields of medi cine.
Clini cal ex perts in al er gol ogy, pul monol ogy, der ma -
tol ogy, gas trol ogy, in ter nal dis eases and he ma tol ogy
are em ployed in dif fer ent medi cal in sti tu tions in Po -
land. They were asked to pro vide in for ma tion about the 
treat ment (prod ucts and re sources used) based on a pre -
de fined ques tion naire fol lowed by phone or per sonal
in ter view to clar ify po ten tial que ries.

9. Cost data al lo ca tion (from pub lic payer per spec tive).
For re im bursed pro ce dures and medi cal prod ucts by
NHF dur ing hos pi tali za tion the cost ing es tab lished by
NHF was taken for cal cu la tion. For drugs used by the
pa tients as treat ment pro ce dure or as con tinua tion the-
rapy in out pa tient set ting the cost gen er ated for pub lic
payer was con sid ered in ad di tion to moni tor ing vis its
needed af ter hos pi tali za tion pe riod.

10. Data analy sis and prepa ra tion of fi nal re port and pub -
li ca tion.

RE SULTS
For the most common AEs selected based on the

identified in the SPCs of Drug Programs therapeutic pro-
ducts, Polish clinical guidelines were searched for
treatment recommendations. That information will be
complemented by the experts’ opinion in real practice.
The experts’ opinion will be collected using an MS Excel
questionnaire. The collected data will be analysed and
after the costs allocation and final calculation it will be
described in a final report. Due to the number of Drug
Programs and significant number of identified AEs, the
final report will be presented with adverse events grouped
by disease areas. That will allow for more comprehensive
presentation. Some of the Programs include the same
therapeutic products. That is why we analysed the
Programs in groups guided by similar medicinal products
used for the disease treatment. For instance be cause of
that reson, we decided to analyse at the same time the
Programs related to rheumatoid arthritis, juvenile
idiopathic arthritis, psoriatic arthritis and ankylosis (Fig.
1). During our work when analysing the first group of
Programs we identified similarities regarding adverse
events within the groups, i.e. due to the usage of the same
therapeutic products the list of identified adverse events
was similar (Fig. 2). As a re sult of the first analysis’ phase
we eliminated repetitions and then we grouped the
adverse events related to the same area, e.g. adverse
effects causing skin reactions are listed and the cost
estimated for each single adverse event will be provided.

As an ex am ple of how the re sults will be fi nally pre -
sented, we can use the men tioned above group of ad verse
events, which are mani fested as skin re ac tions. The to tal
cost of phar ma coter apy es ti ma tion for that AEs’ group is
from 1991.82 PLN to 6724.02 PLN. Among the skin re ac -
tions’ treat ment the high est cost cor re sponds to skin
can cer with the ex cep tion of mela noma (in clud ing basal-
 squamous cell car ci noma) ther apy and it equals 3283.18
PLN.
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Fig. 1. Number of analyzed Drug Programs, Products and
Adverse Events (phase 1 of the project)



DIS CUS SION
HTA is a tool for evidence- based de ci sion mak ing. It

com bines both, sci en tific and eco nomic data. The Task
Force were con vinced that there was a need for the AE
costs’ data and wanted to cal cu late it. How ever be ing
aware of the chal lenge on how to im ple ment it into prac -
tice, at the be gin ning of the proj ect a dis cus sion was
ini ti ated about the best meth od ol ogy to be used. Dur ing
the dis cus sions, pos si ble meth ods were ex plored but also
the real chances to gather the data de pend ing on the cho -
sen meth od ol ogy were as sessed. In the lit era ture there are
dif fer ent ap proaches pre sented, each one hav ing posi tive
and nega tive as pects. Our choice was the one we thought
we could ob tain data from real prac tice in a straight for -
ward man ner. We tried to mini mize the risk of ob tain ing
un re al is tic es ti ma tions. The pub lished treat ment stan -
dards were checked and the col lected ex perts’ opin ions
were dis cussed and clari fied dur ing in ter views with the
ex perts. The number of in ter viewed ex perts was 3–4 in or -
der to en sure a rep re sen ta tive set of an swers to the
ques tion naires. It is worth  men tioning that e.g. EHTA
work ing group rec om mends that the types of costs and the 
per spec tives used in the analy sis should be clearly stated
in the re port. It is due to dif fer ent types of costs to be in -
cluded into the analy sis. Data on costs may be ob tained
from dif fer ent sources; thus, the evi dence used to cal cu -
late the costs must be stated and as sessed for qual ity [2].
The Pol ish HTA guide lines from 2009 re fer to two al -
lowed op tions for re sources and costs meas ur ing.The
meas ure ment can be done ei ther by col lect ing pri mary
data within a prop erly de signed re search, or by col lect ing
sec on dary data from ex ist ing da ta bases. 

Cri te ria such as re search per spec tive, share of a given
com po nent in the to tal or in cre mental cost, data avail abil -
ity and a bal ance be tween in ter nal and ex ter nal re li abil ity
should be taken into ac count when mak ing the de ci sion

re gard ing the fi nal ap proach in meth od ol ogy [1]. The
Guide lines ad vice is to col lect data on unit costs from
a num ber of cen tres, which pro vide a given type of servi-
ces tak ing into ac count ref er ence cen tres in or der to ob tain 
a rep re sen ta tive re sults. 

The NIHR (Na tional In sti tute for Health Re search) and 
Pen CLAHRC (Col labo ra tion for Lead er ship in Ap plied
Health Re search and Care for South West Pen in sula) have 
un der taken a proj ect dedi cated to evalua tion of meth ods
of elic it ing ex perts’ opin ion in HTA [4]. The author ad -
mits that de spite avail able evi dence from clini cal tri als,
NHS da ta bases there are still miss ing data to in form the
HTA mod els. That is the rea son why the clini cal ex perts’
opin ion is widely ac cepted as a source for evi dence, even
if con sid ered as po ten tially bi ased or un cer tain in com -
parison to the sci en tific evi dence [4].

CON CLU SIONS
We an tici pate that the proj ect will ad dress an im por tant 

is sue re lated to the costs gen er ated within the Drug Pro -
grams, be ing help ful for fur ther cal cu la tions in phar maco- 
eco nomic analy sis.
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Fig. 2. Groups of Adverse Events identified during search of SPCs


