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BEIEEE G HBEE HINERRHEEE4H4% Office of Technology
Assessment(OTA) » HEHRBUGIRZ - §° 1995 FFHNTEEE F BB (i HUR B THELR
FRERR - B - HRATAAE TSR RTAHARE T B SRR R 2E

FAGEEAS TAF(E 1) -

Timeline of U.S. Organizations Related to HTA

Medicare Evidence
Development &

Advisory Committee U.S. Preventative Coverage Advisory Institute for Clinical and

on Immunization Services Task Force OTA c tee ic Review

Practices (ACIP) formed (USPSTF) created dismanted| (MedCAC) created ICER) founded

1964 1984 1995 1998
=
1972 1989 1997 2003 2010
Office of Technology Agency for Healthcare AHRQ establishes Drug Effectiveness Patient-Centered
Assessment (OTA) Research and Quality Evidence-based Review Project Outcomes Research
established (AHRQ) created Practice Center  (DERP) initiated Institute (PCORI)

(EPC) program established

Source: Health Technology Assessment for the U.S. Healthcare System(Leonard D. Schaeffer Center
for Health Policy & Economics,2020)
@ Stanford | saooiotmedic

[l 1~ S<E HTA AHBHSH SR IR R
S0 AR EIBZ A THVAR 7 R B A HIE] > A — LR S EE R R IR
SR B MASEFAE B AR - fE3R5E] - VG amesy)/e HE:
RN A G HEL TRRS MY B HSGEAS © EEIRRIRTARAVEIR - SRRHETS
HE MBI - WEEE—EE(E 2) -

Clinical Evaluation V.S. Economic Evaluation

Mastering health insurance budgets

Numerous private insurance markets
add budget implications

-No one has the budget

Drug Approval Clinical and Economic Clinical, Economic,
only Evaluation and Budget Impact
® ( J @ ® L J
Clinical Evaluation Clinical and Economic
Evaluation;
NoHTA parallel Budget Evaluate
process Impact Information* All elements

. " ICER (U.S.)
Medicare Part B' France® Canada Australia

Medicaid* Germany® U.K.

Source: Health Technology Assessment for the U.S. Healthcare System(Leonard D. Schaeffer Center
Stanford
@i schoslotiedcne for Health Policy & Economics,2020)
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Linking HTA results to pricing decision

Free market Government-mandated [compulsory) market

Taiwan
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[FEIHY © PEAMERS RS T > SRS AR AR AT AT TR B R E SR
BRI AH A b O 2I0E SRR A BRI HY R TR > A
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BIan > R e HR TR SRR PR TR ~ SRR

ANCORZREGFEE: ~ MRl - A EB A BRI 2] 1 B
MR RS (BRI R o AL T Ry 235 - 2B 5SS
R B RN i A B EE B (Incremental cost effectiveness ratio, ICER) » {H E Hriig
FFRFRIRTE - HASEATRHGAH AR n] R 5 QALY 20,000 #5§% % 30,000
FIHE Ry T REZ PG - 1T T SR AR H AR AIEE R B R 68 3 GDP HY =52
AFERAR R - ARG EUE TR R R G 2 A B R A X -

LlEaB RO - R et S E R St & 25 556 ~ AR Re IR
AR R s AR RS &R SR (] 4 ~ [ 5)

Methodological recommendations of included agencies
for clinical efﬁcacy or effectlveness evaluatlons

Country Comparator Presermed data source

roatia [
Finland 1 Head-1o- Head RCTx: SR
and MA
France [40] Head-1o-head RCTs
Germany [43] All therapeutic relovant Head-to-head comparisons
ateratives
Hungary [44] The wchnologics routinely Head- to-head RCTs: SR and Y
used and reimbuned in the  MA of RCTx
retand | ality RC R
Norway [50] RCT: SR
otand [51] R of R
e 1 RCT: SR
@ Stanford | scnootof Medic Source: Which Criteria are Considered and How are They Evaluated in Health Technology Assessments? A Review of Methodological Guidelines
nnnnnnnn

Used in Western and Asian Countries (Applied Health Economics and Health Policy (2021) 19:281-304)
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Preserred data source

Accepance of indirect
comparison if no direct

Outcome

Isthe

of the

sysem for assessing the qual-
s

study data 1o the proposed

comparison is svailable ity of poputation considered?
The Nethertands [S8] “The standard of care and/or SR of RCTs Yes, it is recommended o Valid outcomes measums Yes, for SR and randomised  Yes
usual care ue “state of the ant” meth- related with the condition: studies, GRADE: for
ods for integrating indirect QALY: valid inermediate, non-randomiwed studses.
comparisons in a singke surrogark and composite GRADE, NOS and the
Quantitative analysis cither  outcomes Down and Black Instru-
Bayesian or frequentist ment
UK (England) |59] The standard intervention Headto-head RCT: SR of  Yes, adjusted indirect trest-  Survival, disease progression  Yes Yes
mlevant studies ment comparisons and and HRQoL.: surrozate
NMA are accepted outcomes
UK (Scottand) [63] The relevant comparators Controlied studses: MA Yes, if results from indimect Health outcomes such as Yes. e.g.. the Cochrane Risk  Yes

Conntrics belonging s the HTA sial.ink organisation

or mixed treatment com-
parisons, a checklist needs
to be completed

mortality. survival, mor-
bidity and QOL.: surrogak
outcomes

of Bias Tool or NOS

Australia [64] “The madicine most likely to Direct randomised trials Yes. the Bucher method is Outcomes directly relaed to  Yes, nrRCl' Cndl'lne Yes, applicability of data to the
be replaced widely wed the quality andfor length Austratian setting needs t©
of 2 patient’s lie: valid AWAR uROBlS or be discussed
surrogate and composite non-randomised studics,
ROBINS| ol
China (Taiwan) |65, 67] The comparator(s) used in RCT: SR Yes Final outcomes related to Yes, tor randomised trials. NA
the current Teatments. patients; valid surrogate the Cochrane’s Risk of
outcome s Bias; for cohort or case-
control study SIGN S0
checklist
Indonessa [19] “The most commonly used RCT: SR NA NA NA Yes
intervention
Mataysia [72,73] The standard intervention(s) RCTs. SR and MA of RCTs  Yes. the use of proper meth-  Patient-related outcomes Yes, CASP checklist: for Yes
based on guidelines and ods such as the Bayesian (e.g . QOL. mortality, mor-  RCTs, the Cochrane Col-
Clinical practice or troquentist is highly bidity, and QALY x): valid ool
recommended intermediate or surrogate
outcome s
New Zealand [74,75] The treatment with most Head-to-head RCTs; MA Yes, indirect comparisons are  Statistically and clinically Yes, GATE for the critical Yes
prscriptions of RCTs accepted significant outcomes: sur- appraisal of clinical trials;
rogax outcomes. SIGN to grade clinical
evidence
The Philippines [20] The current echnology or SR with or without MA Yts. lnd.u'!dlndmntd teat- The hard and clinically Yes, GRADE Yes
standard of care or most eg. i
peev alent practice NMAlln:yhcdm-: (e survival); valid sur-
fogar: outcomes
Singapore [21] “The most likely to be Head-to-head RCTs: SR Yes. adjusted indirect teat-  Patient-relevant clinically Yes Yes
replaced in routine local ment comparisons and meaningful health out-
practice NMA are accepted: naive comes of interest: surrogate
indirect comparison is not measures
acceptabic
U gtarllf%d School of Medicine Source: Which Criteria are Considered and How are They d in Health Technol, ? A Review of Methodol | Guidel
Forcime Used in Western and Asian Countries (Applied Health Economics and Health Policy (2021) 19:281-304)
& 4 ~ R [EIEH 5 B R PR E S g R 7702 e BRI (48)

Country Comparator Preferred data source Acceptance of indirect Outcome R dod Isthe g hility of the
comparison if no direct sysem for assessing the qual- study data to the proposed
comparison is available ity of studies population considered?

Thailand [22] All comparators used in cur-  Synthesis of evidence from  Yes, a series of pair-wise Final outcomes Yes, for RCT, the compasite  Yes

rent practice head-to-head RCTs head-to-head RCTs is qQuality scale; for observa-
accepied; naive comparison tional studies, NOS and the
is not acoeptable Down and Black scale
Other countries
Canada (Ontario) [79] The standard care curmently SR Yes, statistical techniques  Patient-important outcomes  Yes, for RCT, Cochrane Risk  Yes
used in Ontario such as NMA are accepted (.2, quality of life, of Bias Tool; for observa-
reduced mortality) tional study, such as SIGN
Checklist, ISPOR question-
naire, GRACE, Downs and
Black Checklist, ROBANS
and NOS: for SR, ROBIS

USA [76,77] The relevant alernative MA: NMA Yes Important patient-relevant ~ Yes NA

tRatments and patient-centred
outcomes

AMSTAR of multiple sy ic reviews, CASP critical appraisal skills prog GATE graphic appraisal tools for epid gy, GRACE good rescarch for compmuvc effective-

ness, GRADE grading of dati devel and evall HRQol. health-related quality of like, ISPOR intcrmational society for ph and

rescarch, MA meta-analyses, NA not available, NHMRC national health and medical rscarch council, NICE national instiute for health and care excelienoc, NMA network metz-analyses, NOS
Newcastle-Ottawa scale, QALY quality adjusted life years, Q0L quality of life, RCT randomised controlked trial, ROBANS risk of bias

bias in systematic reviews, ROBINS-/ risk of bias in non-rand

United States of America

v Stant;?rd School of Medicine

MEDI

d studics-of inter

Source: Which Criteria are Considered and How are They E

tool for non-rand

d studics, ROBIS risk of
SIGN Scottish intercollegiate guidelines network, SR systematic review, UK United Kingdom, USA

(P

I din Health Technol

? A Review of Methodol

Used in Western and Asian Countries (Applied Health Economics and Health Policy (2021) 19:281-304)
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Methodological recommendations of included agencies
for economic evaluations

Perspective of  Time horizon  Comparator Preferred type of  Model  Costs Preferred Method for Discounting  Presentation  Uncertainty
analysis analysis out estimating of results
mecasure QALYs

Countries belonging to the EUnetHTA organisation

Belgium [35]  Costs: bealth-  Sufficiently  Clinically CEA and/lor CUA: Yes  Dircct health Indircct Costs: 3%: ICER/ICUR: Paramcer
carc payers:  longto suggested CBA is not carc costs: methods health incremental  uncertainty:

outcomes: reficct all incrvention: acccpted as a dircct costs QALYs EQ-5D) outcomes: costs and PSA and SA:
socicty important “off-label™ reference case outside the 1.5%: SA: incremental  methodo-
differcnces  treatments arc health care 0%, 3%and  cficcts logical and
incostsand  not accept- sector 9 structural
outcomes able uncertainty:
scenario
analyses

Croatia [36] Costs: public  Sufficiently Therapics rou- CUA or CEA Yes Dircct cost CUA: Indircct Costs and ICER: SA:PSA is
payer: long to tincly used in relevant to QALY s: methods. health out- expected preferred
outcomes: wflect all the Croatian the Croatian  CEA:dircct  (EQ-5D) comes: 5%:  cost-cficc-
all health important hcalth system Institute hcalth SA:3-10% tivencss
cffects on differences for Health benefit results
individuals in costs and Insurance (costs and

outcomes QALYs)

Finland [38] Primarily Sufficiently The most CUA.CEA.CMA  Yes All dircct Primarily A validated Costs and ICER: total Paramcter
payer’s per- g to appropriate or CBA health care QALY s generic health out- benetits/ uncertainty:
spective reficct all altemnative and social QOL mcas-  comes: 3% costs: incre-  PSA. DSA

important bascd on welfar: ure mental (one-
diffcrences Finnish clini- costs related bencfitsand  way SA)X:
incostsand  cal practice to the thera- costs structural
outcomes pics uncertainty:
alternative
assumptions

France [41] Cost: col- Sufficiently Allinerven- CUA and/or CEA  Yes Dircctcosts; CUA: The validated Costs and ICER: PSA preferred:
lective g 1o tions that future costs QALY s preference- health out- expected DSA (uni-
perspective;  reflect all compete with independ- CEA:LYs bascd scores  comes:0-30  values variate and

- i the @ cnt of the in France years 4%, of cach multivariax
perspective differences tion interven- (EQ-5D and 2 30 ycars componcnt analysis)
of individu- in costs and tions arc not HUI-3) 2% SA: > of costs
als affected outcomes included. 4% social and health
by the inter discount outcomes
ventions rate or 3%

w E(&l}{qﬂ School of Medicine Source: Which Criteria are Considered and How are They Evals d in Health Technol, ? A Review of hodols | Guidel

Used in Western and Asian Countries (Applied Health Economics and Health Policy (2021) 19:281-304)
=1 56 == NN \‘£ EE‘E
5~ AEBIR RS HY T 7A R R
Perspective of Time horizon Comparator  Preferred type of  Model Costs Preferred Method for D Pr U
analysis analysis outcome estimating of results
measure QALYs
Germany [43] The (pure)  Longerthan  All healthcare-  Efficiency frontier Yes  The(pur)  Patient Nopreferred  Costs and Benefivnet  Univariate and
HI per- the period relevant iner  method based on SHI relevant method health costs per multivariax
spective: the  coversd by ventionsina  aCEA perspec- outcomes outcomes: paticnt pre-  analysis and
SHI insurant  the available  therapeutic ive/Social (mortality, %:SA:0% sentedina  PSA
perspective:  primary arca insurance: morbidity. and 5% diagram: an
the social data from dircct reim- QALYs, cfficiency
insurance ive bursable DALY) frontier
perspective:  studies. medical and
the perspec- non-medical
tive of indi- costs; trans-
vidual social fer payments
insurance
branches:
the socictal
perspective

Hungary [44] Payer perspec-  Sufficiently The technol- CUA comple- Yes Dircct health- CUA: QALYs Use of utility- Costs and ICER: the DSA (uni-
tive long to ogy/echnolo- mented with carc and based, health results variate and/or

refiect all gics routincly CEA non-hecalth- HRQol. outcomes: directly multivariax
important used and carc costs question- 37%: SA: relaed to SA, the modi-
differcnces reimbursed in naires 2-5% for the eficc- fied -
in costs and the indication adaped to costs; 0-5% tiveness, cters and the
outcomes Hungary: for health cfficacy and  extent of the

gencral outcomes costs of the modification)

Quality echnology and PSA

of life

question-

naires (c.g..

EQ-5D)

Ircland [47]  Costs: pub-  Sufficiently  Routinecane  CUA (preferred)  Yes  Only direct  CUA: Generic Costs and ICER; Paramexcr
licly funded long to (the most or CEA costs QALYs; preference- health out- expected uncertainty:
health and refliect all widely used relevant to CEA:LYG bascd meas- comes: 4%; mecan costs; onc-way and
social carc important technology the publicly ure (BQ-5SD  SA:between  total costs:  multivari-
system; differcnces in clinical funded or SF-6D) 0-10% QALYs ate analyse,
outcomes: in costs and practice in health and PSA: sccnario
all health outcomes Ircland) social care analyses;
benefits system
accruing to
individuals

U E?ﬂﬁ(l’{fg School of Medicine Source: Which Criteria are Considered and How are They Eval d in Health Technol, ? A Review of Methodological Guideli

Used in Western and Asian Countries (Applied Health Economics and Health Policy (202

y
1) 19:281-304)
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Perspective of  Time horizon  Comparator Preferred type of  Model Costs Preferred Method for Di P Us
analysis analysis outcome estimating of results
measure QALYs
Norway [S0] A form of Sufficicntly The teatment  CUA Yes  Treatmentor QALYs Generic Costs and Cost per One-way SA,
extended long to alternative(s) prevention preference- health QALY: multiway
health reflect all the new costs, paid based outcomes: gained and SA (mainly
service important pharmace uti- by the health instruments  4%; cost per scenario
perspective differences cal is likely to service or (mainly EQ- LYG analyses) and
incostsand  replace the paticnt; 5D-3L) PSA
outcomes transport
costs for
treatment;
use of time
Poland [51] Public payer’s  Sufficiently The medi- CUA and CEA Yes Dircct medi- CUA: Indircct meth-  Costs: 5%: ICER/ICUR: DSA,atkasta
perspective  long to cal practice (preferred);CBA cal costs QALYs; ods (EQ- health CER/CUR;  onc-way SA
and joint reflect all probably be is not recom- CEA:LY 5D-3L or outcomes: total health  and a PSA
perspective important replaced mended EQ-5D-5L 3.5%: SA: outcomes.
of the public  differences version) o% and costs
payer and in costs and
the benefi- outcomes.
ciaries
Sweden [53,  Costs and Sufficiently  The most CUA.CEA or Yes  Allrclevant  QALYs: Standard gam- Costs and ICER SA (e.g.. PSA)
54 outcomes: long to appropriate CMA costs associ-  treatment ble, time
socictal rflect all altenative axd with that mostly trade-off,
pective i in a method affect EQ-SD
differences Sweden (c.g.. (direct and survival:
incostsand  the most indirect QALYs and
outcomes used) costs) LYG
The Nether-  Socictal per- A lifetime Standard and/ CUA (preferred)  Yes All costs in CUA: Indirect ICER: total Univariate SA,
lands [58] spective horizon or usual carc or CEA the health- QALYs; methods costs and PSA and sce-
in the Nether- caresystem  CEA:LYG (EQ-5D-5L.  outcomes: effects; nario analysis
lands and paticnt/ with Dutch 1.5% incremental
family; valuation) costs and
productivity cffects
loss
v Stzaoniord[ School of Medicine Source: Which Criteria are Considered and How are They Evaluated in Health Technology ? A Review of hodol | Guidel
e Used in Western and Asian Countries (Applied Health Economics and Health Policy (2021) 19:281-304)
= hva NN S =]
5+ TR I EISRE PEA 732: B T (480
Perspective of  Time horizon  Comparator Preferred typeof  Model Costs Preferred Method for Di; g Pr L
analysis analysis outcome cstimating of results
measure QALYs
UK (England) Cost: NHS Sufficiently As lised in CUA (preferred).  Yes Costs relevant QALYs Indirect
[59] and PSS: long to the scope or CEA to the NHS methods
outcomes: rficct all developed by in Scotland (EQ-5D)
all direct important NICE and social
health differcnces work
cffects, in costs and
whether for outcomes
paticnts or,
carers
UK (Scotland) Costs: NHS Sufficiently The medi- CUA (preferred) Yes Costs relevant QALYs Indirect meth-  Costs and ICER: the PSA (not
163] and PSS; long to cine or carc or CMA to the NHS ods (EQ-5D  health expected required);
outcomes: reflect all that will be in Scotland with value outcomes: value onc-way and
all direct important replaced and social scts for 3.5%: SA: of cach scenario-
health differcnces by the new work gencral 0-6% cost and based SA
cffects in costs and medicine public based expected (required)
whether for outcomes on choice- total costs;
patients or, bascd meth- expected
where rel- ods, such as QALYs for
cvant, other TTO or SG cach option
individuals but not rat-
ing scale)
Countries belonging to the HTAsialink organisation
Australia [64] Costs: Sufficiently  The therapy  CUA (preferred),  Yes  Healthcare  CUA: Trialbased  Cost and ICER; incre- Parameter
healthcare long to most likely to A QALYs: QOL or util-  health out- mental cost uncertainty:
perspective: obtain all be replaced costs paticnt- ity data: no comes: 5%: and cffec- univariate and
outcomes: significant incurmd by rekvantor  preference SA: 3.5 tiveness; multivari-
outcomes differcnce the patient, clinically for a specific  and 0%; a stepped ate analy-
associated and the pub-  relevant multi-attrib- prescntation  sis, PSA;
with paticnts lic or privatc  outcomes ute utility of the cost- structural and
health care instrument cffective- translational
provider nessresults  uncertainty:
scenario
analyses
Stanford | senoot of Medicine Source: Which Criteria are Considered and How are They Evaluated in Health Technology ? A Review of Methodol | Guidelines

MEDICINE

Used in Western and Asian Countries (Applied Health Economics and Health Policy (2021) 19:281-304)
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Perspective of Time horizon Comparator Preferred type of  Model  Costs Preferred Method for  Di t
analysis analysis outcome estimating of results
measure QALYs
China (Tai- Socictal per- Sufficiently The therapy CCA.CMA.CEA, Yes Direct costs QALYs and No preferred . Cost and ICER/ICUR: Univariate and
wan) [66. spective long to most likely to  CUA or CBA inthe health  LYG method health out- total cost; multivarias
69] obtain all be replaced insurance comes: 3%:  total cffec- analysis
significant payment; SA: 0-5% tiveness or
difference direct and utilities
indirect
costs outside
the health
insurance
payment
Indoncsia [19] Socictaland  Sufhiciently  1he most com- CUA (proferred) | Yes | All costs, QALYs or Indircct Cost and ICER: het- Onc-way and
provider long to monly used including DALY:LYG  mcthods health out- crogencity!  multi-way
perspectives  obtain all intervention dircct cost, (EQ-5D) comes: 3% variations in  analysis or
significant and indirect SA: 0-6% cost, output, PSA
difference cost or cost
efiective-
ness
Malaysia [73] Payeror Sufficiently  The most likely Trial-based or Yes  Alldircct CUA: Indirect meth-  Cost and ICER: costs  DSA (uni-
budget long to tobereplaced  model-based costs QALYs: ods (EQ-SD  health and out- variae and
holder confirm the study: CEA or relevant to CEA: with locally  outcomes: comesofall  multivarias
major clini- CUA the services  outcomes pre- 3%:SA:for thcalterna-  analysis,
cal outcome borne by the  consistent determined  example, tives scenario
payer with the weightages) 0% and 5% analysis) and
incrvention A
New Zealand PHARMAC's In the major-  The therapy CUA (preferred)  Yes  Dircct QALYs Indircct meth- Cost and ICUR; Univariatc and
751 factors for ity of CUAs, most likely to health-care ods (the health QALYs: multivariae
considera- alifetime be replaced, cost: direct New Zea- outcomes: Costs and analysis: PSA
tion horizon and the non-health- land E¢ 3.5%: SA savings
should be treatment care costs Tariff 2) 0% and 5%
used with langest and indirect
prescriptions costs should
not be
included
The Philip- Publicly Sufficiently  Similar CUA (preferred) Yes Al costs QALYs: Indirect Cost and ICER DSA (uni-
pines [20] funded iong to comparator's related to DALY may  mcthods health out- variate and
healthcare obtain all (e.g.. current the health- also be @EQ-5D-5L)  comes: 0-30 multivariae
payer per- significant standard of care system pt- cars 7%:
spective difference carc or most ablke where 31-75 years
widely used QALYs 5.33%: > sis, threshold
inervention) measures 75 years analysis) and
are unavail- 3.66%; SA: PSA
ablke 3% and 10%
U Etarnlf%d School of Medicine Source: Which Criteria are Considered and How are They Eval; d in Health Technol, A ? A Review of Methodological Guidel
Foreine Used in Western and Asian Countries (Applied Health Economics and Health Policy (2021) 19:281-304)
— 2
5~ N [EIE S AR S Y 50 R B (4)
Perspective of  Time horizon Comparator Preferred type of  Model  Costs Preferred Method for Di Prc U
analysis analysis outcome cstimating of results
measure QALYs
South Korca Limited Suflicicntly The most fre- CMA.CUA or Yes Allcostsnot  CUA: Indircct Cost and ICER: total Univariate and
7n socictal long to quently used  CEA including QALYs: methods health out- cost and multivariae
perspective obtain all with the high- productiv- CEA: final and direct comes: 3%:;  total effcc- ysis
significant est market ity costs, outcomes methods:no  SA:3-7.5%  tivencss (or
difference share unrelaed preference utility)
future medi- for a stand-
cal costs ard tool
Si H i The most likely CMA.CUA or Yes Only direct CUA: A validated Cost and ICER or DSA (uni-
121] sysem long to wbereplaced  CEA healthcare QALYs: instrument,  health ICUR variax and
confirm the costs. CEA: LYG such as outcomes: multivariae
major clini- orarclevant BEQ-5D 3%: SA: 0% analyxis) and
cal outcome short-erm and 5% PSA
outcome
Thailand [22] Socictal per-  Sufficiently  The most likely CUA (preferred).  Yes  Directand CUA:QALYs Indircct Cost and ICER: DSA (uni-
spective long to tobereplaced  CEA indirect method health out- uncertainty  variax and
confirm the costs of both (EQ-5D-3L) comes:0-30  analysis multivariae
major clini- the health years 3%, and budget analysis) and
cal outcome care system = 30 years impact PSA
and the 4% forcost  analysis
paticnts and 2% for
outcomes
SA: 0-6%
Other cownries
Canada [80]  Costs and Longcnough Allrckvant  CUA (preferred)  Yes  Allrclovant  CUA:QALYs Indircct Cost and ICER: Probabilistic
outcomes: to capture intcrventions, resources method health expected analysis;
publicly all differ- including and costs c.g- outcomes: values of structural
funded cncesinthe  current carc based on the EQ-5D. 1.5%; SA: costs and uncertainty:
health care costs and perspective HuI, 0% and 3% outcomes scenario
payer per- outcomes of funded SE-6D) analysis
spective health-care
payer
USA [77] Health care Lifktime Relevant CUA (preferred) Yes All relevant Costs; LYs: Indirect Cost and Costs; LYs: One-way SA:
sector per- (default) alternative resources QALYs: method health QALYs: threshold
spective treatments and costs other natural  (c.g.. outcomes: additional analyses for
bascdonthe  outcomes: EQ-5D) 3.0% clinical inervention
health sys- QALY s: effec- prices: sce-
©m payer cost per life tiveness nario analyses
perspective  year measure;
incremental
cost per LY/
QALYs
U afzﬂo'}{:‘fﬂ School of Medicine Source: Which Criteria are Considered and How are They Evall d in Health Tech A ? A Review of Methodol, | Guidelines

Used in Western and Asian Countries (Applied Health Economics and Health Policy (2021) 19:281-304)
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=~ EE Medicare B RETERBEES
FESRBIA T2 SR Rl (B 6) - H i B EHY/E Medicare 2

Medicaid - Medicaid f&(Htfrlg 52 o] DI RAY S IS SRR IR (AR - A&
ERt > HEINEHE > WILfrEEH R EREOR AN INAE > EERRES
FEUCAHIIRET © Medicare 2 —THEIR B Rba T2 - BB ERIH &2 2k
f#%% (United States Social Security Administration, SSA ) » =B (Rl 52 5 65 3%
PLERIRA ~ B 8RBt & & 2 trba et E VF IR RE: - AR IR
=08 > KAz B IZREEE{EE (ALS - amyotrophic lateral sclerosis ) {#37]
AR R LB ORI s - WO Orbe B pH A B iR R B RO A B e B

¥ (Centers for Medicare and Medicaid Services, CMS ) &5 & H

Multiple types of health insurance

Medicare Health maintenance

organizations (HMOs)

CMS: Centers for Medicare and Medicaid Services

Medicaid Eﬁi
Accountable care
\ organizations (ACOs)

Veterans Health Administration
Stanford | scwotormeicne (VHA) system

6 ~ B REA FIHAAY R Orbs
HBTE CMS A S BLEEREE(E - [EH 2022 2355 (ERZHIECEZE) (Inflation
Reduction Act)ifi&1% » B3R CMS W/HBLEERGEE(H - CMS BRIGS FE A0 {m frAms i
& H R SEER A HER - RIBAMIHYLERIE DU 225
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1 AR ARV O E BRI (B (ES -

2. LR i R (A e TR B (AT H AV RS 22 5 -
HEFR DAV ERE LIS - (HE{yRh i H o — e

1. [E— AR R R A A EEE - NS RE A HAT (RS -

2. SEF A (DL H SR S AR A P T TR PR I -

JEFHVEAIRERS - (AR R E T H L B RS
e CMS MYEESLRED BRI IR » —BRAEECHE (mIH B IR SR (E

HAEEBERNEET) » NILEREA e T — &S 4t CMS #1788t Eky

W

.
1.55— CMS JERZ Z[FIRF 5 BT A A REHV B T2 » N BB LB A 4%

—
og ©

2. FLZ CMS B e B S iR e et sl oh AR IR T 26
3.55 = CMS -5 58 [F]— PRy (LBR IR (A [FIFS Bt - B A [FIRV a5

v

R

4.50% B SR IEE S B A RN - JEECSUERAVERETTE - fId
FAESEAERFERIEH E/)N - A BE SRR - (BRI E
1 g IS T PR S0 B

79 ~ Covid-19 EEHARIHVEEYI A R

Hrethit RARITHAM RIS T — (B ERRY ~ 28 HARRIEI AL E AT R - &
B =R R S 2 A A AR G 2 BEPAR SR AR TR ORI e E - HEE
PIGASS TR E R AR o Dl S5 R AT b 2 B BRI 38—k
AR > SPIIRUAE 3 (B 28 [B3IT i R 90% » (HIGHRH
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SEHVHERE AT R &S E RHVER S ~ SECRMEBECAR - RIS E A (Drug
repurposing) 2L [ HIERYERTT

YA AR TR EY ER IR BRI EE TR
TEMRR IR 88y (2% » T EREFHR CIrEEE ) - —Rm St

_H

5/ = TARE
1. AR EEY A AV EEY) 20 AR SR R FE AR E 5 SRV BT -

LUBH #ed e B ALt > Hal A EAERy ) - [Nl 1 8%
5

2. 55 (EERE R TE A B ] DA G S0 F SEny &b A e (R A 35 E
Ao BN > BFEE A RETE RS AR AP B BRLG - (0 AU ARG PREAER > Sl
AR EHIRIIER - DUES B TR 2 B et -

3. 55 = EENTEHAVEYIEAAEAREFHTAVEI T > B AT RE LR
RAVEASEHE A - AR SCE RS AR S -

QEER B T it RATRA T SEY TR VIR Y - S8R 2N ERVERIR
SBRAE 2020 55— FFMG - (HRBARER R E R 2 2020 FE F > 15
e i SR RS E M COVID-19 KT TIRAVEE —(#5e 8 —=F (& 7) - ftik -
FFRNEERASREE R - Sy NI 55T 5% K BB F A B B A2k
IRERIR o AR TR ARG SR HVER R SR T - 84% 2/ G EI T — R E

Bh - 1 78%HET TEEY T FE A FH RV ER R SR (B 15 B 2l SR A B B (& 7) -
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Drug Repurposing During COVID-19 Pandemic

US clinical trials for COVID-19 treatments, by drug repurposing status and quarter, 2020-21 ‘

o ) The largest number of total trials began
‘i . in the second quarter of 2020

(WHO declared COVID-19 a pandemic)

) a2

al Qs Qa Ql a3 Q4
2020 2021
Breakdown of sponsorship type for US dinical trials for COVID-19 treatments, 2020-21
All trials (full sample) Trials testing only repurposed drugs @ Trials testing only new
Trials testing  Trials testing at least Trials testing only Al other drugs were more likely to
Alltrials  only new drugs  one repurposed Absolute  drugs with generic trials Absolute
(N=485) (n=274) drug (n = 211) difference’  availability (n = T17)  (n = 65)  difference’ be sponsored by industry.

332% 128% 5979 469 778% 3549% 424
292 2

e e e e - - ® The majority of trials
27 15 43 28 09 46 38 testing drugs that were

242 e oz 24 323 ol 2o repurposed and available
608 839 308 531 171 523 352

9s 109 25 51 154 103 as generic were sponsored
Source:Drug Repurposing During The COVID-19 Pandemic: Lessons For Expediting Drug Development And Access (Health by academic institutions.
Affairs March 2023 42:3) v

7 ~ COVID-19 P B AR SEYI R A H] Kow 445 a & i R B B
SEY) AT FEA B Ry T BASSRTHIER R IR - AT R I B
Rl st i SR BB VRO B REES | > BB T ASSBIB R AT 7ehe
BSEE (E p E T et S& FE R RS2 T RS - ZEYIFE A AR n] AR R (i

3

AT AR SRR - (HETHOSEFAGR A BN > (ESEFAY AR
& o BIEEEYI A L EEpe S s (. - (B R s il B ErE - %
G pEE g R A TR EEEEEEm 2 AR - RENREEFEE
PR F T SEpIE P E B SRR E AT REIRE AR - AR D T S5
FIFHEIBTFEEN - FEIE - SRR R 2B A b Je ey L 2 B
F o WRNBCRHEAN S > EFRRERERE 7R T IR SR8 - 1A
JEFTIURESRIR ~ FEBRYARAT > HBURFERFI A SCRF e R 1T S P A
> GrEAE R TR R SE R S T RE(FIX -
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h~ REDURZE T SRRAN RS2z RS

maEbiRZHe T 4008 ( Chimeric Antigen Receptor T-Cell; CAR-T cell ) B A E
—HEFEULHVRE - BB A B B T 4RI B s R B T AR T
USSR > DUEL T iR E ik S D ZerEHE (Chimeric
Antigen Receptor ) - & B #o v] DLEs I IEAS S AR mavRr e 0 EHUR -
MR HAE ARG SE » & —TiE e H SRV E W dmaE (g - [l AR -
A SRR U AL -

HE 2022 F 11 HEIREA 7 HH CAR-T M aR A Ll - AT
RaEE—& 2019 EAVER SC(John K. Lin; Lori S. Muffly, et al: Cost Effectiveness of
Chimeric Antigen Receptor T-Cell Therapy in Multiply Relapsed or Refractory Adult
Large B-Cell Lymphoma. Journal of Clinical Oncology.) » ¥ Z|{ifEHT CD19 ZFaH
CAR-T ¥%;%--Axicabtagene ciloleucel (axi-cel ; Gilead Sciences » Foster City » CA)
1 Tisagenlecleucel (Novartis > Basel » ¥fid>) &HF R B mEEY) BT EHE
M IEWERAHEB LR R R AP BGE HRRSCR - Bt
F/0Ey 37 EEIT o @EMILIRS T R A S HEDE o Ky TRELET AR
A > John K. Lin B2 (5 F 1A HA 2 b Loy B B B s TR SR I i 1

N [ 3
itial :rans?n;nxnﬁ:: ooooooooooooooooo
| l Progression after l J
l aaaaaaaaaaaaaaa
Death
B C
Multiply R/R DLECL Multiply R/R DLECL
CAR-T therapy
| |
v v v v
nnnnnnnnnnnnnnnn Nonresponse Response (CR or PR) Nonresponss
 — ! v
nnnnnnnnnnnnnnnnnnnn
AAAAA cr Ao SCT Gnclading eubeed uent
| CART) or pailiative carell
¥
Response (CR or PR)
AutescT  Alles cr
@ Stanford
mmmmmmmmm
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ARARY (Markov model) ([l 8) - fE 2B PRI S (& HHY AT TR - EY
RS MAREE RN ~ SR8 1 B YU RRHIRRAY - I AR — 2 IR REIARE
fBae T - BB EE B IR RS A RAE T TERRL -

8 ~ Wi FTaa A
FRERDFEF - EEFENRARA - HEFHESZOE (QALYs) Ik ERAR
wbh (3%HYFRIRA) 23 -

GEIRSETE CAR-T BEALERLA 31 /1E 5 1% B AAMEERHYEE - HEFFZ(
EENEENGES - EAEHATTSEE T - REEAERIN 5 F > et
B S o BIRE I 120 fE357TR 90 fE357T - ARSI Za 21 R R TEA A E A

BRA G - HA0R W TEECARE RS 7T AIAE R (2] 25 535701 20 B350 > 18
RIAGEERASER EOPERRE S 15 H55T/QALY HYSCERIE(E 9) -

Two-way sensitivity analysis

Price reductions allow the two CAR-T therapies to be cost effective.
For Axi-xel reductions to 25,000 and Tisagenlecleucel to 20,000.

8

CM effective

offoctive

550 wo S‘DOWJ/OMW
. termediate valu

1 OOGW 5 50, NWOALV)

5-Year PFS (%)
5-Year PFS (%)
1=

Ncu"
10

l . (3] su ooomm

)

Price of Tisagenlecleucel (in $100,000, USS$)

0 ~ R4S R
RIILIEELRR] > (RbG (eI 8YEE N\ 5] 0] DUET T (Vs E ies - €50
TRbEAE N ERERGE RGIE L - BN ZAHE T RE v RS (N & 5 B JE\ iy
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& MR EE SIS ENLGANT - 590 CAR-T FEANBAR GRS -
MAEE T TR B S MHESTIERIBRER - BIA0E SRR AR 7% - BRSEiE
LA CAR-T 804 - BEAMEA — el A S T BB & e FIZEY ) E B S Y4t
S HANGE BB ERE NI SN - BRI SRR R - fEFHERS T
G E SR MREARIENG - B4 K RTI0Z A SIHEE R IR AR IR B4
HEEEH - ERAVER TR R ORE HATE EE R T 5T (Health
technology reassessment; HTR) » i 4G (T SHIHAVAE N 4%s » HET REE4a R

RIVEEARRINE -

N~ BEMBHRE THIEYHE PSR ER

A= PHHDLEE (Biosimilar) bt 8% R AR R 28 (. - BAS IS AR R 28 i fH LB 2
ERARYE ah » BRPR(E F AlRER SR B EE s H VI & 2RI > 2SR B P
s te BEHY AR (UEE(E IR S A - 2D RS2 (Cornell University) Y52
Amelia M. Bond T \553R - S2EHY 3408 S59)E (Hat & (RAF S RIFAVRBE LR
RELEDEE T EH & Bk PR D22 5 R A2 — ERIRE (4

A SRS TP ATREHIEEST 88 s R EEACR - AR5
EEARERETE > EfhG 2019 FREEEM S HIAY 43% > 5 2015 % 2019 42
dn S HERAY 83% o So—H - AV DS R VSR (TS (Chn - f20E T
BIEYRASZ AT ATRENE « 281 - EVIFHIZER PR RN (L eS8 pg T 22 - g X
BAEYMDEE L > DU TSI Y S8 R & - INCHEB A PIAH
SN0 T e RT(E RV ATREN R B -

Amelia M. Bond 55 \3837 - 1 AT REHBEA YA IIEEE FIAY2E (BN R T > —

{E T RE R R AN Z S T2 EHY 3408 2Ein P (HE TS » B (ST =72 —3
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BB EH T R BB e e 45t = - {E 340B ST TR EE E 2 PR AT T2 4EY)
IFEATRRAYEERGIT - 28010 > BT SR E B B LR R ORI 1 - 45
(2RI 3408 fR AL EERGHYSE (A  HIL - SJF 3408 f2{LEERGAELE -
3408 B feE BB LLTHI4EY) n RE S 1EAS = iU DAL 3408 5155 HATHUAS
ARG E AR BRI - SR B be (o FH S TP e R O b 2 sl B S R 4%
an(¥f 3408 BElEAkE A ATIE) o H BB S S AR T oy EE A
WNBEEY - BAEBER - 2B LTS R AEYEOEE - S R
BRI LI R E R -
3408 FtEE —HERB L 240G TE - SEEEM T a R A

S2SLIHTHL > RS B Ry R AN DR RV B ORI BT S - LA 3408 #THL
(B EAVEY o] LUB R B Z B - ARSI ER IR EE - fEmt
ABCZIRESTAA - $HYE BT IR SR AT - 3408 STEAVESEER
AR EEBIHE=E& 5 DSH(Disproportionate share hospital) 73 EL » 72 &1 3% Bk
R ER AT > HEERE R A BB HIABEELS] ~ SR EA 73
FPRAT R « DSH B opELATY 11.75% B Fe A 756 340B &A% » &R MBI

A2 3408 518 - BINASERVE ML » 3408 (LiERG i DUSBELSRG Y B
22.5%H R ARATH » PRI - Beb5e v] DAL SERE fih s S ORHYIT -

EHER RS T BN (EE T - EHBERT R B e o B i
HMIBE TR RE S BB AT B R SRS SR - I B R BURHIE B0 A 5
B BB RENEE - BURE R A HHREEE R B HETEF L - 2
3408 5t B - BEAILE REEE T WA R EERT AT - Kl &8 IREIE
WY VHTR ARG S HY DSH BRI » Al <2 3408 stEEHVEEEE - &
PRAMEU A B E T IIEE AT - tATRE)EPR 3408 5HEHFTA Medicare
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e RERE -

t - BREZTHK

SEFHABAREELIHAR - FE R ABIRHVLHIE T - (RS S

B23% John K. Lin f#i-1- )2 Douglas K. Owens Z#5Z3/isKHVI%E > John K. Lin 1= H

Fil{EHk 7> 256 MD Anderson Cancer Center » ELf B S3E2 1 (il FEAR SIS -

Douglas K. Owens /2 S M AR B B2 (R R BT - g AIS<ETHE
By B E2 AR S LA/ NG

B John K. Lin -3/ f2 P (8 10) > AL FEIRFE IR DU 2 T 41
RO RS o AT RS — S E S - IRt fm PR R ) R (T B e IE
AT ERE T ST a2 LR T R H SRATHT B R, - A (R T
ftsatrba (M E B EME - MLEE AR AT AN G BEERE - HEE SN
A EEEAR G I - BRI ACAS & 8 - IR ERAIsE -
HATFBE (T SERIEURE IE AU BRHY R - SR SRR « iR BT RIS

FlEE - BN R PR S EE - DENEE AR AN EEGE - DUSE

Sy @R E - BARAOA AR ERHERE GG - = BEERE
BHVEE » EEIVEE N EH - LUK CML(Chronic myelogenous leukemia)
Rl BESFIEREER AR FESETE B —FAR%FRET - %2k
FERIEERATES T MO S T i — e REE - nERp Ay - BERAVEES
T H AR FH® 10,000 =58 » B NS HEDIENSE > FRIEELENIHER
R BEEERESE - i T 1520 SRR RN EE S H pT{E RS EE] T H A 24y 100
FE& o WLREEREINHREERE T - MIL RS CAR-T IR E
EEIER - BEERRR T BIE AT A RERHY B G FR AR I RE S
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RIEERTZE CAR-T ISR SELL A R (A B RV £ - e T L R Bl
HYRIERCEHR 2 F1% - Wil 7 REBUFHIR Sk EAVESR - SREBUT
K hRtakE L G B F HAM B R TR R E BN - B S SR
AR e B AR > BB > 2Bl AR BB E TSR -
BRI T Bk AN e A IERERY - SR ERYER AT RE MR 34 - bt 3E

ERMEEAN - 25— A0 ATIRERGUS A T REIRIF HEERAVEER - 3588

GER IS FRBABITALIERE John {H-LAVEREH » $REE BTSN EEH
> BRT ZEIAT - BE TR GG TIE - REE R AER SR E R E
o HHART AT BERPR IV SAOM - RACE SR AR 7] DL IR S 5 - 5T
GBI R BN A AT S John T3l T 3 E4CES -
10 ~ B2 John K. Lin 1 R 5L S Se B bl B ek i
59MEEL Douglas K. Owens sl sk VB2 - B oy = 17 E BTN B2
BIINE - & ER TR EE B AR LR/ NHAY LA E S AT/ N KR i
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2. EEIHIRIR T E R 0B TR/ NGRS YRR - 0 H SR EE T o -

3. TIE/NHAY E AR M T IR B m i e s - — BRI ERs s EE
Fe o Ll — iR i E R AECKE R > #E LIENMAEHIE (1155
TR ERERAEBCKER - MBEAEEE > LI/ NEE g
T EENER - &% - TR NATERIE SR T SHAVEEE - BUEEL
SERAE Jama ©

4. TAE/NHE R NEITRIREO 8 - REPEEHINE - SHERERHEE
FERGEFIEFEATAR/N - W45 E TR M ASE izt - LLABCD i1 | EHiH
B RS - Bl > RAERSAETEEN: - I HS AU S B E T
0y > AERLEE] A - AERARESIERTEEN: - LRGSR/ NE T EFY
AERSE] B - C HYEFARZE —E/ NEHERNZE - 5 R E RS
S o D ForUgs By 0 BERZEAMTIAR - i NEETIRY | ForEises
AIHEE MEIRA » TR Res8iB A 70y » AR/ NN SRR - R
72 P 2 e L -

5. LUKHG R Rt R > Bt R - BRI B — (240 N SE R B
/INH 2/ DR TOMER [F RSB S AR E — -6 - B2 o F Y
B -
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ro s MRS o (HEe N EZE R TR 2RV - N R S 20
R —EREAE HERE - AAERANEAMEREER T BEAEEE

Screening for Cancer: U.S. Preventive Services Task Force Guidelines on
Screening for Cancer

Doug Owens
Stanford Health Policy
August 2023

B - AL > AR/ N S PG RESE TP R BRI AR Rt - B fofifst 7 20 féfE
TERVERE > TSR ASGER TR R Y - T — (8 A SR (E AR
EHAEN > WEFEHEM G E AT - B (EI R RS HE R o R
H A A R AR E R - HRSHATMTRE g EE TE -

B Bl OIS SEERR

ATARFEFRE R AR T R IR 20 MRS e s =
TRIEGH B 5L B L 15 BRI B8 U IR S s AR BB 22 5 > DU Rl AR
SRR S B
e

EEE—ET SRR E B E o B EETREELIEE - BEHR
e RS - v AT B R R A T Orbe (T A A L A 55 B
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71 LRy T ARUHET S Rk 155 s SEIR B ] - SR S e SRRV RTHT - 2B

RS e Db (8 & th 2 B A RS A B RS - S AtH e 48 an

IRIEME ~ $6 (8GR 2 B an BUS P T TR EAVEN(E - BEZRSIERY 2008 -5
ERERHRGHE FHOR SR, > {HERSS S E B A I T B R RHRGRHAS (E H

&

AJT7EEE ~ Feifo ~ SHERVERMT A S EGGEEE

ARREFERE R T G2 B A BHAT S HI R A ZE BB 1T/
o e HVEE S AEER - E T SABURIEER LR T > HER BRI H 58 John K.
Lin f#+: 5z Douglas K. Owens IS HIEEGHEE - #/j3K T Owens ZUARE K
FEEwhE - AEREI AR AR (R SE - DR - 2R - TESR)ERZ

» H 2020 FHREFCRAEHEE - N E SRR TR ERR g ] A 2%
(SR ER ANISE R A ER > BRI A SR A B (R A - 3%
Kafisk P RSR A  B r Z S IR B RHRGR S R A RO SR AT T
TR RACHIRF ] B B BIPR BRI iR i g B R RGP A AHRA (R
B

Al E O (5 DA B 58 USO8 o (B BRI s~ e ~ FE& M) - 7
IR SE (R B B HR R Ah B e e B S e A s A IR = AR A RTIE MR Ak
( Horizon Scanning, HS ) ~ #& 5% %¢:H% T ti (Health Technology Assessment, HTA)
R G - bt T H R R A REiEEE CEERE W AREE) - BiteE
& IH H AT TR RS (Health Technology Reassessment, HTR ) » {E 1%
GERRGENIARNSSE - RAFHER(CERABEY] » —VIEEREREE - 8
BB aEs -

LU B AHAR Sy 556% CAR-T BRVASE Kymriah Boffi - Hos enryafeE M

26



TN NARTE - BERRESER A EEERRIVEHE - & TEE
TN BTS2 EE e et R SR BREE R S8 T AT - (R ORE TR Kymriah LA
ISR (T AEARAA T - 72 2023 4211 H 1 AR » (T X% BB 235 A
WA o RAMECRE R EEEHEEE MR ER - (4B ERFRSATE &G
- Kz AR Ik&a T - BE IR E RS ICE R B R A -

BRI ARTOE S —JHEL T SRR > SEaI T2 s I = — BRI~ 3
tfe - BE SRR TSR B AR AERIEI RN R BRI e K E

ARl e - @ et B BV ERSH -

27



Mifsk ~ SEFHAR ARSI A IR A

28



e

o
ilg N1 % NN It
o i = :

N 14
£ X o .
X
- ; - - e
4 3 x
e N\
A AN

[,

I

Learning from Stanford Uniy

ersity
about Health Ic(hnulng

Y Assessment
Some valuable experiences to share with you

C. Robby Lin

29



30



	1.出國報告(封面)
	2.出國報告(摘要)
	3.出國報告(內文)

