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Abstract

There is currently no established guideline for economic evaluation in Japan. This leads to the lack of
comparability across analyses and transparency. The purpose of this study was to develop a guideline for
economic evaluation based on expert consensus. Our research team consists of economic evaluation
experts. We identified the 13 sections as required for guideline development. The process of guideline
development was discussed during FY 2011-FY 2012. Based on member consensus, the final version of
the guideline was completed at the end of FY2012. Each item of the guideline is concisely and clearly
described with a three star rating, which reflects the degree of recommendation. While the “public
healthcare payer’s perspective” is standard in this guideline, other perspectives can be applied as
necessary depending on the objective of analysis. While the most appropriate outcomes can be chosen
by analysts, inclusion of quality-adjusted life years (QALYs) is recommended. A discount rate for costs
and outcomes of 2% per annum is recommended. The guideline is expected to improve the quality and
comparability of economic evaluation research in Japan.
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BOQLIETHL. HIZIE, UTOX) RFESEZ N5,

(A) JFHEH2ERIIBWTHRERNEZ AL, FEB
AR KPR T E o d o 72 HER R %2 52
T5. THICEMHZE - & - 2UN oY ES%E
e UCAEERAEHRT 5.

(B) EBIZEZIRN ORI L WA, Bk
T 2N AR FRIHFETE VAL (KH
FER Q) REEE 2 HERTT 5. RIS SRS D
TR & MRS BT B A - SR o
WEEZ2E U CAERRKET L. (Z0FETIE
RAFZEHEDZEENLG N Eh D, EENEZ BN
R 22 LB T 2LENDS.)

(C) B) Wb BFEELT, 18U EORERE
100% EARET 5. WHREFICB W THEFREFI
MFRTELRVERF SN A KRAIEZBRL) W
W AIEZE - 240k - VRO EEZ R LTk
FEPEIRR L 54, (ZOHE, BEEOmERIC
DOWTH100% EWET S Z &Hh 6, HEtE BE
R 2L ICHBTHAUENDS.)

10 ZI5]

10.1

TR ET BT Y M2 3EGI 2T 2 L%

FHE 5 5. Gekok)

1010 HEOLI2, B - 77 bA AL bITER
2% THEBIZATH L AT D, Gokl)

10.2

722U, ATHIAT 1 ARG, & A IR TZ D
WEPEHTEIRETHL L&, Fil2iTbiT
b I, Gededo)

10.3
EG1# L, REMTOXNRETEI L. Gokk)
1031 BH -7 P A EBITIER)~4%DHPH
TELE DI EZHRT L. Gokyy)

BRI EHEIIC B WL, BAET Y M AEED
RTHGI K DKW TH L. #5l12iTo72H L DB
TR S M2 AIClE, EROBMCiE #515:d
ZHWT

= Ci
(1+d)!

Cp

WCEoTEEENS, BHARTI, 73 itk (1]
CHREVEBINAER 3 HBHW LN DL 2 E DLW, Z
DORPIT VT LD WRETIZ R,

- HIG RO EHFEN NI~ G H 525, 1D2OD)
B LU CEBESOEEMNE Y 25 2 LA TE 5 [30].
T 10ERE O BRI EM (105E4) oflRizBssih
0 %151~ 1 %% EREICNE > T b. 20124 K3
£, HRTREEBR» %77 LAMEELTHY, CPI
(Consumer Price Index: {H# #HWlifE%) THEFENB X
ZO0%RIETHL I EEEETIUEL, 3%L ) HT
MK THLTEEYEH S, LoT, AHAL FFA4 T
FEDIRE L TC2% &2 MHTAZ L L L. ZodE[=
1, BAEORFELENIKRE LB LAY, RiEL
bEOIREEAT O LEND 5.

C FASENC B 5 A AESORBENAHE T, HTlsk
ELTAHHENTWES, ZOHGIRIIBAEDOFAN
EORFRNEZEZETLELETHOTHLIOD, &
HHEOBRKLHEEZFCE V) HGR 51X, EdoE
BIRERET LI LA EAET LS. Lal,
S CTRHOOEGIHRLHET S LiE, Bz IENE
LORROEEE RELHFICZ LR, HENEDH S
EEZoND. 72720, a0 e o Rtk RO 72
DI, BEGHE LT 4%DEGIRE 72500 %247
I LERPERL TV,

CHEAMEITIE, IPROBBEMIEAE R L T & ofE

J. Natl. Inst. Public Health, 62 (6) : 2013 635



TR, Fak, mHkD, T, R, A, R, RRED, SO, TERCMS, MARZ, MHRA, Ry, BT, M

Db L [31,32] T, BHETY M A TR ZEG R
EFRHALCW2ELDHL BIZIE, +5 5 [8], N
F—[33] TREM3%, T AL15%). AHA KT
4 VT, RIS B O K RN T
HHIEHEELT, BHHETY M 2% FEFETHDYH]
Lokl

11 EFILAHR

11

[5 W oINS X, FHRPNEEH %
FMFT B72DICET N (REBEFL, VI TETFTV
) T AT TH v, Gedeyy)

1.2
EFNVGH TR, FOEFVOELEICON

THICHERTH L. FlRIE,

(A) WNZELH: BEZD L) BHEDET VRS L
720N, WEOHRKZEMHEZ FMIELZONTVS
Ay, HHLTWBEING A — 513588 7% b DD

(B) #MOZY4 EoMoEKRT— 2 SE gL T, €
TN OO NHEEGT 25 #H Y % b O TH 5 95,
(o)

1.3
BTN RS BB L 72ARCGEIC D W TIEBIRELS
T A E. Gekok)

11.4
ETNERETLBIHEH LT A =5 L ZDT—
7= 22OV TIETRTRIBTE I L. (ekk)

11,5

ETNERET LB T 589 A= 12D50nTid,
[6 7 MO AIEEORR] 5 [9 AEHHLEOWD
W] FTORHNCHESLS D ET S, (k)

CERBEFEEIH VS Ty oI5 T, EF
WIZHS < (model-based) ZHT [34, 35] & kBRI D
{ (trial-based) #T [36] 1270 HZ & TE L. EF
WD LR, REBEF VR VT TEF I
[37,38] % & & AWV CH AN R EZHET 225, @H I
PR R Vo R SN T =5 EETIVOH
THHT 5.

—HT, Hit7T— 7 Tid e S EBIRRBRE I B 2 BE
LARVOMAEF—7 2B ENTENR, EFLVE
AT ZAT) SN TELLENH D, bl
RERICHED LI EIEN S, 72721, BEMoFr—%
FIET A2 ERWEETH 0T, BM OGN T
b OIEISHPNIZR SN S, T2, ESMICEF VI
MEHHT2ZE0H 5.

ELSDO5AEE Ly, RRICE ) —BICiZE
A BREERO fCEHliASERS T, NI 4
OB HITE T LS, SRk RO — AT itk o s
DOIRHESEH LD L v [39]. EFVERHWAY;
G, AT — 22 MaTHI LN TEL—HT, EF
W OREERIEHFIC L DRI E A Z T2 L b H 5.

L oT, EFNVERWIRIEREETMZ 1T ) W1,
ZDETNOZLBERRE, i L728T 2 — 5 &L
SN LBUNERow. 2, gWEUARET IV
DFGE%FHETE 2 X 95 @B ITHEME R T 7 VI
5% EORESLETH 5.

12 FERME O V) R

12.1

Hwsd B Ry — >, WREAES—BICE
57, THOHDECHHERITEEL G 2 5 WHRNED D
YR, BEO YT A REIED IR T 2 4T
IRETHS. (kk)

12.2

AT A3 RN D 72 ) AFEFEIED R & WIRRL T,
IVEHOGHI b HbETRET 22 L 2T 5.
(Fedke5lx)

12.3
RHEFEVEDOKRE VST X — ¥, FEBEOF— ¥ Tk
PEICHRDXRE LN T A — %, iEoF— % TR
HEDSd BREED & 5785 X — ¥ SO TIE, R
GHOMNRETHERETHSH. (ekk)

12.4
WHETHNL, ROBEIMEDDETEIL)
L. (k)

- R 2 AT ) LT, B4 e W O AR I
(uncertainty) 25& b 7% 9. TD X ) LAEEMEZ, fF
Y52 EAEPEVOTIERL GEY RO TH L,
ZHRHEDPAEETH LI EDRMTH D), AHESE
HOKEEEEBMIRT I EPNEETH 5.

< BUZE (heterogeneity) 1%, IEFROAFEEEDO—FET
HY, WEKIBEMCEHE Y — 2, WRBHEN—E
EE S WIRIZIRY. 2, RICHPIT B8%0
AHEFELE L FRL Y, BEHAREREEY oS 2
METIERL, BEFSHTHL I LIERT LS. 20
£ REVEMWPAET 2550, EEO Y ) FREER
DOV 2T T L 2R LTV 5.

CRFBOAMEFENEL, KEL (@) ETFNVOAFEEMNEE
(b) 789 X — % ORFEFEMEIHT B ENTEX D, FiE
DEFIVORFEFEMEE, 510 @-1h S LOAHESE
TR (2)-2FF N DR - (RESITRERT 2005 5.

636 J. Natl. Inst. Public Health, 62 (6) : 2013



BEFEHE VR AT ZE12 50 2 00T FEEICBS 2 74 K94 >

- (@) -1 L ORI, Sy R4 RO
AHE, QOLME O MIE KL HHmMICIE—BICED
LNV DIZEL L. NS E#T L2011, i
W72 BTN > THNEATH T EVHETH B3
G R EAERICKRE 2B 5 2 5546810121, —X©
JREEGHTIZ L > TEDOARMEFREDO K E S 25T 5.

+ (a)2F TV OREE - RGBSR T 5 I, e
RERHEE T T ZDEFMALE:, EFVISH ARG S
T A= OFER, BEHIMEBL TRNNZFEZ
TLODREFICL->THELD., BEGSITEFICL-T
A5 5.

< (b) 785 A= OARFEIFEMEL, 785 A —F OHEEMED
FOREFEHEICL > THEL L. BlZIE, d5EKRED
FCIO0ANFFIOANICA RV MR 572 LThH, HO
ARy MEEAER (B4 N> MEAERK) 1310/100=0.1T
Fawhdb Lihv., 20X ) RAEaHEIsERN 3 5
AFEFEPEITRAL S 2120, #H OB AT 2 TSR
Ry EE 0 HT  (Probabilistic sensitivity analysis: PSA) % 17
ITELLEHTH A, MEENKESE, EFT VDT
A—=F AR TIEDLIEICEY, YIalb—V3
YERATS T, WABRHRMARE, ICERD x5
CEDTES. MEEMEKESNOFRE, BHRE T
FicwHAKE 7y ML, F 28 AR R
(Cost-effectiveness acceptability curve: CEAC) [40, 41] &
L<Cf (y) =Pr (INB>0) #HEL ZEH N TH5.
72721, FESRMIRIE ST Tl Z OO AFEEME~ DI
ETELVWI L ICEENLETH S, Tz, REBRITHED
G OYt, 7—FANT v THEEZHWT, MHERKK
FEHTZATO T ENTES.

13 AMEEZHAN DM BRI E

13.1
BRI & bR T, ERHEAOEAIL 2 MK
YRR LT v, Geved)

13.2
W B RSB X SRR O3 X o THIIN S 5 AR
B GETEERE) ZHa55 2L, (okk)

13.3
MBS, ANERBEZLEONY (HDwikE
MCHEF B0 ) CTHMadT) LA THS. (K
*5%)
13.3.1 RBFEAPSOR L ST ABRLEEAES D
EOTHPELE LTS (AMEHEOL
). Gedok)

13.4
AT, 1 4FE~ 5 EREOEMH O b O % HEdEy
%. (ki)

13.41 72721, REIMZOHE LT, ERIREICE
L7202 RE LT v, Gedosl)

13.5
TEREAOFGNIEA & LTiTh . Gokk)

13.6

W B 2 S A B el I, FEE oM %
BIOEW BEoOBEMOEHEIGEZERETLRE) 2L
MLFE LA, AT 25413310 FHNIZ D v
T L. Gesesd)

13.7

IR E OB PR TE WA, ChEt s

Db HbETIT) T E2HRT L. Goky)

13.7.1 FEREREBEE I, ENIWELRLEICIZZED
S 22 fiff & L C ARl B AR B 0 S 2 [ R R 9
BEPOTD v, Geddlo)

13.8
WEHIH W A BEREOEST— F IZENO b O % 35
¥ 5. 72720, EPNICYMFRER A I3 T — 5
ERHHLTH v, Geokd)
13.8.1 HFHICTHWIZNFA—F L ZDF—F VI — R
FERETAZE. Gokk)

CEBHEAM B ASNDS T X B MBS
(Budget impact analysis: BIA) 1%, BE#EH oz %
W3 2B ESH & BT 5 LIRS R0wo
T, LIEEL 2T NEE S RvbiF TR, BIAKR
BT 200004 FI4 ¥ [42-44] HEENTWES
A, FEBEIATON TR TIREADR ST LD D)
i LOIES2EKEVE S5 [45].

- BHMBRGH T [5 54U o BN - T,
WEZEMT 20BN 2w 555, 1
BB B W 2 2B ORH 5 2 L%
W, 0w, RMOFREBEGSN 2T IHETHo T
b, b TEMOGHI 2ITH) 2L 2FEMNET 5.

- MO e B AR RS ARSI, FEREE R A E
BTV EBRMERCTREDD S B2, IR
BEDR O E BB RAD 575, FERGEEE S &
G0 D EEBRBRPENT 2567% L) OT, MEIEE
D BHYE LI 2 S 7200 4T 2 & w2l
™Yo,

- EBEANORBIEONH B DT, Byl bT,
IO RSO ZICB W T D WEETH T FERE DM 52
REEERZFMLTWAE I EDEE LW,

J. Natl. Inst. Public Health, 62 (6) : 2013 637



TR, Fak, mHkD, T, R, A, R, RRED, SO, TERCMS, MARZ, MHRA, Ry, BT, M

A

KAA KT A4 S, P24 BEIE A 57 B R0 72 2 fili
B4 BURRM ARG WIse g3 [RBRR AL % 0 L 72
EHEAGTHIED S D T3 A00%8] ¥ (FREIE) oObf
RO TH Y, LHIRILS L 0585 0k
WD VB DTHE. FREObL L7 H 14 FF
A 21%, oSG HENICT TICHIEINTE D,
HARITA VOBRTMIETRELSATTRTH S
(http://hta.umin.jp/guideline_j.pdf) .

ARITTIIARIN TV S FddiGENO T4 K5
4 VR E L7012, RERERE OB
WZ—EBBE > TRV, RIEIC DWW TRIKIZ S E w7272
W7z HRETRICIEHT 5.

SEW

[1] Gold MR, Siegel JE, Russell LB, Weinstein MC. Cost-
effectiveness in health and medicine. New York:
Oxford University Press; 1996.

[2] Hay JW, Smeeding J, Carroll NV, et al. Good
research practices for measuring drug costs in cost
effectiveness analyses: issues and recommendations:
the ISPOR Drug Cost Task Force report-Part I
Value Health. 2010;13:3-7.

[3] Garrison LP, Jr, Mansley EC, Abbott TA, 3rd,
Bresnahan BW, Hay JW, Smeeding J. Good research
practices for measuring drug costs in cost
effectiveness analyses: a societal perspective: the
ISPOR Drug Cost Task Force report-Part II. Value
Health. 2010;13:8-13.

[4] NICE. Guide to the methods of technology appraisal
2013. London: The National Institute for Health and
Care Excellence; 2013.

[5] CADTH. Guidelines for the economic evaluation of
health technologies. 3rd ed. Ottawa: Canadian
Agency for Drugs and Technologies in Health; 2006.

[6] PBAC. Guidelines for preparing submissions to the
Pharmaceutical Benefits Advisory Committee. 4.3
ed. Canberra: Pharmaceutical Benefits Advisory
Committee; 2008.

[7] TLV. General guidelines for economic evaluations
from the Pharmaceutical Benefits Board. Stockholm:
Dental and Pharmaceutical Benefits Board; 2003.

[8] CVZ. Guidelines for pharmacoeconomic research,
updated
zorgverzekeringen; 2006.

[9] NOMA.
pharmacoeconomic analyses. Oslo: Norwegian

version. Diemen: College  voor

Guidelines on how to conduct

Medicines Agency; 2012.

[10] HIQA. Guidelines for the economic evaluation of
health technologies in Ireland. Dublin: Health
Information and Quality Authority; 2010.

[11] PHARMAC. Prescription for pharmacoeconomic
analysis. Methods for cost-utility analysis. version 2.1
ed. Wellington: Pharmaceutical Management Agency;
2012.

[12] ISPOR. Health care cost, quality, and outcomes.

Society for
Pharmacoeonomics and Outcomes Research; 2003.

[13] Drummond MF, Sculpher M]J, Torrance GW,
O’Brien B]J, Stoddart GL. Methods for the economic
evaluation of health care programmes. third ed.
Oxford: Oxford University Press; 2005.

[14] Stinnett AA, Mullahy J. Net health benefits: a new
framework for the analysis of uncertainty in cost-

Lawrenceville: International

effectiveness analysis. Med Decis Making. 1998;18:
S68-80.

[15] von Neumann J, Morgensternl O. Theory of games
and behavior. 3rd ed.
University Press; 1953.

[16] Torrance GW, Thomas WH, Sackett DL. A utility
maximization model for evaluation of health care
programs. Health Serv Res. 1972;7:118-33.

[17] EuroQol G. EuroQol -a new facility for the
measurement of health-related quality of life. Health
Policy. 1990;16:199-208.

[18] Tsuchiya A, Ikeda S, Ikegami N, et al. Estimating an
EQ-5D population value set: the case of Japan.
Health Econ. 2002;11:341-53.

[19] Brazier JE, Yang Y, Tsuchiya A, Rowen DL. A review
of studies mapping (or cross walking) non-

Princeton:  Princeton

preference based measures of health to generic
preference-based measures. Eur ] Health Econ.
2010;11:215-25.

[20] Minds. ##H A K4 AMEROTFHI &, Hul &
FEBE 5 2007.

[21] Jansen JP, Fleurence R, Devine B, et al. Interpreting
indirect treatment comparisons and network meta-
analysis for health-care decision making: report of
the ISPOR Task Force on Indirect Treatment
Comparisons Good Research Practices: part 1. Value
Health. 2011;14:417-28.

[22] Hoaglin DC, Hawkins N, Jansen JP, et al. Conducting
indirect-treatment-comparison and network-meta-
analysis studies: report of the ISPOR Task Force on
Indirect Treatment Comparisons Good Research
Practices: part 2. Value Health. 2011;14:429-37.

[23] Song F, Loke YK, Walsh T, Glenny AM, Eastwood
AJ, Altman DG. Methodological problems in the use
of indirect comparisons for evaluating healthcare

638 J. Natl. Inst. Public Health, 62 (6) : 2013



PRFEAE T RFAZE 12 B0 B 0 TR 74 K4 >

interventions: survey of published systematic
reviews. BMJ. 2009;338:b1147.

[24] Lee RH. Future costs in cost effectiveness analysis. J
Health Econ. 2008;27:809-18.

[25] Meltzer D. Response to “Future costs and the future
of cost-effectiveness analysis”. J Health Econ.
2008;27:822-5.

[26] Garber AM, Phelps CE. Future costs and the future
of costeffectiveness analysis. J Health Econ.
2008;27:819-21.

[27] Feenstra TL, van Baal PH, Gandjour A, Brouwer
WB. Future costs in economic evaluation. A
comment on Lee. J Health Econ. 2008;27:1645-9;
discussion 50-1.

[28] Koopmanschap MA, Rutten FF, van Ineveld BM, van
Roijen L. The friction cost method for measuring
indirect costs of disease. J Health Econ. 1995;14:171-
89.

[29] Knies S, Severens JL, Ament AJ, Evers SM. The
transferability of valuing lost productivity across

between
pharmacoeconomic guidelines. Value Health. 2010;
13:519-27.

[30] Paulden M, Claxton K. Budget allocation and the
revealed social rate of time preference for health.
Health Econ. 2012;21:612-8.

[31] Gravelle H, Smith D. Discounting for health effects
in cost-benefit and cost-effectiveness analysis. Health
Econ. 2001;10:587-99.

[32] Claxton K, Paulden M, Gravelle H, Brouwer W,
Culyer AJ. Discounting and decision making in the

jurisdictions. differences national

economic evaluation of health-care technologies.
Health Econ. 2011;20:2-15.

[33] KCE. Belgian guidelines for economic evaluations
and budget impact analysis. 2nd ed. Brussels:
Belgian Health Care Knowledge Centre; 2012.

[34] Briggs A, Claxton K, Sculpher M. Decision
modelling for health economic evaluation. Oxford:
Oxford University Press; 2006.

[35] Weinstein MC, O'Brien B, Hornberger ], et al
Principles of good practice for decision analytic
modeling in health-care evaluation: report of the
ISPOR Task Force on Good Research Practices—
Modeling Studies. Value Health. 2003;6:9-17.

[36] O’Sullivan AK, Thompson D, Drummond ME
Collection of health-economic data alongside clinical
trials: is there a future for piggyback evaluations?
Value Health. 2005;8:67-79.

[37] Beck JR, Pauker SG. The Markov process in medical
prognosis. Med Decis Making. 1983;3:419-58.

[38] Briggs A, Sculpher M. An introduction to Markov

modelling for economic evaluation.
Pharmacoeconomics. 1998;13:397-409.

[39] Sculpher M], Claxton K, Drummond M, McCabe C.
Whither trial-based economic evaluation for health
care decision making? Health Econ. 2006;15:677-87.

[40] van Hout BA, Al MJ, Gordon GS, Rutten FF. Costs,
effects and C/E-ratios alongside a clinical trial.
Health Econ. 1994;3:309-19.

[41] Briggs A, Fenn P. Confidence intervals or surfaces?
Uncertainty on the cost-effectiveness plane. Health
Econ. 1998;7:723-40.

[42] Mauskopf JA, Sullivan SD, Annemans L, et al
Principles of good practice for budget impact
analysis: report of the ISPOR Task Force on good
research practices-budget impact analysis. Value
Health. 2007;10:336-47.

[43] Marshall DA, Douglas PR, Drummond MF, et al.
Guidelines for conducting pharmaceutical budget
impact analyses for submission to public drug plans
in Canada. Pharmacoeconomics. 2008;26:477-95.

[44] HIQA. Guidelines for the budget impact analysis of
health technologies in Ireland. Dublin: Health
Information and Quality Authority; 2010.

[45] Orlewska E, Gulacsi L. Budget-impact analyses: a
critical review of published studies.
Pharmacoeconomics. 2009;27:807-27.

Appendix : (B§FE—E)

- BIA: Budget impact analysis, ¥ B8 55#r

- CBA: Cost-benefit analysis, % JI i 355541

- CEA: Cost-effectiveness analysis, 2 JH &0 %7541

- CEAC: Cost-effectiveness acceptability curve, 2t &4
Z 2

- CMA: Cost-minimization analysis, 2% F & /IMLs3#HT

- CUA: Cost-utility analysis, Z¢ H %I H 734F

- DPC: Diagnosis procedure combination, 2 Wi# 4538

- EQ-5D: EuroQol 5 dimensions

- HRQOL: Health-related quality of life, fdkBH#QOL

- ICER: Incremental cost-effectiveness ratio, 452 1 %)
R

- INB: Incremental net benefit, 3 45-#iff 7%

- ISPOR: International Society for Pharmacoeconomics
and Outcomes Research, [EIBRESELEF - 77 M A A00F
pinsaeay

- LY: Life year *E474F

- NICE: National Institute for Health and Care
Excellence, [ 7 {18 =B 5L T

- PRO: Patient-reported outcome, BHHE T 7 b 71 &

- PSA: Probabilistic sensitivity analysis, i 5 (1 & /47

- QALY: Quality-adjusted life year, B #A%4: ££4E
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- RCT: Randomized controlled trial, 5 > %" A {b i i ER

- SG: Standard gamble, FEHE I 1T
+ TTO: Time trade-off, #1507
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