17

ve/30366

4)Pearson SD, Rawlins MD, Quality,
innovation, and value for money: NICE
and the British National Health Service.
JAMA 23;294(20):2618-22, 2005.
5)Guidelines Manual-Appraising Orphan
Drugs, NICE, http//www.nice.org.uk,
2006.
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# 1. PVP O AIRD 5 EEERE QOL MO ST

Time : Pre
r/’p PCS-8 MCS-8 EQ-5D VAS
PCS-8 - *x¥
MCS-8 -0.605 -
EQ-5D -0.279 -0.188 - *
VAS 0.078 0.207 -0.410 -
Time: 1W
r/p PCS-8 MCS-8 EQ-5D VAS
PCS-8 -
MCS-8 -0.293 - * *
EQ-5D -0.221 -0.435 - *
VAS 0.199 0.363 ~0.399 -
Time: 1M
r/p PCS-8 MCS-8 EQ-5D VAS
PCS-8 - *k *k *
MCS-8 —0.551 - E23
EQ-5D -0.828 0.710. -
VAS 0.486 0.140 -0.291 -
Time : 3M
r/p PCS-8 MCS-8 EQ-5D VAS
PCS-8 - * Kk ok
MCS-8 0.448 - * *%
EQ-5D -0.624 -0.491 - *k
VAS 0.702 0.668 -0.594 -
Time : 6M
r/p PCS-8 MCS-8 EQ-5D VAS
PCS-8 - * *
MCS-8 0.377 - *
EQ-5D -0.784 -0.787 -
VAS 0.726 0.613 -0.649 —

*:p<0.01, *¥:p<0.001 Simple Correlation
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Clinical effectiveness (pp.85-87)

[ER IR _E DA St |
Iris Pasternack, Tuija Ikonen, Sigurdur Helgason, Sami Kajander, Heikki Ukkonen, Marjukka
Mikeld

Methodology
FiE

DWHN OB DML BT 5 72 DICR G EIBNRRET V1 L3, BERLERRAR
T&éﬁ,@%&m%ﬁﬁkbtﬂﬁ%m%%%%i%’L#ﬁbnfw@W®ﬁﬁ%?
H5. LI L2WETOA M2 ESROICEE LICBRRRBRATO T 2RnE LT,
”%&m®§é ERBUIEE, BETHE, WE~ORBNRECETLT - BN FETR
i, Zno0F -2 2 lAEhE THRKRESICKT 2 MEMICEHT S & T
5., BETAELO, BHROMET —F 2lABELELHE, TLOOFENRLL
TR—OFEBEFREL LTS L RRELIDON, EWVWIHIRATHD.

Optimal study types
S TR T A

1. Direct trial evidence

EEMZABRIET R

BELEHEENEVOI, EBERERARRER RCT) Ths. BEHLLLIEBEEZ, BF
OBEBITERND 7NV —TF L LORHET 2 5 7V —T7 L~ L BIERIIZTT,
ERREOHELZTMT 2 HETH S, MOWEBFE, #il2iEa—5— FFZEERESX R
HFIL, FEASATARECLARENEVI EICHETRETHD.

2. Linked evidence
Mg T A

AR EEMCE LEFRERFELRVOTHNIE, MOERZAIE L TSI
FHRAADETC, AOMEEMBEMICEN TR/ TES. UTORT, AEERILO
RN DHET VA 2R L TEBL.
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BEANOZEND | BELECEHRKSR

SWREEICET AN TIZE T, WL LTWHERECKRA, BBEN, Fofosks:

,w%ﬁf@%%wﬁ%@&wDﬁﬁﬂBﬁﬁkﬁﬁﬁéﬁxk%ﬁﬁ%?:yﬁ?é.

BRESTHE, BHBET — 2 0L CREEINOEMMEZBEHTELZ L2355 . 015,
ﬁtﬁﬁwﬁmm aR ML, Bet, FEREXMELTWAIHEETHS.

BEEHNG LR L1, FRBEERTOBEAR, BEEHOPROM EIZEZ D
HEFPAETILOTHD. ZOBEZRPEEIZRD ORI, BMBL2HETOZEAD
BE THD.

REMRBEEITEAOBE TIE, ERANCEHT A PoBRIIBETHICIEEL K
EERWEDIRERBEIN TS, L LIMOBAETHE, BT X FOERR, BEEH
BT B EMOEBREICEHENEETSH Z LR ERAER 5 RN

FBEEEMENLELRD01E, HERICETLIERBREIL, BT X ORI
@§$,ﬁ ITBREFEA ORI, FEERIITHAETHD. 5T, BHT AL

HEBNPRENSGE, B ZTEE ORI MFﬁéﬁwfé%%?xb% BREL
K%®EF§#£&6%%%N%&Lté%ﬁ&ﬂm%ﬁot b BE BRI E
Brhd.

HLWBEERERAY v b ET AT v hORFELELTHE, Hl2XEEEOEKTIC
iéﬁéﬁwﬁhi%Liﬂéﬁ,%ﬁﬁ®ﬁ?ﬁﬁ5%6,%%ﬁ:i@¢é?ny
FEAHT SRR, BERESWRERTHS. £, ARROHMERIZIDZBHTA D
ﬁ%%@%ﬁ’ BRERESIIIERATHS. 2120 uw&ﬁ%m%%wé ENT
ERIn m%ﬁﬂﬁwﬁﬁﬁ% ﬁ&#mf%éﬁA IROENTWDZ LIZBET
EThbH. %M%Fwﬁhﬂﬁﬁﬁﬁwmh’#Uomfn&wFA &, EERERKR
KRBREIThRITIZAR L.

Quality Assessment & DEEI

1. Direct trial evidence EHERRRBE-ET X

! Guyatt GH, Tugwell PX, Feeny DH, Drummond MF, Haynes RB. The role of before-after studies
of therapeutic impact in the evaluation of diagnostic technologies. J. Chronic Dis.
1986;39(4):295-304.

Medical Services Advisory Committee. Guidelines for the assessment of diagnostic technologies.
August 2005

3 Bossuyt PM, Lijmer JG, Mol BW. Randomised comparisons of medical tests: sometimes invalid, not
always efficient. The Lancet, 2000 11/25;356(9244):1844-1847.
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2. Linked evidence
BEMARTET VA

LM & B E, RO TA2EME L Vo EROBERICE L T, AREE
DS THHZICEHRLTHS.

M 72 I E BN EEALBRABRICH L TEO AV vy b eTF A Y vy MZEL TR
MSAC’D 69 BICF = v 7 U A hEFTEHEN TS,

B L B B RIS OV T, EFIV Y — AR L RO EEE (MSACT0 HE SR
D L) TEETIIEIY. SA T ABERITERE RDBHEOER, BT R MNETOF
B, TAMEROFTMTHD.

Costs and Economic evaluation (pp.93-97)

E-gi: Ry 20 R il

Methodology 5 iE

UUTFOF 11, HTA KT 2 4 EORFFFTMEMEZ E L Db D THD. EhEh
DAL, EFEREORETFE, RORKEFOEME VIR TR SN TS, FMD
BEZ EZICBL OO0, FOXIBRT— A RFERICHEETION, BNzl L 57
YTXARNTEOFEZIT Y O, EVWHIEAIIEUT, Zhb 4 FEOFFMmE T
BHRETHD.

* Moher D, Pham B, Jones A, Cook DJ, Jadad AR, Moher M, et al. Does quality of reports of
randomised trials affect estimates of intervention efficacy reported in meta-analyses? Lancet 1998 Aug
22;352(9128):609-613.; Schulz KF, Chalmers I, Hayes RJ, Altman DG. Empirical evidence of bias.
Dimensions of methodological quality associated with estimates of treatment effects in controlled trials.
JAMA 1995 Feb 1;273(5):408-412

> Medical Services Advisory Committee. Guidelines for the assessment of diagnostic technologies.
August 2005.
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BFEFORSWMOERN2E X T LI1E, ~NVAFTICBIT 2 EREBORKEL, b, &
BEOBFEOT CTEADORBERELBAIETD, LVWIHIRETHD.

Perspective FE4Z D FEMEL A




DX AN EDOLIRT U NI LESIITHEADLNE 200, &) EE,
W B D RFEFIRTEMEIT O O, EWHRIEEEBICEEL TV A. Fl X,
e WO BAENSGE XD HIE, ABRMBOEMRIZ= X FORIBIZER 2006 LAy
N, HEERO IR FETEHET S0, HENRBANLGEZT, a2 X MPRRFIZ
WRTHAHEELFET LI OTHS.

BARMICIZZR 5 L EARB AN OBREENRFMEITORETHS. KLAENICSE
ZBHRBIE, HEEEOBEND, TOBWEMIEIHOWDaRX TV M LEE
E-BE BT AR TH DS, FEOHEEKVIAA TP OTHNIE, ~VATT -
Yy Z—DEERS, FIENOLOBE, FROBL, BEOBLR, LVoltbDREXDL
NBEEA5. BEREICEOBEEZAVWDIOMNE, BEZNRFEMOEMICL > TRRST
5. #HELEOBRESVEEL OI1F, HE22R0BRAPLEZRY, RO EREI
MR BIE, FROBAEZRESOPERTHD.

Cost # H

a2 MHEOFFEEIZIDICARBTE S, b, aX NERORE, =X MNOREM, &
BEROFEMTHD. EFTREDLI REBEFEVPANVLNTHEONERELRTHIERD
V. FORICESIICBA SN TV A EROEDORENThILE. BEBEIZEOBRAED
FEMAMETHD.

BEHEMNLaR N, RBLERERCEEBEL V2500 L3R M Y. B
723 R RORNERE LT, ~VAZT « 7 Z—RNEOa R b (B, R, #H, A
By T E) RANATT w7 Z—AEOa R b (FxX, @RICET DEM) NEE
T 5.

MRy 2 2 b & LT, FIAIRRBICERT 5 BE0Rbi-@BRHE, EEiNHo
KBTSy, BEICLAERbNEFE, RENFETD. KbhWifiGeEHT2FELLT
X, ABEAET VBB R NETANREET D, Rt e v ) Mg X b
SIS END Z EREND, 2 X MNIRESHTRLa A FIAESTICLETD =R b
IHZSA L TOHOMTRETH D, FEDNEFEEVIHEEL, BHEFYO LD s
PB4 LIRE LTIV 220,

ERERER, BEMECHRE L ZERAER=2A D EHIEICRET XX THS. €5
TRITNE, BRARETTEOT—2RERATERI Lo TLEI DL THSD. FiFMm
2BL, EENRaX NEMENLI A M ERESLTHRETLIZIENREENS.
Outcome 7 7 b H A

® Drummond M.F, Sculpher M.J, Torrance GW., O'Brien B.J., Stoddart G.L, Methods for the Economic
Evaluation of Health Care Programmes. Third Edition. Oxford University Press, 2005.; Drummond M,
Manca A, Sculpher M. Increasing the generalizability of economic evaluations: Recommendations for

the design, analysis, and reporting of studies. International Journal of Technology Assessment in Health
Care 2005;21: 165-71
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PERERZ2INAFHETIEEERE L TR, BET U MY LAEELIL, FETROKER
FLEWoTIHROEIE L IXERY, EAOBRBREBIZEET 2 HE0 - 409 - BFHA
HELEALRIETHD. BET U NI LABEZREET A0, RBZLIBRERSL
TWAPRECHANTE, PRABECER LEFERY, BROFENFEEL WD, &
HHNBRBEFLFTMITHEAAND 2O, MENOFERXICL VEELTILERD
L7280, RAEXLKRLPAEORHNWFELZSBRITAVD LT EHEIRETHS.

o 2 B85 FR(ICER)
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FERE LT, UTORO IFEANEETS.

A R 9 TR WL, YHLOEINMKZEE LV O, BHNOSHALETHS.
FOOITIE, 7Y M LAOHEEICHTINATR MO THE IR NEEESROE
HETbRTER bRy, a2 MEMESRLIE, BRINAENS, 1 oo
BT NI AOWEBILETSHIAMNDIETHD. H2ENBEMOERDO-HIZaA
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Threshold cost-effectiveness and net benefit approach

o A PEHRMERE & EREE ST

MAD A NREEOHIENE, 77 A1 BEMNYEV 2, FERTERETO=aR
FEEBPITHION, EWVWIBAICEASND. ZOBALIFAL, X MRERERED Z
EThHDH. TADa A MHERMERBEL VIKTHE, ToA A= R MR (B2,
ANVATT OBEMEW EXED) THD MBI, WITHAD IR FRIRESEIE S
DETNIE, FONMATT A MR LTSNS, o AICKT 5 BIRELT I,
ANIVAE T OPRE R ESED I EIZER LR,

FEDNT 2 X FRHEMIE S RIZES HOOLNTWA O PIETH L P, BAaROREED
HolE, BEERERS>TVBENAOTEMEOESWVICITERROBETHD Z LICEER
TRETHDH., BEMREZHRLU-FMETO VO THONIE, ERERSHTBERT
D, 3R MNEEIMEST OBEE B RIT 5120, IENGEEFEIR(NMB)SIE B E (IS (NHB)
EV o IEERE THD.

Model ling £ 5 1k

BEFENRT —FRWET — ¥ BETRIFEELBRWVES, b L IXEHNRERT —4
NHEMERERT — 2 2A4E L i b 2ngGae, 7 2 AW REFERHE
MELRL, ZOXIRBARITIESAVLRTWSETIVE LT, RERBITET V=
NaTETFINGEETS.

" Drummond et al., 2005; Drummond et al., 2005.
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Sensitivity analysis BE S

BREZNLTMIZ OBRE, KEENLFECESOTEHENZHEEZ AV TY
5. RIRA—=BZOLOOREEEIINCL TH, BRFLAL2TM, BOREENRET
NSHE, BEONRTA—FEO, LT ULHEL TV RVBERERRE L TVWE I E
WHEETRETHD. - T, BEFORIPMIIT, ST7A—FEBEROTHEELELZZE
WCANDERERZOTHD., DEVRESIICLY, BEZHNOMCL-TEONT-FKERED
BEEEZHL LN TELOTHL. BEFFMEZIT 5 BT, RERI DT THIL,
RGBS ThHN, HTRESTEHIIT o TR AREXYThH D, Bz, FHICAV D&
FEEHTTVICE L, RHEERZ S TOBEL ODANERB O RICRIETEEL S
ETDH0ICiE, BT +H02E 0 ORESTETLRITIR LRV, FFEDOANEKIZ
DEMESWETLRVOTHNLE, TOHBZLNTHRLTENITIE RG220, R
FeEMZ RT3 72 DD FEIZ- OV TIE, Briggs et al 1994, Briggs et al 20062 2R D = & .

Discounting  E[5| =

REOHDRRTOAA LT U M AL TREFIRFEMZIT 2561, 0K
EIC—EOEBIREZ MK LR2THIER LR, EEIRE L, REOHLESICBITSaX
MR A BEMEICRE T A2FETH D, BB RLTHNLE T, BR2AH0oa R
T T NI LOERNAREICRDDOTHD. 72, BI5IREA VT VRLEEZRRAL T
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Transferability of resource utilization and unit cost elements
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FrCERH T 5 O ARAHEED, aA s - T—X 02 DEFRIZONVTL, BHTEX354
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FENZERFAT — B2 A MERT — X IXH oI ULPEBHTERWLOER, £
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EOETIE, FOXIREREENETOR, AOTHA00, LW0WHT—2i%, EOD
HTAFREFICOFERAZERTH S,

¥ Guidelines for the Economic Evaluation of Health Technologies: Canada, 3rd edition, 2006;
Guidelines for pharmacoeconomic evaluations in Belgium: Brussels, 2008

% Briggs A, Schulpher M, Buxton M. Uncertainty in the economic evaluation of health care
technologies: The role of sensitivity analysis. Health Economics 1994;3:95-104; Briggs A, Claxton
K, Sculpher M. Decision Making for Health Economic Evaluation. New York : Oxford University
Press, 2006.
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Safety (pp.60-63)
Tt
Nicholas Hicks, Marta Lopez de Argumedo, Alberto Ruano Ravina, Nieves Sobradillo, Alison

Price, Antti Malmivaara
HiEiR
R

AR OREMETMICIIERN T T o —FRNLETHY, ZeMICETIERFO
E, F—F O - AR FERICIE, HTA THOLWOLBNRTWEH LW AFENLEROTH
B.

REEOFTMZB O TEE T NEAEIIZIKIZEL D, ETIXENLONEICET 5E
FETRL, 7Y M LAOREFEZEHEELRTIERL WY, E-, TR ERDN
AFEWRBH LN AEFO AN DR FIFREBE L TBRITNIER 5220,

MABHRHHIC B O CIEA L2l Tr — Y ORYEATIERIE, LLTO®EY Th
L, FNBREDL IR THDION, TA4 7V A I N0EOBEETEOENEFTMT 5
O, TOFEMERONTVWSBREOE, HECHEFRICETIEEE L BEHE L ST
HD. £, AEFRICHETIHERTHEY THo72 0, HEORHFBRSEHEN B L
TVWARY, LWoRERICKY, BURT —F2/ETERVWGEELEETDIILILEE
LTBIRITNITR L.

WoT, A RERBICLYMNERT—XDO—E 450, HTA OFEEITHZ2WVWEALH D
‘5L, HET—ZBTR/TEFHONTORVRIET, EREICETENRBEZ{TD
LH5%BRVEESLHEET LY. Hx ORET VA o OEMHEIZ OV TIX, Jefferson and
Demicheli i2 LB L B a—LRBBOT L.

FRRABR TR & 75 BERITHEBNI/ NS R LDIZEE-TLE Y o, BREHEED

10 Kong Loke Y, D Price, A Herxheimer on behalf of the Cochrane Adverse Effects Subgroup.
Including adverse effects. In: Higgins JPT, Green S, editors. Cochrane Handbook for Systematic
Reviews of Interventions 4.2.5 [updated May 2005]; Appendix 6b.

' Busse R, Orvain J, Velasco M, Perleth M, Drummond M, Giirtner F, Jorgensen T, Jovell A, Malone J,
Riither A, Wild C. Best practice in undertaking and reporting health technology assessments.
International Journal of Technology Assessment in Health Care 2002; 18(2): 361-422.; Ioannidis JP,
Lau J. Completeness of safety reporting in randomized trials: an evaluation of 7 medical areas. Journal
of the American Medical Association 2001; 285: 437-43

12 Jefferson T, Demicheli V. Balancing benefits and harms in health care: observational data on
harm are already included in systematic reviews. BAJ 2003; 327: 750
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Sources of evidence on safety (harms)
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Search strategies for safety information for HTA
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F— B WNEDOFFIZ OV TUIAIIR L TEBLERD Y, BRICEZ OB Z 0FE
WKWOWTHETWS., EBLTHEBINTWADIE, BFHRNEOCHEBEE L BFHROSE &I
FL—F - F70BRBRICHD, LWIFEETHD. ZDRIZBE L TIX, Cochrane Handbook
BAFERR L E 2 =% {ToTns, —RIICE - T, T— ¥ OREHFHZ LT 52 & (T

B Loke YK, Detry S, Aronson JK. A comparison of three different sources of data in assessing the
frequencies of adverse reactions to amiodarone. British Journal of Clinical Pharmacology 2004, 57.
616- 21

M Loke et al., 2004.; Mclntosh HM, Woolacott NF, Bagnall AM. Assessing harmful effects in
sgrstematic reviews. BMC Medical Research Methodology 2004; 4: 19

> Kong Loke Y, D Price, A Herxheimer on behalf of the Cochrane Adverse Effects Subgroup.
Including adverse effects. In: Higgins JPT, Green S, editors. Cochrane Handbook for Systematic
Reviews of Interventions 4.2.5 [updated May 2005]; Appendix 6b.
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Synthesizing and analysing evidence
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16 Busse R, Orvain J, Velasco M, Perleth M, Drummond M, Giirtner F, Jargensen T, Jovell A, Malone J,
Riither A, Wild C. Best practice in undertaking and reporting health technology assessments.
International Journal of Technology Assessment in Health Care 2002; 18(2): 361-422; Golder S,
MeclIntosh H M, Duffy S, Glanville J. Developing efficient search strategies to identify reports of adverse
effects in MEDLINE and EMBASE. Health Information and Libraries Journal 2006; 23: 3-12; Golder
S, Yoon Loke, McIntosh H M. Room for improvement? A survey of the methods used in systematic
reviews of adverse effects. BMC Medical Research Methodology 2006; 6: 3.
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Busse R, Best practice in undertaking and reporting health technology assessments. Working Group
4 Report. Int. J Tech Ass in Health Care 2002:18; 361-422. (Table 17 p 395)
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