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analysis of the impact on the budget

On the basis of scientific processing and compilation of the literary sources data reflecting the me-
thodology of creating the guidelines for the system of health technology assessment the main stages
of the informative components of the National guidelines in health technology assessment have been
determined. The informative components of the guidelines developed have the following four stages:
description of the task in the technology assessment, clinical analysis, economic analysis, and analysis of
the impact on the healthcare system. The first stage of the research is determination of the technology to
be estimated — diagnostic, preventive or therapeutic interventions, which is used in a specific clinical
situation. At the second stage the clinical analysis, which concerns the medical consequences of
using the health technologies estimated, is carried out. It also provides information about its efficacy
and safety in a particular group of patients compared to the similar technologies. The third stage
provides the performance of the economic analysis consisting of comparison of the technology to be
estimated with the reference one based on the cost and health effects. There are three strategies for
conducting the economic analysis of the medical technology: relevant; cost-effectiveness; and carried
out again. At the fourth stage the analysis of the impact on the health system, the budget impact
and assessment of the organizational consequences, as well as estimation of the ethical and social

consequences has been conducted.

The system of Health Technology Assessment (HTA)
has become one of the most effective systems used by
almost all European countries, except for the former
Soviet Union, to substituate the choice of priorities in
health technologies (HT) and decision-making. Preva-
lence of HTA reflects the increased demand for reliable
information required to confirm the efficacy of HT con-
sidering evidence-based medicine [4, 5, 6, 10].

In recent studies of HTA among a fairly wide range
of problematic issues of the HT assessment the metho-
dology is of particular importance [2, 9]. Currently HTA
bodies of different countries set the task to create the
methodological framework or standard instructions in HT
conducting that would summarize the best practices [1,
3]. These developments are relevant and useful for na-
tional health systems (healthcare), especially for coun-
tries that begin implementing HTA, and it fully refers
to Ukraine.

Experimental Part

Analysis of the national legislation and regulations
has shown that at this time there is no methodology that
would comprehensively evaluate HT in terms of clini-
cal and economic feasibility. In this regard, the aim of

the research was the study of approaches to create guide-
lines to assess HT in Ukraine. The object of the study
was the methodology used by developers to create guide-
lines of HTA in the EU.

Results and Discussion

The purpose of the guidelines for HTA, as a rule, is
to determine the basic principles and methods of the HT
assessment in order to provide high quality of analysis
and reliable results. They should focus on patients, as
well as to provide the efficacy and safety of treatment,
the best results and the rational use of resources. The
systemic HT assessment should include the following
methods: analysis of clinical efficacy, economic analy-
sis, analysis of the impact on public health. The scien-
tific study and generalization of the literature [1, 2, 3, 7,
8, 9] reflecting the methodology of creating guidelines
for HTA allowed to determine the informative compo-
nents of the national guidelines on the assessment of HT
(hereinafter — Guidelines), they are presented in Fig.

The first stage of the study is to identify clearly the
technology to be estimated: diagnostic, preventive or the-
rapeutic interventions used in a specific clinical situa-
tion. According to the guidelines the full description of
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Fig. The informative components of the National guidelines in health technology assessment (HT).

the HT content should be carried out by the following
scheme: patients who will use the intervention, charac-
teristics of the intervention offered, comparison with si-
milar interventions, medical outcomes, i.e. the endpoints
of the clinical research.

If technologies are not approved in Ukraine, it is ad-
visable to specify the date and place of their approve-
ment in other countries, particularly in the following re-
cognized organizations such as the EMEA (European Me-
dicines Agency) and FDA (Food and Drug Administra-
tion, USA). It is recommended to compare with other
comparators, i.e. the technologies shown in Fig. It is im-
portant that the comparators chosen meet domestic re-

alities, it is expedient to explain their choice, it should
be also noted the data source. Medical outcomes repre-
sent analysis of health consequences of HT introduction.

At the second stage the clinical analysis concerning
the health effects of HT to be estimated is carried out. It
also provides the information on its efficacy and safety
in a particular patient group compared to the similar
technologies. In the analysis it is necessary to develop
a strategy for data searching that is relevant to perform
the clinical task. It is generally recommended to use the
most highly sensitive search strategy.

The data collected during the clinical analysis are
related to experimental and practical efficiency of HT.
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It is advisable to select data based on a protocol that
contains the specific criteria for their inclusion and ex-
clusion in the research. Further it is expedient to find in-
dependent reports and systematic reviews of the techno-
logy assessment, in particular, including those that can
be found in the Cochrane library, databases of Medline,
EMBASE and the Centre for reviews and dissemination.

Selection of information reduces itself to the ques-
tion whether the scientific reports found are suitable for
analysis, including selection based on the summary of
the content, and therefore, the analysis of text publica-
tions. It is advisable to carry out the process of selecting
information for systematic review of HT by at least two
analysts working independently. Finally, it is necessary
to determine the degree of consistency between ana-
lysts conducting the analysis.

Assessment of data quality allows to determine their
authenticity. Synthesis of the data is intended to obtain
information and to provide estimates of variability. It
includes a systematic review of the literature (with or
without meta-analysis). Meta-analysis is the preferred
method of results processing. When conducting a meta-
analysis is not possible, the analysis can be narrowed
down to the quality inspection. In case of the absence of
direct comparative studies where the estimated and al-
ternative technologies are directly compared it should be
recommended to perform indirect comparisons. When
estimating the technology the results of the safety ana-
lysis should be taken into account.

The third stage involves the economic analysis con-
sisting of comparison of the technology to be estimated
with the corresponding reference subject based on the
cost and health effects. There are three strategies for
economic analysis of the medical technology: relevant,
cost-effectiveness, and carried out again. The primary
prospect of analysis is financing of healthcare organiza-
tions services (government, patients and other payers).
The social perspective is recommended when deciding
on funding HT. The time period of the economic analy-
sis should be sufficiently long to determine the costs and

health outcomes. The time horizon for the short-and
long-term results should be presented separately.

The method of analytical calculations of costs in-
volves the use of various types of analysis: cost mini-
mization, cost-effectiveness, utility costs, costs conse-
quences. In certain situations it is recommended to use
simulation, namely the need to assess the outcomes in
practice, extrapolate the results beyond the time period
of the clinical trials, etc. The economic analysis aims to
assess the impact on health conditions for introduction
of this technology in the current clinical practice. The
cost of the product unit used in the analysis must be
conditioned by the choice of the method for measuring
the resources used: standard costs, published studies,
local pricing grid elements, direct calculation.

The acceptable level of discounting is 5% of the
value and 3.5% of the results of medical and pharma-
ceutical care in the main analysis. It is advisable to intro-
duce the results of the economic analysis in the presen-
tation clearly enough for proper interpretation and the
possibility of using the data in future.

The fourth stage is the analysis of the healthcare
system, which includes analysis of the impact on the
budget and assessment of organizational outcomes, as
well as estimation of the possible ethical and social
consequences.

General conclusions made at each of the three stages
should be summarized. The main element here is the
presentation of conclusions based on the summary of
the material.

CONCLUSIONS

In order to evaluate HT the methodological appro-
aches have been proposed to make informed decisions
concerning the implementation of effective technologies
in healthcare and pharmacy, which should be used in de-
velopment of the national guidelines. The informative
components of the guidelines, namely description of the
task in the technology assessment, clinical analysis, eco-
nomic analysis, and analysis of the impact on the healthcare
system have been developed and scientifically grounded.
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METOOONOrNI4YHI Nigxoan 0o PO3POBKUN HALUIOHATIbHOIO KEPIBHULTBA 3 OLIHKA
TEXHOJOMNW OXOPOHU 300POB’A

K.J1.KocsiueHko, A.C.Hem4yeHKkO

Knroyoei crnioea: cucmema o0xopoHu 300p08’si; OUiHKa mexHooaiti OXopoHU 300p08’sl; KiHiYHUl
aHarni3; eKOHOMIYHUU aHani3; aHani3 ensusy Ha brdxem

Ha ocHosi Hayk08020 onpautosaHHsI ma y3acarbHeHHs1 0aHUX flimepamypHuUx oxepern, uo eidobpa-
JKaromb MemoQd0sI102il0 CIMBOPEHHST KEPIBHUX 8Ka3i80K w000 cucmemMu OUIHKU MEXHO02ill OXOPOHU
300p08’a, 8USHaYEHIi OCHOBHI emariu ¢hopMy8aHHSI 3MiICMOBHUX cKrnadosux HauyioHarnbHO20 KepieHU-
umea 3 npo8edeHHs OUIHKU MexXHOJ102ili 0OXOpOoHU 300p0o8’s. Po3pobrieHi 3amicmosHi ckrnadosi Kepie-
Huymea mMarome Yomupu emanu: onuc 3ae0aHHs 3 OUIHKU MexXHOos10eil, KiHIYHUU aHari3, eKOHOMIY-
Hul aHari3, @ maKoX aHarli3 erjiugy Ha cucmemy OXOpPOHU 300po8’s. BcmaHoeneHo, wio Ha nepwomy
emarii 00CrnidOXKeHHSs € 8U3HAYEHHS OUIHO8aHOI mexHorioail: diagHOCMUYHOE20, NPoginakmu4yHo20 abo
meparnesmu4yHo20 8MpyYaHHs, U0 BUKOPUCMOBYEMbLCS Y NEBHIU KNiHiYHIU cumyauii. Ha dpyaomy
emarnii npoeoduMbCS KIiHIYHUU aHani3, Skul cmocyembCcsi MeOUYHUX HacsliOKie 3acmocy8aHHs mex-
Horozili 0xopoHU 300p08’s, Wo ouiHemMbCs. BiH makox Hadae iHghopmauito npo i epekmugHicmb
ma 6e3neyHicmb y neeHil apyni nayieHmig y rnopigHsHHI 3 aHano2iyHuMu mexHornoeiamu. Tpemid
eman rnepedbayae nposedeHHsI eKOHOMIYHO20 aHasi3dy, Wo cknadaembCs 3 OPIBHAHHS OUiHHO8aHO!
mexHoriogzii 3 peghepeHmMHo0, 8UX0054U 3 8apmocmi ma Hacniokie 0ns1 30opoes’s. Budinsrwomb mpu
cmpameeii npog8edeHHsT eKOHOMIYHO20 aHarizy MeduYyHOI mexHosogzii: peneeaHmMHuUl; €KOHOMIYHOI
eghekmusHocmi; HaHO80 npoesedeHuli. Ha yemesepmomy emarni NPo8odUMbCS aHarli3 8rsuey Ha cuc-
meMy OXOpOHU 300p08’a, WO OXOMIE aHasi3 annuesy Ha 6rodxem ma OUiHKY opaaHi3ayiliHux Ha-
cniokie, a maKkox OUiHKY UMO8IpHUX emUYHUX i couiaribHUX Hacniokis.

METOOONOIMNMYECKUE Noaxonbl K PASPABOTKE HALUMOHAIIbBHOIO PYKOBOACTBA

MO OUEHKE TEXHONOIMMY 30PABOOXPAHEHUA

K.J1.KocsiyeHko, A.C.Hem4eHKO

Knroyeenle cnoea: cucmema 30pagooxpaHeHUs]; OUeHKa mexHo102uli 30pasooxpaHeHUs;
KITUHUYecKul aHanu3; SKoHoMu4YecKull aHanu3; aHanu3 enusiHusi Ha 6rodxem

Ha ocHoge Hay4yHoU ob6pabomku u 060bweHUs1 OaHHbIX UMepamypHbIX UCMOYHUKOS, ompaxXaroujux me-
modornoauto co3daHusi pyKoBoOSWUX yKa3aHUl Mo cucmemMe OUeHKU mexHornoauli 30pagooxpaHeHus,
onpederieHbl OCHOBHbIE 3maribl hOpMUPOBaHUST coOepxameribHbIX cocmaansuux HauuoHanbHo20
pykosodcmea 1o npoesedeHUr OUEHKU mexHosoaull 30pasooxpaHeHusi. PazpabomaHHble codepxa-
mersibHble cocmasrnsirouue pykogodcmea UMerom Yemblpe amarna: onucaHue 3adaHusi 1Mo OUeHKe mex-
Homoeul, KIUuHU4YecKull aHanu3, 3KoOHoMuUYecKull aHanus3, a makxe aHarnu3 eo3delicmeusi Ha cucme-
My 30pasooxpaHeHusi. OripedenieHo, YMo Ha rnepeoM samare uccredosaHus daemcs onpederieHue
oueHusaeMoli mexHoIo2uu: OuagHOCMUYECK020, NpoghuIakmu4ecKkoao Uniu meparnesmu4yecKkoeo eMme-
wameribcmea, Ucrosib3yemMoz20o 8 orpederieHHOU KruHu4Yeckol cumyauyuu. Ha emopom amare rpogo-
oumcs KnuHu4YecKul aHarnu3, kacarouutcss MeOuUUHCKUX rnociedcmautl npuMeHeHUsI oUeHU8aeMbIX
mexHoroeaul 30pasooxpaHeHusi. OH makxe rnpedocmassissem uHgopmayuo 0b ee aghghekmusHo-
cmu u 6esonacHocmu 8 onpedeneHHoU 2pyrne nayueHmoes o CPasHeHUro ¢ aHano2u4YHbIMU MeXHO-
noauamu. Tpemudl aman npedycmampugaem rpogedeHuUe 3KOHOMUYECKO20 aHalu3a, cocmosue2o
U3 CpasHEeHUs1 ouyeHuUBaeMoli mexHoo2uu ¢ peghepeHmHoul, ucxodst us cmoumocmu u nocriedcmeudi
0risi 300poebsi. Bbidensirom mpu cmpameauu rnpoeedeHusi 3KOHOMUYECKO20 aHaru3a MeduyuHCKoU
mexHos102uU: peneesaHmMHbIU; SKOHOMUYeCKoU aghchekmusHocmu; nposedeHusi 3aHo80. Ha yemeep-
mom amarie npo8ooduUMCcs aHasu3 e/usiHUSI Ha cucmemy 30pagooxpaHeHUsl, oxeamblearouull aHanu3
8M1USIHUST Ha BroOXem U OUEHKY op2aHuU3alyUOHHbIX nocredcmeuli, a maKkxe Ha OUEHKY 3mu4yeckux u
couyuarnbHbIx rnocrnedcmeudl.



