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ABSTRACT

Background: Budget impact analyses (BLAs) are an essential part of &
comprehensive economic assessment of a health care intervention and
are increasingly required by reimbursement authorities as part of a
listing or reimbursement submission. Objectives: The objective of this
report was to present updated guidance on methods for those under-
taking such analyses or for those reviewing the results of such
analyses. This update was needed, in part, because of developments
in BIA methods as well as a growing interest, particularly in emerging
markets, in matters related to affordability and population health
impacts of health care interventions. Methods: The Task Force was
approved by the International Society for Pharmacoeconomics and
Outcomes Research Health Scences Policy Coundl and appointed by
its Board of Directors. Members were experienced developers or users
of BlAs; worked in acedemia and industry and as advisors to govern-
ments; and came from several countries in Morth America and South
America, Oceania, Asia, and Europe The Task Force sclicited com-
ments on the drafts from a core group of external reviewers and, more
broadly, from the membership of the International Society for Phar-
macoeconomics and Outcomes Research. Results: The Task Force
recommends that the design of a BIA for & new health care intervention
should take into account relevant features of the health care system,
possible access restrictions, the anticipated uptake of the new inter-
vention, and the use and effects of the current and new interventions.
The key elements of a BlA include estimating the size of the eligible
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condition-spedific model may be used to estimate the budget impact
of the new intervention, accounting appropriately for those entering
and leaving the eligible population over time. In either case, the BLA
should use data that reflect values specific to a particular decision
maker's population. Sensitivity snalysis should be of alternative
scenarios chosen from the perspective of the decision maker. The
validation of the model should include at least face validity with
decizsion makers and verification of the calculations. Data sources for
the BlA should include published clinical trial estimates and compara-
tor studies for the efficacy and safety of the cument and new
interventions as well as the dedsion maker's own population for the
other parameter estimates, where possible. Other data sources include
the use of published data, well-recognized local or national statistical
information, and, in special circumstances, expert opinion. Reporting
of the BIA should prowide detailed information about the imput
parameter values and calculations at a level of detail that would allow
another modeler to replicate the analysis. The outcomes of the BIA
should be presented in the format of interest to health care decision
makers. [n a computer program, options should be provided for differ-
ent categories of costs to be included or excluded from the analysis.
Conclusions: We recommend a framewaork for the BIA, provide guid-
ance on the acquisition and use of data, and offer 8 commeon reporting
format that will promote standardization and transparency. Adherence
to these good research practice principles would not necessarily supel
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ABSTRACT

Health care decisions are complex and involve confronting trade-offs
between multiple, often conflicting, objectives. Using structured,
explict approaches to decsions involving multiple critena can
improve the gquality of decision making and a set of techniques,
known under the collective heading multiple criteria decision analysis
{MCDA), are useful for this purpose. MCDA methods are widely used
in other sectors, and recently there has been an increase in health
care applications. In 2014, ISPOR established an MCDA Emerging Good
Practices Task Force. It was charged with establishing a common
definition for MCDA in health care decision making and developing
good practice guidelines for conducting MCDA to aid health care
decision making. This initial ISPOR MCDA task force report provides
an intreduction to MCDA - it defines MCDA; provides examples of its

use in different kinds of dedsion making in health care {including
benefit risk analysis, health technology assessment, resource alloca-
tion, portfolio decision analysis, shared patient clinidan decsion
making and prioritizing patients’ access to services);, provides an
overview of the princpal methods of MCDA; and describes the key
steps involved. Upon reviewing this repoet, readers should have a
sobid overview of MCDA methods and their patential for supporting
health care decision making,

Keywords: decision making, health care, MCDA, multiple critena
decision analysis.

© 2016 Published by Elsevier Inc. on behalf of International Scciety for
Pharmacoeconomics and Outcomes Research (ISPOR).
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; EUROPEAN METWORK FOR HEALTH TECHNOLO! SSMENT

Methods for health economic evaluations - A guideline based on current practices in Europe 1.0 2015 FDF
Version
Showing 1 to 15 of 15 entries — < Previous Next »

Guidelines under development

Title Status Planned publication
Critical assessment of clinical evaluations Concept 2020
Critical assessment of economic evaluations 3rd draft under public consultation 2019

EUnetHTA Methdological guidelines
https://eunethta.eu/methodology-quidelines/
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Budget impact test

From 1 April 2017 we introduced a budget impact test for technologies within the
Technology Appraisal and Highly Specialised Technologies programmes.

This will assess the financial impact of a technology over the first 3 years of its use in the NHS.

If the budget impact exceeds £20million, in any of the first 3 years, NHS England may engage in commercial
discussions with the company. These discussions are designed to mitigate the impact that funding the
technology would have on the rest of the NHS.

NHS England has indicated that it will engage in commercial discussions on behalf of clinical commissioning
groups, for locally commissioned technologies that are appraised by NICE.

A commercial discussion may not lead to an agreement between NHS England and the company. In such cases,
NHS England may request a variation to the statutory funding requirement.

Find out more

L Guide to the processes of technology,
appraisal - April 2018 (PDF)

3 Assessing resource impact process
manual (PDF)

Budget impact test (NICE)

https://www.nice.orqg.uk/about/what-we-do/our-programmes/
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PEKOMEHAALIN LWOAO PO3IPOBKW LUKAMK PIBHIE BINNWBY HA BIOXET NPK
OLUHLI 3AKYTUBM NIKAPCEKNX 3ACOBIB B YKPAIHI

0. M. Onewyk, T. M. Aymenko?, 0. B. NinAxxo, |. M. PomaHexnko™,
M. M. KnumeHko'=, 0. A. TonaueeceKkMiA®, M. B. Neneka®

Excrnepmyul koMimem 3 sidbopy ma sukopUCIMAaHHA DCHOBHUX AlkapCekux 3acobis!
AepwasHul Excrepmuul yenmp MO3 ¥rpainw®, Kuis
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Kneouoel cnosa:

OUHES MEIWHHWX TEXHOUMOTA;
BHAME ENNWEY Ha SOLHaT;
HayioHANEHWA Nepenik GCHOBHWE
NEEPCERAX 3A000E;

NiKEPCEK 3acobn.

MeTAE pOGOTH. POIP0GHKA WHANW PiEHIE BNMWEY Ha DHI=ET NPW OUiHE BEMBIHEHHA
NiKapCEXOrD 3acoly A0 HEWOHANLHOND NEPENKY DCHOEHMY NIKBPCLEWX 3acobis
{HaioHENEHOND Nepeniky ) Nig ¥at BHANITY BROHOMIMHDT BCHEXTHEHGCTI NiKAPCHRHX
zacobie (N3).

MaTepian i meTogm. 3 EMEDpUCTaHRM ABC-aHanizy poapoineHo pexoseHaaul
3 DUYIHKM NOTEHUIAHOM Bnmsey Ha Gmgmer N3 y pasi @oro EXNHMeHHA o
HayioHaneHworo nepeniky. B AocnigseqHH BMKODCTEHD O3, NpegCcTAENeH]
CHCTEMON]  QOCMEHEHHA iy othapmescnnopeps, Support in Market
Development (SMD) za 2018 pis.

Pe3ynbTaTH d oBroBopeHHA. Pospofnesy WEANY PIBHIE BNAWMEY Ha GHOgHET
PEHOMEHQOEAHD EMEDDMCTOEYEATH  GNA O iHSHCOEMX  HECN|gKE
JACTOCY BEHHA MEMYHOT TEXHONONT NPOTAMM BIANODBIAHOM YSCO80MD MOPW3I0HTY
— HA 0guH Ta Ginswe pokie gnA 3abeaneqeHHA HANEXHOMD PIBHA dYyHKYIDHYBAHHA
y cifjepi [MOpOHW 3A0P0E'A. FKLED BMTPATH Ha O0HY MEHAPOAHY HENSTEHTOEAHY
HazEy (MHH) npu zasmiEni 38 kOWTH GEPEEEHOND TE MICUEEDMD SoqweTie
MEPEEMLLYHITE A0 MAH IPH HA pik, To Enmae Ha Gogset Gyne HeaMipssil. Aoy
BMTPETH Ha OgHY MHH IHEXOOATLCA B Mesas aig 20 A0 40 Mns rpH, TO BIVME HA
HOHET — BENMEWIA. AKLL0 BMTPETH CTRHOEMATE Big 10 oo 30 MAH 1pH — NOMIPHAE,
8 MEHIE 10 MAH TPH — HEZHEMHWA. Mips ysoe exmoeeHHA 13 go HayioHanssoro
NEpENiKy A 38syNiEn 388N50aMd T YOTaH0BAMM OXODOHM IO0R0EA. WO
ChiHaHCYIITECA 3 MICLEEWX SHQHETIE, WHANS DIEHIE BNNWEY HE GHYHET MAE TAKY
rpagatyin: AKILD BATPATH HE OgHY MHH nepeEmuysoTs 17 MAH MpH HA piE, TO
BNAKE HE GogseT Gyae HaaMIpHUE, B MEax Big 6 g0 17 MNH IPH — Bemeil, B
MENER Bifg 3 50 G MAH TRH — NOMIPHAA, MEHLE 3 MNH — HESHEMHMWA.

BUCHOEKM. Ha DCHOBI NpODEEgEHOID BHAMZY AKTNiEEN: M3 3 HayioHaNEHOTD
nepeniky 2a 2018 pik pozpofineHo WKANY PIEHIE BNAMEY Ha GHIWET, AKE MAE
TAKy rPAJALED 33 NOTHPME MEHAMM BNNMEY. HAOMIDHWHA, BENMEWA, Nosipasil Ta
HE ii. MepcnexTs E BMEOPMCTAHHA LIKAMK PIBHIE BNAWEY Ha GHgHET
MAN OLHLY MEGWEHIY TEXHIIONA 3 METOH IXHEOM NOOANLLOND iHEHCYESHRA 28
HIOLWTH ASp#ABHONT TE MICUEEW: GIHETIE B YRpaiHi_

ISSN 2312-0967. PapsanesTHYHHA Yacomue. 2019, N 3
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PEKOMEHAALIT LLOAO PO3POBKU
LLUKAJZIX PIBHIB BMJ/INBY HA BIOAXKET

NMPW OUIHLI 3AKYNIBJI NIKAPCbKUX 3ACOBGIB B YKPAIHI

[Mpn ymosi BkntoueHHA J13 8 HINO/J13

[Mpn ymosi BrkAtoyveHHA J13 B HI1OJ13
ANA LEHTPA/IbHOIO Ta perioHaibHOro ANA perioHaNbHOro pPiBHA 3aKynisenb
piBHA 3aKynisenb

oo | S o | S o

> 20 < 40 000 000 BE/TUKMN > 6 < 17 000 000 BE/TMKWUIA
>10 < 20 000 000 NOMIPHUIA >3 €6 000 000 NOMIPHUM
< 10 000 D00 HE?)HA.""HHFI < 3 000 000 HE3HA‘-IHI°‘I|7I

https://ojs.tdmu.edu.ua/index.php/pharm-chas/article/view/10402
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