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The Global Fund

3%

A 21st-century public private — e

partnership to accelerate the end

of HIV, tuberculosis and malaria

as epidemics ‘

3% lﬁ%d

the Pacific

Founded in 2002, the Global Fund is the leading contributor of resources in the fight against AIDS, tuberc
malaria. It mobilizes and invests nearly US$4 billion a year to support countries and communities most in n
active portfolio of 400 active grants in over 100 countries, implemented by local experts.
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Global Fund’s contribution to international financing How We Work
to fight the three diseases We raise the money

AIDS TUBERCULOSIS 1

Oversight in action Countries make investment
2 decisions
44%

Local experts implement We review and approve

@ TheGlobalFund 4 G TheGlobalFund
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Expenditure portfolio breakdown from 2002 to 2019

Approximately 45 percent of
funding is used for
procurement of health
products (pharmaceutical,
non-pharmaceutical,
equipment)
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The Global Fund’s Market Shaping Strategy aims to ensure healthy
markets and value for money

Missi
Lever:
healt

et Shaping Strategy:
ealthier global markets for

Global Fund Strategy 2017-2022
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Core principle of strategic sourcing is a balanced supply system

Benefit
sharing

Balanced

|
|
|
|
supply
system 1
1
1
1

Sustainability

« Providing quality assured products at the lowest possible

affordable and sustainable price to reach the maximum number
of patients

< Supplying product timely and in full while incentivizing the

introduction of new regimen and better formulations

< Supporting existing and new suppliers to ensure sufficient

supply and mitigate geographic supply risks

<+ Maintaining well-diversified supplier base and meeting the

Global Fund and national quality requirements

“ Providing access to PPM contract terms for other buyers &

leveraging volumes to improve access to products
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—IR & L THFINEZEES (GDF : Global Drug Facility) . E:ERIFETE (UNDP),

A=+ 7%TD3DEDRH

ncgENTEHY . RS PEERE VO BLEVERMGZR VKR O>TVET,

Of the ~ $4 billion GF annual spend ~ $1 billion is managed through
PPM

o + HIV and malaria related products cover
the majority of PPM spend

zzzzzzzzz

« Over USD 200 million spend on Dx
ARVs, $383m,
42% products through all procurement
channels.

G TheGlobalFund |
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Global Fund Quality Assurance (QA): Scope by Health Products*

Male and Female Condoms

Pharmaceutical Products: Malaria,
Gulde to Global Fund Policies on

Tuberculosis, HIV and Essential
Medicines for Co-infections

Global Fund QA Policy for Pharmaceutical Products
(December 2010)

eeeeeeeee ‘Supply Management of Health
Prod cts 10c| b r 2018)

Quality
Assurance
requirements
for Health
Products

Vector control Products: Insecticidal
Nets, Pesticides for Indoor Residual
Spraying other equipment
Equipment & Accessories Guide to Global Fund Policies on Procurement and
Global Fund QA Policy for Diagnostics Products ;‘)‘:’g;y Management of Health Products (October

(revised in May 2017)
Protective i for pi ion and control
Gd(GIbIF dP\ ent and Supply Management of Health N
Products (Nex p « d 2020; Ongoing

Diagnostic Products: Rapid
Diagnostics Tests, Viral Load,

©§TheGlobalFund
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TA—NIVT7 7Y REDEEEFLEIND AL BIFTNSDRY Y —IEDWTEBRERDS W T LZH
BHLET, VI THA DU VIIE TLEY T2 a3V OBFETEMEEVLET,

EARBrEE (PPE) (BT 2R Y—DRELHVREEDSNTE Y. SERITIIEHREINSFETT,

Global Fund QA: Quality Requirements by Health Products

Pharmaceuticals Diagnostics Vector Control Male and Female Personal protective
Products Products Products Condoms Equipment

Clinical Standard Treatment  Diagnostics Guidelines for Clinical Guidelines for

Requirements  Guidelines Guidelines Malaria vector management Prevention & Control
control Guidelines

Quality Authorized by Authorized by Authorized by Authorized by TBD

Requirements national regulators national regulators national regulators national regulators

Approved by Approved by Approved by TBD
Stringent Authorities ~ Stringent Authorities Stringent Authorities Ongoing
WHO WHO WHO UNFPA TBD

Prequalification Prequalification Prequalification Prequalification
Expert Review Panel Expert Review Panel Expert Review Panel TBD
allowed allowed allowed
Pre-shipment  Yes for ERP Yes Yes for non-UNFPA  TBD
Inspection products procurements

and testing

*Data source: https:/, i quality 13

TDAZA FTIE. BRRIWEAS. REEA. HENEGEEERRAORBEAHOHEICOVWTEHELLET, 4l
ZIE TA=1\IWT 7Y FHREEROESREICHECERZRORBERIEFICIE. ZEDRHZHF. WHO SBED
BAEEEE (SRA). WHO HEFIEREE. 3 EPIREE/\XIV (ERP) ICKBFRAROVWITNODHKEL T Y T,
INSRITA—NILT 7Y FHEXT B B Y T54 V- LIRS 2 DICRRAIRGRIREZHE T . T T 51—
ICEHEEBE LTV ZEEARRARTIDT, 7a—/NILT7 7Y RO 2794 MIERZBHELTVWET, &
BPTRBERLHZHEICIE. QA Z THIAIEEL,

Business opportunities and requirements for manufacturers

» Long term contracts with volume allocation (2 - < Ability to plan ahead

5 years) + Optimize plant loading
* Annual volume commitments » Risk mitigation
« Afocus on total cost of ownership « Viability of inward investment
» Seek Value-added services » Opportunity for innovation and investment

» Product needs to be compliant with relevant » Good Manufacturing Practice (GMP) and
Global Fund Quality Policy product approval are required + supporting

+ National registration also required admin processes

BHEB LT 7oAV —IcEéoT. 78— N7 7Y FEDRBIEFEI XA F vV AZERLTVWET, fIX
E. FEDXSLGHRABHYET,
® 2~ 5FEDNREZNICKYRBDINZRALT EHTES

FRETDANEDHENTES

BPPEIX K (TCO) DLYWRWEENTES

IIAES — EXDRENTES
ThickY., EERBIHRICEHTIERELBEEDTEHEZILTCHIENTEXT, BEIZRET Bl
MERIERY Y —PREDHEERENGZ LoHY LIBEL. GMP EHZHLT I ENEETT,



Global Fund is a founding partner of the Act-Accelerator

The Global Fund acts as:

1. Co-convener of the
Diagnostics Partnership

2. Co-convener of the Health
Systems Connector

3. Procurement lead of the
Therapeutics Partnership

@ TheGlobalFund
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e 1{HFER{T& Health Systems Connector X E L,

® Therapeutics Partnership OFEE & HHHAICRI T S /EE
DN EEELET,
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Global Fund heavily engaged in the COVID response to safeguard
implementation of AIDS, TB and malaria programs

Since May, Global Fund has supplied COVID-19 diagnostics to 72 countries & PPE to 19 countries*

COVID-19 diagnostics incl PCR & Antigen Rapid Personal Protective Equipment (PPE):
iagnostic Tests (RDTs)*:

uuuuuuuuuu

o 3 “As of
o°  affordal

SEDO3IBUR. F7O—/N\IV7 72 FIERRETEH
ZEEY, WITOBEELICMAT8E NIV L& ER
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HIV. &t <7 U7EX£%2RKAL. EEREEEZTY
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TDRAZA KT 78—\ 7 7> RBA— b F—
BRI E S H 1T, 2020 EFIXLBERIT, RIS KT PPEIC
DWCGER LT EZTBALET,

INETIT. PCRYOARMRZ T Z 2 CHMERZ 72
AEIC. PPEZ 19 AEICIRHELTEF L

DI FNCDOWTIE. ACT 7715 L —2—00 Vaccine
Partnership ZEE L TV S HEEHAEELTVET,

5%, MHBDSBIC WHO DEGEFEDHFH = 52k%
HEBPRBRDIOHDERBBICOVTIE. 78—/\b
Y FHARTORRBICNAT. INSHRBOFES
ToTVWEET,
Information resources:

* All health products: https://ww: ing -products/
+ COVID-19 related: https://www.theglobalfund.org/en/covid-19/health-product-supply/

& TheGlobal Fund
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Thank you!

& TheGlobal Fund
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Identification and priority-setting of
medical products at the country level

The Health Intervention and Technology Assessment Program (HITAP) , Thailand
PRRl / PR

b e T4—ITwRF I

Av b CAlICBEIE. FADOAFIEI Y b TY, FAlEE A
DRBEE TRRNAEEMFME T 0V > LTHS HITAP
DEERZ LE Lz, fhdE e Y AR—IVEIKFED
Saw Swee Hock School of Public Health DEE%I% T+
HVET, MIEMTEHEL Y. EREREFECLHYFE
To BARTITDEZLDEAL, EBICT TV ADNL
DHODETHTA DR BENREICRYBATERL
foo HBEADHTAICDWTHIDTWALE S DD F
HAD. HTA IE. 21 DERBEREOREIRGED TY,
COFEBEYV21—IVITBMLT. HTA LERBER TORE
BAAEEBANTERTLZAREITELLRVET, LD
TLEYT—avERE LATWERIFNEEWNTT,

Outline

* HTA and justification for using it to inform healthcare
prioritization

* Evolution of HTA including incorporating health equity
concerns into the cost-effectiveness analysis

* Early HTA to inform R&D

* HTA institutionalization and the role of healthcare
stakeholders

EC KRB TEEEMNEHE (HTA) OFERICKSE
DEVWERMGORETE] ILOWTHEELLET, <55
B TLEYT— 3 VDBETT,

9. HTA L3AD. T L TERDOEBEIRRIISIC

Yot TEERAWATTANANON

HTA DIEHREESBRUL. [ DOWTHELTB TV
TET,

RIT, HTA DFHESEDNED K S ITHEIL L TEZDHN
BERONFHEDEREERAMRAICETHSH T LITEH
nN£EJ,

ETHIT. HTA ZHERRAREOBERIE S 725 LUVERZE
ERNALET., RElc. HTADHIE{LE HTASE@E 7 0
L RICHBIFBEFERBHREORENCOVTEELLET,

Can you imagine the world without.....?
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AF v UPMEL Y MY BEREE DM
WHERIFESTL £ D,

Ho5WBREY AT LT, TH LEEEREMHNY—E
ANBERELTRBEEENTVET, £H5TZ . WHO I,
RE AT LEERT D 5 DOBEED—DIT [EFERIT
ZEHIFTCVWBEDIFTY, EEFMOEEEZRLTNS
ERWVET,



What are health technologies?

Interventions developed to prevent, diagnose or treat
medical conditions; promote health; provide
rehabilitation; or organize healthcare delivery. The
intervention can be a test, device, medicine, vaccine,
procedure, program, or system

(definition from the HTA Glossary; http://htaglossary.net/health+technology)

TlE. HTABHEE L TEERKI OERZR TV
TELLD,

MERDF - 22k - BERZT BODERNAZET
HY. TNICKYBROEESLU/NEY 7 -2 3 VFD
EEICRIIDED] EVWDIERD DY ET. MARIMIC
I RE. W BEER. VO F V0 FR TATILA
VATLIEEDNEENE T,

Are all health technologies good?

Which technology is worth investing?

* PSA screening for prostate cancer in elder men

*  Whole-body CT scans in routine check-up

* Electronic fetal monitoring for normal labour

* Hormone replacement therapy for healthy postmenopausal women

THE ANSWER IS NONE

BEAR EERMDINTRVEDERBNETH?
REZ A THRATESRMAZRETCHET, TDS5
PHEEZE > TITOMEDHZDDIEENTL LS ?
& SIEDMIRDAICHT B PSARI)—=27
BERBEDIHDEE (TRAFv >
EBDBICHITEEFHREE=R2UT
PR DRERG LIS 5 RIVE >V FEE

SRBEDHBEIC. Ry FTRET S FiliEZR
BHN AVTY AT RNV ELETNE. &
NTCICFAILEZADE TR EBIFTTY, WIThERWE
EEEOINETREDIEEA, 2FN, BEETADETIN
EREINUL. FIEIVBRHORECHEODTLEVET,
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“Don’t assume that treatments are beneficial or safe simply
because they are widely used or have been used for a long time”

ERERFMHL O TEREOAEMEL. MENEVE
BRI T B AEICDOVWTTEKEABNIE. <D
[Testing Treatments] EWSEABEICESHE LNE
HYho 1V2—%Y b ETENTHREGIEHDTE. 24
EEGHEZDEB/ICEIRENTVET., ORI, ML
CHBBIWEERCFIAETNTOWEBERIENSEWVST. B
BHDIWERLEEZ TV AN EWVWSa05 -
AT )—DAA—AVEBVOHEETINET,

Unrestricted use of health technologies can make
Universal Healthcare Coverage (UHC) unaffordable

EREAMICIEE LB 2RI THL JERICER
B2 EVSEEEL DY) T, EFEITZ EHIRICHE
ZIE EREOGBICMASNSEIFEVNTLL D, 77
AV ADEHOREICL ST Sipfb. IWADEM. ¥
A>T LEELLDERE LI, EREINIE+E
ICHE> TEREBBADEELGRAD—DTHBI LD
TENTVET., ERRTDNERESROKRERER L
TBHDIE. HRPDEITHLEETWSIETL LD,

Improving efficiency

“20-40% of all health spending is currently wasted through
inefficiency use of resources.”

(World Health Report 2010)

2010 &l WHO I, TEEEIMDORNET G BZZ D,
)Y —ADIBhENGFBICE Y 2ERED 20 ~ 40%
DMEBKICTZ O TWA] EHRELE LT
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The (new) definition of HTA

HTA is a multidisciplinary process that uses explicit
methods to determine the value of a health technology
at different points in its lifecycle. The purpose is to
inform decision-making in order to promote an
equitable, efficient, and high-quality health system.

O'Rourke B, Oortwijn W, Schuller T. The new definition of health technology assessment: A milestone in international
in health care. 2020 Jun;36(3):187-90.

INSZHBEZSE. ERKMZFTME LBEYICHRY
BIcODHENBEZ T LIFASH T, £I T HTA
DFHLVWEERZ BN LET,

HTA 13, BEREIMDS A 75 A 7 IUICH T B84 G
R TOERRMOMIEZREY 2REE T EZRBL
feo ZENGETOLATY, ZOENIK. RFTIHEN
THDRWRREY AT LOHEEZ BiE LIBERREDIR
WELBBERERET LT,

CDEEDSDNBEY. 2D2DF—T— K HHYE
Y. —DIF [FBRH] THBI &, HTAIZ—DDHET
T7O—FRIFTHEL BEW TO—FZ2RATHH0D
TY. H2—2l& HTAIZBERIAZR TH B csh. FiliHy
FENOH I ICEREMZFMET 2D TIEE< B’
WREDBREELGAHIEZBIETEDTY,

The scope of HTA

Ihid. BRREEBRZ G HTA DEEZ R LR TY,
BEAHNRBHRE. HTAD—ETY, YATIT 1V
TJLE1—P XZ2DHE HTAICEENE T, BENE
AIETIE 3R EBEBREBRICOVTRFTMOFED
FEONBEDZLHBYET, TNITITHEEDHLHY
£Y9, b, 7 —IEUT A AT 4GE WD
HOOEEDH Y ET, KB FITRETMICOVTEF
LLTERARLE T,

Economic evaluation

Current
ooty 7 L_pracice | = Consegences
valu
resources used N health gain for this
(loss to other ew population group
population) d intervention d

CNISREATHMOBZRKTY, RETEmIE, K& ER
BEBOARICOVT. ARMET T M HLDEEZR
NI BFETT . TOEHEZALNIL, BETHHEZ S
THRVWHABEDXFINTEE T, D2EY. TTXFETY
b A LDOmEAZREICEE LEITEGES TN & &,
MRS T 2RBLELIBEBERNERD ST L) £V,
2DODEEREAEZEC LTS T, BAETMAR PR
TEDTEBDIFTT,

Different types of health economic evaluation

Costs (nominator) Consequences (denominator)
Cost-minimization S
Process or health outcome in natural
Cost-effectiveness $ unit e.g. case detected .(screenlng) or
case averted (prevention) & death
averted (treatment)

- Outcome in a common unit e.g.

Cost-utilit
Y 3 QALY, DALY

Cost-benefit S S

EROZFTRmICIEIWN DO DEEDLH Y £, BiF
BCid TERR/IML] TBRRROW I [ERMAIT T&
RS TY.

MERARIME] & INTRLT Y A LZFDER
DHERZRNT 5HETT. JANTZEZS T LIC
GARH. BRVMNEERWEWS T LILBYET,

TBRAMRDIN TRET7IMHLZERES, 7O A
LOBABMTHREINS L E FIZIE EHRDORT ) —
TV UEELERT BIBAE5. 77U MALIIREEES
NET, FHRNERTHNET U b D LIKEEE N AER
. BERDBEGSEBENLECTHE L, BRVMRS
g, B CERNZRF DRA G DEBEIEUZ RET 5
FeBHIEBICRIIBE Y, Iz [T L
ATVWET, Hilc, BRMRITORRIE. BE5ER
DETDNADLEBEPBEIRMCREZ1T OB ok
EFBHOE TR HIRICIE. FIALSIFEBICHLLELD
SRTY,



INIEHIST Bfcth. BRI/ I A MDREFELD
B TERZADI] T, 77U MHLIFHEEAGEND
el &Ed., AIRIE. BREEEFE (QALY) ». EF
FAEEFF (DALY) G EHZDTY, QALY © DALY =
ERAE. HS5PZERONAZLETELT, HIZIE
RIY—Z2T7755 QALY ZAFER LIchZRETE
9. FHTOTILPRETOI I LIKERELI LD
SEAET., HOWBEKERCDOWTT 7 bAHL%E QALY ¥
DALY [CEHTED DT, BRIEHHERPEKMDE TN A%Z
ERTCED LW IV GEREEBRYABIIER 2
TVWEY., CDfeHBERAMTEE CFHESNTE Y.
Z<{ DETBERREICERMADTHMEDNTVE T,

RED TEREHEDH) T3, 7V MAHLZERE
ELTRTEDTY., CODHDFRIE. BLCERBE
ACIRMET D MALDLURZLERTEScHEL
PIVEVWSIRTI, —A. RRld. BR7V MAL
ZESERBAICEBRTHINTRENDIINTLESRTY,
Lich 2T BRERSMIIRBEERTZNELEAVS
nNTWEth,

When to use economic evaluations?

New intervention more costly

Tl EDXSBIHFEIC, BEHEOEDNSDTL &
2h%

CNIZBERSIRZRLEKTY, ftaIBFENMALH
MAANEDIAX MERTY, BIFMAICK L THENA
DEALEITNIE. MEDLITRET, #IT, FHRAA
HEFONAL N BRITNIE, MEOTICEY 9, 1
BIIBEIETT . FRNADLBENALVET Y AL
BEITNEBERIN FRNADT U b ALDHE > TN
& ERINCRE T,

CDOBERMRORICIE. 4 DDOBEHNATEXY ., =Y
DREFIIE T FRENADEBLZ AWML B
RUEEL. BOGECTZOHLVEMZRIFANSNE
TL&D, WAL £EDBEHTIE. FRNADERD
=2 CEMENMBEVD T, BERREE IEZORMZHRAY
NETREBE A,
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%Y D2 FEEE. FRNAZERL VL ERICHR
WA LOBEEE. BRIRRVDHIREENEWNSE
TOBEET. TD2OD\|HTTZ. BHNMZHNS
TEICE 2T BERREEDBRICEDHEH LPT
KIBBEERET,

Decision rule: ICER < CE threshold

New intervention more costly

CE threshold

BETMEZTTD & E FEICDDDDIE. 1 LUl
Do/oNET T FALDALICHLT, TENCEL
DEMIADEETHDH] TT, Ihz HEHER
R ICER EMUE T, LHLICER B SIFEHE DD
WERBh, B5NBT7 T M ALDEMDICNT 228 L
HRLTWEWDSTY, LIeh2T. EDONADLEEE
IC LTHR/REDOL. D2EWERADNRLSVLDIMEND
DT BIL—IVDRETT ., TOHERDISH. £<
DETIFIERANROBRBEZRE L TVET,

ZOERNROHTHZRLTHET ., BIEZFVIR
ETBE BENALEBRENDFRNADET VRO,
IREICE D feRRIEICKNIE. ZTDNAD ICER [FE AR
ROBMEL Y TEDOT, Rl LUREDSWLNEEZ
SNET, BMEDIRE Y LICH BN A &I LT
MEDMEL. BREMRMENEHZLET,

Not many countries explicitly define their CE threshold

Only the UK and Thailand have defined their CE thresholds explicitly (Schwarzer et al. 2015)

LHLGED S, BEZBEEICEELTVSEIIRZH
WEEh. 2015 FDRETIE. 1 FIRERZAIFTHEA
HLGREZRELTCVWEY., D% < DEDEEFTE
FALTWETH BMENERTY., TIHma. B
HATEBAEGREZSRE LICEBVTEYETDT.
DFRIFDLEVNDE LNE A,
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The Development of the
Universal Health
Coverage Benefit Package
Project

B7E. TAZN\—=FIb - ANIVA - ALY T « XX T a0 bk« )Nvs—2 (UCBP)) THWOHSNAETTMHZ L D
ETELNTVET,

The use of economic evaluation for inclusion of medicines in the Thai pharmaceutical package

ZDTZ7E EERERNTRNONRICEHEIHDE DD ZRET LIcE < ORFHHRFAEZRLTVET, FL
WEZEMD QALYT1 Fd ¥ 5000 K FILIUTTH 2 I EHNRENTFHMEICOVTIE. METRLTWEY, TOE
EmlIRREEDOWRICEDD. IFEDUAERER) X MRFEENTVET, BELY BV ICER ZRLIE
Emid, FEBBETCRLTHYET, EOEERIE. MESIc@ENE LT,

RIEZ AR DERRIE. EDEENREGIEM—ENONENNTEINE LT, L. 21 DEAMR
DEMEZ-BZ N ADDIED—D, 77 7DERIDFEICHE O>TWBEDITIE. REEBAONRICEENE LT
18— 1 wmaREDA I 75 —€TY,

ThUE. ZABRAANMRBRERORILE L CRFHMAIEII TH L MOERDBERLTWSEWVWSEETY . KFICID
T—=AlE Z2ATIERIEALDDIEWEMNREDHDRFETHY . ERFRICH T 5HEIZIHFEBIT/NE L,
REBREDGWNC L, EHIC. CORBZEZITEATNIEEDLEENENS I ENEREINE LT, KoT BN
FREIHT HMEIFES TEH. CNZRREAONRICEDH S ENEEN DBENTH B EEZDIFTTT,

INRFZ AT ZBRAMRDONOBERNER SNLATT A &9 LERMEICERITRESNTWVADTIFE L,
HMOHENMHELERENTVSDHDN E T,
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375 million

600 million

152 million

1,200 million

TN EZEFEDRZA FTRNLIc. 24 TER
RO MAEHITER LIEAITT,

BIZIE, 7FH ) TSFUDBE. e BIEREFTME
IV AFRTUTSFUOMELNEL. BEEZBEZT
LESTEDDDYE L, T TRETFMMEDHERZE
ZICEEMEEREFT L. A—H— &S LE LT
FWEI LI, A—H—IERMEUTICTIF A LICER
LE LT

TORIF I EIMERREZITOERRD—ET
¥, #¥FFFTEZ UHC HIETOMERSITERT AT &
ICK2T. ZABRHFEICHHEN—VZEHHL TS
TEDIHOVET,

CE thresholds in Thailand
in Baht per QALY

100,000 120,000 160,000

Year 2008-2010 2010-2012 2013-present

Thailand’s CE thresholds were determined by decision makers (NLEM sub-committee)
without making a reference to GDP per capita or GNI per capita

fefel. 24 ORMEIZEESNEDTIEE L BE
ICAIESREBENTVEY., 21 CERMRDBEEZRE
WESTeDIE. 2008 FD T LT,

LY. BMENE QALYT Tz 10 F/N\—V (134 FH)
TLlfe, ZD#%. 2010 FIT 12 BH/N—Y (¥140 AF) I
slEEFonE Lic, IRAER QALY Fdfch) 16 H/\—
Y (W54 BA) TY., CORMEZRDZDIFBERRE
ECTHY . EIRFERE (GDP) (FBEIC LTV E A, L
o T. BEGDPHAERINTE, BREZZEZA SR
TlEHd W EEA. EFIF 16 H/IN—Y (54 B5F) ICIE
ABEBDNTVET,
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Is a QALY a QALY?

Are TEN QALYs of an individual equal to one QALY of TEN individuals?
Is a QALY of someone who is worse off equal to a QALY of someone who is
better off?

TlE. BREMEDITHSEE ST SITHITEDFT L & 5,
BRRAEENREERZHINT 256, 127)bt
Z—LDHEELAKIC. BENGRIMUNMCEZLDE
RITODWTIEREILE T, RHBERDOREICEEELEZS
NBERO—DOH RFHE] TY. BRWRAHDT T
O—FOEDODERE—D, T TEBLTEERLVER
WK,
IBELERAMAIHEES EE ZTREITRTOD
QALY hE LK BB TH B EWVSREEZIFAND T &
E%RLEY., LHrLl. cTT2o0EMICTODVWTE
ATHTLEEW, 1T ADBEETAD 10 FED QALY (&,
T0ADEETAZTNZTND 1 ED QALY EELWEEX
FIH?E5—DlF. BREICHDAD 1 FED QALY (.
ERBICHAADTED QALY EELWVWERBWETH?
ZLVEEIABLBDLE LNFEAD. ZLDAIFE
DEBEABERBVET, TAICIOFED QALY 25X 5 &
. T0ANICTED QALY 25X 2IF5HhKWEEZ B1E
mHHZH5TT,

Health equity impact plane
Cost-Effective

QIl. Win-Lose QL. Win-Win

Inequity Enhance equity

QIV. Lose-Win

Qil. Lose-Lose

Cost-ineffective

FERICHRIUIEED. RHEBRZERET BoHIcid
HRDERELNLBRBZZET 5 HZERIETFT
BTCL& S, TITREFER BREEICKSTEN]
EWVSBDEEZAE LT, FLLRTVWEXL LD, &
Ic TN LIcERRMROE EIHESK T,

C DR THEEIE, R 28 LVBERD TEAMRD
BV K BANRMED I ZR L TOE T, Ehid,
ZTOBRDRNFEZBRDED. HEVIE—BRRTEH
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RICTBHERLTVWET, TORICE 4 DDOEHNH
WET,

ALoEE. FHLVBEREERDRIE. 2 FES
MEEES, COBEKFRFEOACLRAFEEHOETH
DAVT 4 VORRTTDTC. BFANBNETL & D,

Wi, FLLBEROBRAMEMELS . FERICHRDOR
REETHEBDHDZDTHNIE. IV—X)IV—ZXDKR T,
CDOBERIFRBEINANETIEH Y Tt A

M. FLOBEROBERMRIEEVD. FRFICAR
FHRURICEDHBETT . T4 VIV—XDRTETER
NBEDT, ZLDAHLHY T, = REEEBEDHF
BAREEFH LUWEEGE, AR, BB TEHHmIBTLL
FATEGWABPIMRGELAEALLD LT R5E
HNZhichiz)£d, BAMRIEEVITINES. EFE
DNZDKOGEBRREMICT 72X T BICIEEEND Y.
HEOARRNFEETZRRLTCLESAIEELH Y FT,

L5 —DDM&EIE. ERMRIFEND. 2FEESD
BHEICDOVTC T,

24 DRFID. EEBTICBREELEZEATZHE
SHDERTT . UBIFELLAEEREEELAZFIAT
TP 3HALS 6 HBTIEELEAEDENTELEWEL
feo —HBRBPLABEERBEFIEICMALTOSA
&, DHIBIRRICK > TBREEEAZZITONE T, B
MRIFE L6, BERBELE. 2/ HR2ORICERB
ICBWTRTFEERD S ERBIF I LE Lz, D
BEKIE. 2A TOUHCERB DD, BEREEZHRE L
EBERBBELZEOSELAGHENE TV T LT,

Extended Cost-Effectiveness Analysis (ECEA)

ZDESIT. ZLDOREFEIE. REEEERMRD
WICHAFANT, RFEEEHEELEVDS ZEERDNS
VABEEBNERLEEZTVET,

TTT220AZ—7Ex77O0—F=TRNLEL &
S, — DI MMEARBRMRZIN] LA BEHFATN
B5HDTY, 7A)ADFEE, Stefan EZDF—LHH
KLMEZAAT, REEERICIE TREDOA L] TREX
Hl. BEENYXVRE] W55 EE3DDER

DEBRENGZITNREGESHNELTVET,
ERDHFAGHIEBNEBC LIS, TD3DD77
HLZERB2BENDHVEY, DFY. BREHEZ 5 DD
TeRER. TH5 2 BBDOR. FREE. LH5 2 FEDR.
RERBDZTNTNT, BEDME L, REtZH. A
DRV REZEZ BTN ESHENENDTETT,

DOV RTWMEIESZIFTEL LS, TFAE7TOOR
TA IV ZADFRHEFEBR A& LTeH DT,

EDTZ 7Tl REBHNSREREBET2AESD
IZRVIIZRIC. A2 VA IV ADFHEEDEAICEL -
TRLMNBEZIIHDEREBTHATLARLTVE
7. ZACEHIREETRLEL. REMBE CTRDHEL
BToTWVWEY,

LH L. B0V Z70ECEEIF. 47 LETETEE
EIEF—HLEBA. ORTAIVAFIHEBEEBHIEA TN
BEIC. REMBE CIIERELECRORIDETFHY
FITH. EEIHOBRICOVWTIZTDEINRKICED
A[EEMEDD Y FT, HLEGES. FHEEHZWERICE
wELRELEE. T8, aELRERIRYIUZY
I THREEZITAHS5TY, LIEH>T. (FHEED
BE) BREBIFERBICLEANT. B28HEDEEDORT
IEREHNKRELEZHZEDNHHDTT,

BERAEROALEEECEBRICEZ X EREZ BE
IR DIERD—BFI T,
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A financial protection incremental cost-effectiveness ratio (i.e., ICERgp):

Cost

ICERgRp =
FRP ™ poverty cases averted

For instance, in the case of universal public finance for TB treatment, this
would yield an FRP ICER of $313 per poverty case averted (from a total cost of $1
million and 3200 poverty cases averted).

Verguet S, Kim JJ, Jamison DT. Extended cost-effectiveness analysis for health policy assessment: a tutorial. Pharmacoeconomics. 2016 Sep 1;34(9):913-23.

MERERMRAMN D7 TO—F=E>T. BENI XV REDBHBRANRILZHRATHIENTEXT,

REN RV REDBHERAMRILIE. (7O 5 LOKMER] = IE@#CERLBERAHS TEO>THSNET. A
DAZA FTEAIE. TOERISELZHECEENDHINE. REREHSZVIIRBREICEVTEDS SV DER%Z
MZENBDHHDHY . TOBERICE > TERDHHAMAHERECE DD ZHRTHIENTEET,

DFY. TATILOMERZERTCELERGHRTES L. BRENREORRN S RICEDEAMRLENEGSN
B0IFTY. AR HEREBEICHVWTEERNROBEXTOT S LZEAT ZDIC 100 FK RILVOBERHHH .
3200 HFDBRDEETES L FRI HMER-RDHSHELET ., TI T, HBER 100 5K KL% 3,200 TEIS &
REBRREDED ERMRILIE. BREE 1 i) 313K FILEBRVET,

EklIcERZEEY 5D < DRAHBEREERTNE. EOBRIRNDZHTERZRE TESH. [AH LY
RUVBERA T2 3 ViaDODBRHY) £,

Distributional Cost-Effectiveness Analysis (DCEA)

Asaria M, Griffin S, Cookson R. Distributional cost-effectiveness analysis: a tutorial. Medical Decision Making. 2016 Jan;36(1):8-19. 25

£5—D207 7O—FiE. [DHEBERMREDH] H25LIEDCEA EMENS. A FURDFEENEHE L7 70—
FTY,

COREIF. BBKRTOVILD TREODH] Babhid. BHFEBEHTH SHRHELRBIL (social welfare
function) ZfE> Z EHTE. RARFELE (inequality aversion) DE TIRE I N, THDOERTFENFARINS
QALY (equity-adjusted QALY). Ffzl&TFEDBCEHHIE (equally distributed equivalent) BM§5N 5 E WD EDTT,

BERHA BRI NEE. TOHENEEME. THEHOELAFENRAEIN QALY DRALTY ., THIERLTFE:E
DEFICEREENE Y, COBRIILONSEBAREITOEZ LY., BFHBWEE, KURFEHRERRT ST
HIT. ERBOEREEHICT ST EEZRLTVET,
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Case example of DCEA results (1)

Incremental population health impact of B

Individual lifetime health (QALE) 30 4 (QALYs)
85 m Comparator A m Equity-focused B 20 -
80 10
75 [
70 101
-20 -
65
I -30 A
60
Q1 Q2 Q3 Q4 Q5- Average -40
poorest richest Qt- Q2 a3 Q4 Q5-  Total
poorest richest
Asaria M, Griffin S, Cookson R. Distributional cost-effectiveness analysis: a tutorial. Medical Decision Making. 2016 Jan;36(1):8-19. 26

DOV PT W ZZEITE T, 2 ODBRZLRTSHELET, BERA EQTHERDBERBHAHIET, BERNSHF
SN2EFME QALY ZR5 L. BERA ITHERB LN EMENELZ2TVET., ki, REDFEETHERT 5L,
HEARZREREL 2EBICFIBEORVEBTELYZL QALY BMFoNE T, —FH. BEEBIIREEL 2 BBICFASDE
WET. JUKRELGEROESEREFELTVET,

15 QALY DR SHEK B DBERA LDEZRLIEDH. BRINDTZT7TY, BEBIF. REBELZTDORDER
BT QALY DEBHAELBYETH. REMBLTORDERETIE QALY hkbh&Ed, INTDEZERLE
QALY HEL T2 TV &ET,

Case example of DCEA results (2)

Equity Impact Plane Equity Weighted
Net Health Impact (QALE) .
.00 Population Impact of B
EDE LYs
1.50 100 ( QALYs)
1.00 Net Equity ka 80
Im S
050 pact e 60
(Atkinson) F
S 40
- =3
-0.04 -0.02 0.po H02 0.04 - 20
0.50 °
ko] 0
100 3 (/ 5 10 15 20
E -20
1.50
-40
-2.00 Inequality Aversion Parameter
Asaria M, Griffin S, Cookson R. Distributional cost-effectiveness analysis: a tutorial. Medical Decision Making. 2016 Jan;36(1):8-19. 27

Nz RTPUEDRZEERT TSI LTHEL LD, QALY DRERRZEEISEER A LR LTI AT AGEDT,
HEE VO TICRET, £fe. COBEBIIHEDRTHERH D EEZAONEDTY S T7DEFYICEY, HEs
LTEAETIRYEYT, INZ HENEERRZFE > COFNEFME. T OB R TIEHER QALY (TR LET,
FETDRNEIRA T RO CBER B [T, HERDRTFHICSEZBMED MK ENDS L HEHRTFHEICHVMEEZE <
FE FBAEE QALY T T RICTZ O TVWEET,

CDFEZTOCBRZLERT 5L, EOBERDIRTFHHER QALY BREBVHDDHD D EVIDIFTY, D
77O—FEEAE. RTHREER QALY ZRARILTHIENTELT,
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Challenges in conducting ECEA or DCEA

* Data intensive, requiring disaggregated inputs for each population subgroup as
well as out-of-pocket costs borne by individuals and their families.

Socio-economic distributions and income quintiles are not the only type of
disaggregation in a population; other dimensions e.g. geographical distributions
(rural vs. urban) as well as ethnic groups, sex etc. are also important.

Health policy makers may not always be interested in considering non-health
benefits such as equity and financial risk protection, when prioritizing health
policy choices.

LH LD S HERERMRAHM & [DEERIRIT OVWIThE FACEEZIEATVNSEEAET. ThIE
KIRICBERREICSAT 2ROME T,

1 DEOBEIE. £55A. RERODEBAMROMICLENT, ECECAEL DCEAL LW EZDIEHREZVELT ST —4
EWEDT7TO—FREVWDTETT., TNTNOERICOVWTHRMbENTcA > Ty FEIFTHEL. BAPRED
BEERROBEROELETT, BEFFAFECIEIFEICAFLICTCWERTY.

2 DB, fc &£ X ECEA ¥ DCEA HMthD %  DERZE > THROML ENERZTE TEH REDIERDIFE A LIEL
INETDRASA RTHERELIcESY . BEBHAHREENDHLABORAICRT 2EADERICELE TV SR
TY., BERIUIE L EELEZIOSNBMODERLEA T ELENDHSET T, A, HEIMEMBOLEER. B
PRIECOLEER. BAOURLHZTL &S, RAGEATHFRLGBRZAFIILEND Y. TNIETERE#A
FRETI,

REOEEIE. REBEROIIFEE IFHCHEERRAEZ LHE T, REERDEBLIEUZED BB, RFHPRE
B RV RED K S HEERUNDHRICREOERFEWAIRELH DT ETT,

INSNERBEEELE DT ECEA ® ECEA IMREBEBERICT N GRREZ S 5NTICVET,

HTA for public reimbursement

ZTH5IE. HRFAREICHTAZBWAH LW TO—FILDWTDHBE LET. ZORIC. REERERERIC
HFB HTA DFERAICDOWT. —DDERTEHALIEWERWE T,

BADSDRITENZAICAET 2. HERKICEYZHRFLETNEEY ERA, TNITKIIS> T $Z5H
FHENTEZAICABT 2AEARITEIG. LAICARRZRFZIZTLELD L. RITEOF 7Y FZESRENDS L.
RTIVPERDBEFEDFHNG LEITNRGESEWNTLE D, ZTLTN\YIVEREEICHELTHSET ZHEE
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LET., £EEAAETHROSNNIERIBERE LG ENTEXT, LH L. & LEELNITFEINLS. FFiTD
FERENTNTEKICE>TLEVET,

CNEREORBBEREFLCTT, EROHAREEELBEIRVEIBEZKD) Y - &R LT, HILLEER
PEEEMEZHARELE T, BIATELLIHIVET, LHL. BRESRT LHIBTHRETES K SICE>& T,
HTA DE#ER/NZATET . [HHEORRICESHLHE LNEEA. ZOEMIEHRITAEGFELIFT (EVLTE
IZiEZBDTY,

LH L. HTADED K ST B hERH>TWB L. BEELHEBZLEL. HTADRSAHFE LW U MAHLES
Do TWBDTY, DFY. TOBREEFICIRHEITNE. HTADZ—XPEEBEDREICE > ICRREMEMETE
5L51TEBIETTY,

Applications of HTA during the product life cycle

. Condu‘ct Conduct
Develop target Design 3’0516"“'9 ical modeling after
Set priorities of product profiles clinical tur(uryg Cf'n'ca coverage
products to be and preferred studies and studies for decisions for
developed characteristics of market public public
products strategies reimbursement  oimpursement

ZORIF. HmBAFEOTBHERETD HTANDISAZRLTVWEY, FIZIE HTAZES T, SBRAEININE
HmOBEIRUZEDHSH I EHNTEXT,

EROERRBEDOHICRLHBEL T HERERMIEEDDHFLDONZ. HTAZFEOTHIZ I EHAIRETT, T,
HTA Z 213, HTLOWRRISHLTRGTAT7 7 A ILPEENDFHE VO ERZRM TSI ELTEET,

TEOEELY. IOTACRAIFEDHRBROBE TCERMTCEE T, HmDT70 b2 A THHEREE NERKREERIC
EGRRT. BHHTAZE ST, BAEBROHRAOOSEBRICLELY I—7 71 Y JHEE L. ZORIMHE
IR ) —Z 2 T REOMNBEEEEDRBREALGOLIDEEBRICHEVET, RIFLHFELLDIT. BEHHE
RENBHRARZET 7 LR EEREDHEIFRICTH, HTAZES ZEDNTEE T, RE W DOHDETIE
RIBBERADRERDMAETHEDcHIC HTAZEOTVWET, DFY. HEDSA 7YV AV )L2fZEL T, HTADR
JSRATESRREEZRLTVET,

BHHTA RIS LS. AL TV 2B PERKIZZ
<HYEEA

BIZIE. WHO (. BEAHTAQOY T 2T 0 F >
REICSALBOTVWET, e Y YAR—IVTIE
EENFOEEZZE L TV SHERMMATTH. B
HTA Z & > CERDEREMOMAREICIFRZRMHT
BREE D TNET,
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Estimated impact of early HTA by iDSI (2019)

67%

cost savings

75%

faster market
access

50%

1/10,000 products successfully make it
to market, influenced primarily by
DRIVER and DRIVER. This inefficiency
results in an average cost of product of
$1 billion.

On average, new products are not
adopted into LMIC markets for an
additional 40 years compared to
market access in high income
countries, largely influenced by
DRIVER.

Only 35% of R&D efforts focus on
product profiles that are in highest
demand for LMIC health needs.

Early HTA provides developers w/
target product profiles that increase
success rate to 1/6,000, reducing the
average overall cost of production to
$330 million.

Policy and pricing considerations
during product development increase
LMIC market capacity to adopt new
products an average of 10 years
following high income countries.

An increase in 70% of R&D efforts to
product profiles in high demand in
LMICs can yield an improvement in

more equitable
services

health on average 5 QALYs gained
with each new product.

HADHTAZFMROR Y b T—7TH S DS E, BEHTA ZHERRAEICCAINGE. ROKLSGEA VY bHHS
EFRBELTVET,

9. 27 RS NIED ENDD T, HRBREBZKRBICHIRTED I LICBRNEY, HERFEORMT.
R L TETIHZTRINT ZETREMEMENT EHRHEAHTA K Y oD NI BARE S IEZN U EDOFEORRE %1%
AT BHllC. TORMOAERLEZRIITEDHE LNE A,

e, REHHTA ZES CHERE T, HaDhiE7 7 tANRESAEMEH Y &Y. B BEINDE, &
BOHDHTADERFL LT EBEH5TY . INICKVHAKRRHED SIRFTHER. REREZRDREE TCOBREIE
MECEET, WEMEDEFH SEPAFECTHABRBEICE VIRREZEDNRICIZ D E T 40 END > TVEHDHN
DID 10 FITEETED LAMLBIFHBELTVWET,

T, MEMAREBOZ IIEAEEICHZ I EH 5. REHTA NMEHRAGE TCORFEY —EXDR LICE
DT ENEZONE T, LEABFASE CHREFE > THOWWEE>TH RETORMICHT 2ESFP——
ADBDDEBHENTELBIET, BOERPET HTA Z & > THZEHAREKBICERIEEDS CENE. EFFAFSETHER
HILSFIARREICEY . BRI SRRV ET,

Early HTA for & 10734 JLA-19 vaccine

Vaccine characteristics Local context

e

Efficacy: 50-70% in susceptibility reduction,
transmission reduction & severity reduction

Prior (infection) immunity : 5% — 60% of population

Dose:

Coverage: 20 - 60% of population

Protection duration: 6 mo -2 years

FROOF VA )V ARGIEDHRNGEEEDRHRICH 2T REZABUTE Y Y AR—IVERIE. FREIAF V1)
AT FICOWCRHHTA ZRIBLTWE T,

PIZIE. BRAGHEDT IV F RS ENTE Y RV IV FUHHBICGLDTHEENBESH THEVDTY DY
DUF N EEED 2EEBICESEEATVET, BEEIDYEEADL. WHOA T Tl IO U1
IWADF2DE—457y 7080 hTO774)VERELTWADT, #HRAIETEXT,
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fhid. TOE—7y FT7O87 b T7OT7 7 IVEREEEBRICBMLTVWET, TOEE2TR, HRIOF U1
VAT G F T 50% U EDBEMENSNIE. WHO BFIFSEECEVTERT HERELE Lfc, kL. DO F2H
70%DEMEEFOCENLEE LVWERERRFEZATVWE Y, I THEMMLI. BELPTEDER. THHOERK
FHEAZ RV EL DR B EHDE LNTEWV L. BREROER. TH5HETIFUDBRZFHTELRITE. ¥
AIVADHHZIES D LlTK Y EICTAMIVADIRET 2DZHIF 2 EVIRLE LNEBA. HEWVIE E
FEEDFE. THOED I FUNEEDEARZRST LV R TOREMNELHIFET,

70 F 2 OYENROFGEEG. R4S NERA. 6 DALLGEVEDOP, 2FLHEDELHIVIFET,
LIch 2T DI F Y DERGHENDHNE, RLAGERICRESTOT77AIVDI 7T 2 EALIIZEDZE
ERDHDDET )V IDNTELY, BMELIFITREINELGDDL. REXROSVEFDEVEEENNRI K
A2EGOH. £ERGEDH. LENHESNIHYET,

Efe. VOFUHHATEICGIRRTIE. RAGEDERICOVTEHBERIEMHT 2 LN TEELT., AIZIERE
TORBELRT TN T LA T DENCT 7 F VO FBAREICESHEES. BT TOHRATREZR > TVBHAH
FIEBITNEN FIZIF 5%RREDLD LNERBA. KEGRT T T LAY DRICHBAEICEZHAETIE. 60%D%
O BABRETREZR > TVWSHRRENS Y F T,

VI FUHEDREFNBRAENEREGRBETT ., BT RZAPYVAR-IVTIE. AOD 20%DDT 0 F >
LOEWTL &S, ZTORITAIDEEZDD. HBWEAOD 0%ICEETESZERSESBTZ2DH, ETVVIH
AlREICIE Y £,

REIC, FIEIOFT VAV ABRRIIED FHEEICRYT 2188 ERM T 2Tcdic. BRABYFT VA EZEEBIT ST LIC
DWTCTY, BH MRE - B - BB OXNH. BIZIEE. V- vIbT 4 A2V R JRVEREFREE. ©¥F
DHEPR. TFIARY V=@ LEEEADBERZRBLIIBE. N—ASAVEERLTESIBDIHNTY, Kkik
EMHIC, HRLTRRT, RLGUEEDT IV F U ZRBINE. V—2vILT 4 A2V APBEFIRZ R TESDD
EDNZEELSDTEL, TORANCKSTEN2 DDNAREIF BEICKELGREZEZDHD5TI. bLEESH—7.
PIZEY =2 vIbT 4 A2 VAT HE5VRBEEIRLITZERLIESESE2D0, FILWLWIT I FUICMA T
DINTDNEREEM L e SAHEEZDDHBHY feLy,

COMERERITELHTOWEEADL. SEDFERDEKFTDICIIHSTL & 5. TNHSERDEEIHTA DIGAIC
DWC. &WIE2EY ELTEARAEZRL TSNS EEBFLTVET,

HTA agencies in Asia

TCREBICEYE LI 2THHIE. 7 IVT7DELDEALR THTADNBERICFIAEN TV ARRICDOWTEHBELET,
CELDRZECELREVRE 7IT7DELDETHTAZIT OMBEDRIIENTVE T, AR BE. 71 U E>,
BA VVAR=IV IL=270 AV FRYT7HE. AV R T—2VERHVET., 7IT7TREOED
HTA OSERICER WA TOWETH, A VI IPEERFTNTNESD TWAHIT, #k&4GE77O—FHEBATNATY
&9, LHL. HTADEZELGRRIZREDDERINTVET,
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BEIF. HTA BTG REZ BRIRT 2 DH TIEEWL
TEZEFRHLTWVWBEBNET, HTA IMREBERZ S
T2HDTHY . BELBROBEDRIIEICHD L%
BiELTWBHN5TT,

HTA is not only about technical issues

HTA needs to be embedded in a policy process

Transparency
Fairness
Participatory

LIehoT. BERETACAZERTHIELEIETEEBA, INSELZDZLDHTAKETIE. TET VAT,
K ROVEERYIENC K 2REDEENEHNNTLEDTIFGEL. BERAICES 7AOLANLEINSN TS ER
WEY, HTA R, BNBERIERT Ot RITHIPATNTOBHELHZDTT, FIZIE. HTA IKIGBEREDOSL, 2
FT, BNAEOTOLANROESNET,

HTA process

ZORIE. 7VT7EEDN FHENROEBREREDNSIE S HTA TOCLADERZE LHTHLDTY,
FHBENRDIBRICT NTCDRAT =T RIVE—DEMNT B LZBH. FTHEDBRIEMUZESH DI EELTVET,
e, FMERICIE. BERRZE O TBHRIEEZEML. BRAEEICRELET . T5lc. 4/ FFHEDENE
b, HTA FEDNERTEE T,
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Teerawattananon Y, Rattanavipapong W, Lin LW, Dabak SV, Gibbons B, Isaranuwatchai W, et al. Landscape analysis of health technology assessment (HTA): systems and practices in Asia.
International journal of technology assessment in health care. 2019:1-6.

BEABIE—DDREZTVE L, TORTA FIE. 7 V7 &ED HTA OFHERDBRELEER EICAT—
TRIVE—ZEEERESELTVE T EZRLTVET,

TEDOELY. ZLOETIEREEICGHENROERDRBROHSNTWNSIEHL, EERPEEHE. EREEEEN
RETESELHYVET, HTA TOCANDRAGRT =V RIVE—DBEZEDZEN. DEHVLDTY, 2
L. ZLDOETIE HTA KD, BFRIEUZRE LFMET ANENROER VA M ZRELTVET,

UCBP topic nomination in Thailand 2010-2015

129 Nominated 6 3 Selected for assessment
TYPE OF TOPICS

The Number of Nominated and Selected Topics Screening
31(53 34 Service ) and )
3 Package diagnosis
25 5 31% 21%
15 10 9
10 5 5 4
3 I l I m = B
& \o & °
.\o&"? G&Z @% 2° & q,e&é\\ .\c,oée &“\OQ Medical Medicines/
& @& Qo\\d ng@ W & J,;P Devices Vaccine
\béz,’&o o ,b\@ Q’s&o 23% 25%

mnominated mselected

PHURPTUEIE LT, 2010 ED 5 2015 FD2 A DREHITET,

AZNN=F) ANIWR - ALY T - REXTqw k- INwr—2 (UCBP) DIGNABRZIERET T BRI, FHEXTRD
BE=EZ < DEERFEL STV E LTz, TEDELVZDORFELSDRENH Y E LTz, REZCDRERELED
HDEEREERET. AO—BHR. BERIUZBELFEETET, RUOET S 7IE. UCBP (HEERHSERHICFHMEXT R
ICERUFHELZEDER L TVWET, BESNCFHIRRONBE R TEIERICBL. R U—Z2 708 E
R D7 FV. EREEDDS. BHOT—ERALETIENTLET,
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BADHA RS A2 TlE HTAFHERRADREL S T FHET AR ZDEDICH AT — 7RIV —DEN
EEDTVET,

PIZIE, BEZWRDDEIC. AT =V RIVE—DEREZRDZLEENEREINTVEY, RT—TRIVE—IE,
FEDEHE. HERE. FREDFEFOHREICEEOYET, FEIMRT LTEEBRNHEBRTH, BRED
WLUBERIREZ %R I 52BN T. BURT—VRIVE—LBRERT BDUEDNDY ET,

DL AT TIEE L HTA ZBERREISER L TWAEE T, HTA 7O X 2EOR TR T — I RIVE —
DREGREZRCLTVWB I ELEDDI W ERVNET,

Final remarks

* There will be an increasing use of HTA to inform coverage decisions of
medical products

* |tis unlikely that cost-effectiveness evidence will be only criterion and
that HTA can be adapted to incorporate other social values such as
equity in the decision-making process

* Early HTA can be used to ensure efficiency of R&D system

* All healthcare stakeholders can play important role in shaping and
contributing to HTA institutionalization

fEme LT, EEAROFRESERERET SO0 HTA FROEAIE, $BEBX2EFEINET,
BRMRIMTOBRIEIHEEICEZ LEEZIKWTT, TLA, INETHALTEL 2207 7O0—FD&
Slc. DFEG ERDHEMMEEBERE 7Ot AITHMHFALG TSI, HTABNEBATNhS EBDbNET,
BHHTA IE. AIRBAR Y AT LOMEEZGDHHHICHATEET, hiEHZ5< HART HTA DFFREKRIC
55 CTL&D,

Z LTREICGVETH. EERBEEIERA TV RIVA—&E LT, HTABIEDEMEORIEICEEHREI R L
£Y., ETALETADEED HTA FIELPEMK LD AITEZDTY,

TREBHUHNESTEVE LT,
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W SATToAhyyay kvwiarvil
R E THER S % R ik (HTA) IS0nd 27dICHANIREC L

TR

37 RS E RS o 2 — (NCGM)  [EIRSEE# 1)
RE Mg k92

BEE, ThAlTBIL,

EAEFEE (5 2 F£E WHO FaIEREER UHR ORI U IR EE AT WHO #RIESBRESIBEHELETE ] DO—
FELLT EFEIGIERTERERRE I —2BETEE I LAICELLEFELE T,

SEEIE. TWHO BFIEREEDNSRDRA T v TN ~EEHGHMEFRABE CEINS coHIc~] W57 —I%&
#BIF. WHO Hr1ER6E S K UIEHFFRE COEGESRICIR VBTN EFEICERZH X Lz, Fic. BEFREE
R—=7v bBAIKSEY. B FF—PREICK2ERRMGOBFREBRIBAMIFICRET 5B ZRD TN
<. BF—EOEBEMS CIXERERED I/ O—/\ILT 7> B, 24 OEERiEHEER Tdb 5 Health Intervention and
Technology Assessment Program (HITAP) A4 KW CHEEEWREEE LT

AEHOSWBESHEIMTIN TITAHDLY 3> 1 Tlh. MEFFASETILK T 2 EERMEFHEICTINT 512
DICBARDPINEC L] EWDT7—DEHE HITAPAIRED I v bRDIEL. B REBERRFR REERZH
FHEAZEE Y2 —K @HER RRAFLAHBRAFRSGESE SIF=Xtk. E&EMAESTE (UNDP) /\>1
THIRERFIL ) T - A —HFEHBDA L. TOT—XICDOVWTERE RO TV EEET,

SEIOLIF—IciE. BE. TH. TRMR. AEHEELY 400 LA DHRICTHEFRWRLER L, BHkIC
EOTERRGHRRLEGVET I LERL. MORE LT TV REET,
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From the perspective of LMICs

What Japan should do to respond to the growing health technology
assessment (HTA) in low- and middle-income countries?

Yot Teerawattananon M.D., Ph.D.

Av b ZOEIF—ICTBFEVLEELELTHY DR L
STEVET, TNTRERZROET, DL EW
fe7—xE TEBRIZEFFASEICEVT 5 BRI T
(HTA) DERBICED K SITHIETNEDL ] TI. FIFE
FARBEDRENSHHELLET,

Japan can consider addressing the need, demand and supply of HTA?

Need

A

Demand Supply

BELEZELTE. BRIEERS RHERES HTA D
Z—R FE HRBICHISTESEBO>TWVET, o
TZD3DNDWVTC, FFTZ—ADSFFELLIEWER
WEJ,

The Health Intervention and Technology Assessment Program (HITAP) , Thailand
PRl / P2
Ay b T4—IUvRF IV

Yot TEERAWATTANANON

Raising awareness of the need for HTA in
LMICs and international donors

Better
impact

Bigger
impact

G7, WHO, WB, ADB, Global Fund, Gavi, JICA, ADP etc.

FIZ—XTIH. BERFEFFREFED HTA DR
ErEO3LBAINELEBVET, BB FF—ICD
WTEBREKRTYT, FIZIE. HARERE (World Health
Report) TlE. 2EEIZHD 20~ 40% H1J Y —IXDIE
MENGEFBICK>TRONTWSEHVET, DY,
INSDORX MHEKONT DI TERDL DT —
ADHBHEWVNDITETYT, ZLTHTIAK. VY —XD%
KHAEREL, KWBOWIET Y XDOBEICBIDEERES
TVWET, TETVAHNEBRTONIEK, KUREGRE
HEEZBHTENARREGVET, BROEHIZIERITK
TVWERWVWET, RE. BLAGHTFTCEERLGEHRHLTL
£9, G7. WHO, tH5RERTT. ADB (727 BRIRIT).
ga—/INIVT7 7R, Gavi DU F T SA4T7 AL JICA,
UNDP ADP (E\ERIFEHE T 7 L R LIRMHICRET %/\— k
F—=v ) BEDZ—XITHIET BHDICTHANTE
BT EIFIERITBVNEEZITVET,
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The role of HTA in maximizing health in LMICs through
international development partners

FFE/N— =T L TH. BREZAGZEZITOTVET., W OHDORZRLET, HTA DERBNICIZZEN
FHEZITO T EDABYETH WRD1 DI/ O—/NILT7 7Y BV ET, 7O0—/NILT7 7> FFZORICH B K
STEHA IV EBLTVWEY., ROIKTOR—TFIVZRIF. ZTOFBH L TREZITVD. TORRZHELE T,
CORTHAZBERATESLBVET, ZLT/70—/ULT7 7Y FICH LTEENZTELT. BRHNMRELRES
TWBhD NJa—-Tx—-I%—) OFEICHTAZB CES LEBO>TVET,

7075 LETHREFTMT B ENTE. TOT I LHKDOTHFRICHRA b HTA & LCEHEARIEETY . %
NITEK>T7 A=V T 72 FIEHRrIGESERZRITTOC T EDNTEER T, BLAGRENFHEITHNTL
BT ENHNELTHTWE ERWVET,

TNSOmXERET E JA—/N\ILT 77 FIZREADRFETZIFIC HTA Z1T 5 DIF TRBEVWT EADH I E Y., &
FAAFEDEBAGNAKICH L TCHIADERI 22 £HH2DIFTY ., HIAIE. HENARICRVNIET Y AHH
& BERO-/NIVT 7Y ROYR—bERIFZIENTEEY ., TLTIONALRITINE. NJ1—TF5—-
REF—HRGBVET., TLTE . REBNOFHMAELNAEEICEY . AL ESZRHETELY, X MEZE
ABHB5TT,

BLZENESI—DEADEBVET, BHFAEFEED HTA DREREIE. P ZOEORRREZRARICEST
BT LIEHBVETH. BEN- b F—RBE<ERBVZLET, BRIXMEERETIC. A K070 —/b
2=y bEREL. BEEHVERNMEC 2 TVET,

The role of HTA in maximizing health in LMICs through
international development partners

BIZIE. R4 FOEDEDEL DI, HEHNERMEEIC4E1T<ELEIAZ8EICEETSHELET, LH L. #R
IXAMDEREINTVERA, DF Y. REETIIEIED 50 ~ 60% LH 4 BIDEZH TETWVWELA, ThZE 8[E
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ITHEPLTHE. VY —XBAMBEBI GV D, EEH
BRI EWRRICE>TLEVWEYS, VY —XEEZR
FICAEDS8EEVDIKSBEEZEEITTCLED &
RNFELETIVCADTERENWT EITE>TLEVET,
BL&LDIT. ROARIC, BERNITREEI N 190,
90. 90 EWS A=y FHBWEY, Tk THVD
A1), TREL. T IV RME)) OBIETY., cnfitir
DE2—45y b EZEICELMFITLEVERT & 2O
ANEEZBVDT, VY—RIEDEVEETHY. i
P NTD (BHOSNGVEAER). XZUT7DLS%GT
OJSLEBHICLTLEST LIRS ERBVET, P
R IX MREFREED) Y —ADEBEREE A
D52 —47 Y b EBREITNELEBWVET, HTA T D
2=y FREICEILTWS EVWIR/XAETVET,

Addressing the demand for institutionalizing HTA

i, 2 DBDFEEICDOVWT. BERBUFHN Y O—/\b
B L TWAHE LT, 2017 FEICUHC 7+ — S L%
FELY. WHO D HTA ICEY B@REZHR— kLT
WLE LT

WSODBFZEBN LIEWERBWEY, EEATZT
TIDH\ 2EFITRRIEM/NNY r—IZBALLSEL
FeBRIC HTA DEAZRET L THY . ZABFENOEWE
LELBYE Lc, AROBENETDA Y K THHY
Flle, ZLTETDT74VEY T BEHT—422T
¥, INSD4AHEDZAICUHCHHET OV S LD—
BRELTHABAILODWTDREZ RSO TEEL LT, &

LAEELS7O—/N\IVICEERZTSORRAD S ETNIE.
TEBTLIZZADBEEZATEIVET,

Addressing the demand for institutionalizing HTA

SEITBN LIEDIKIZADEAETT N 24552 RE
LTHETE ATA RITRLIEEY .. 797 KT
21T 50 HEMU EDEE 30 U ED AW ERNEE
LTWTC. HTAZEA T BHICRALTVET,

BT LT 2018 FEITIICA H'5 UHC NDZIEH S
BTENTE BREZAEDOATRL—Y 3 VvDEE,
IR EHBEINE LTz, TOMBAREIIEERES
NTWEY, EFEA YRRV 7 THREFTETLRED.
FEIOSICK > TESEICERICE>TVWE T, BlcS
ET8EBDRELEY . REFEIRIDRELETYE
o BARICEEHCH R— FLTWREWTWETH, &
UESEBIEESBBNLET,

Enhancing the supply of HTA support/tools

* Global public goods e.g. EQ5D Asia, CET in Bhutan,

HFONT. EREROMBITOVNTTY, HTAZT OB
Y=V egBE LEY, LHrL. Bcyo—/\bizy—
VBT V7 TIEBRATELGWEEN G Y T, HEAD HTA
WEE T d 2 B REERMFIT REERRZ MRt
>%— (CORE 2 Health) OB *AETDRITHEWNTEY
HETENTETWABTEEHYHKBLO>TVET,

CORE 2 Health l& &3i£77 2 77 D A 4 @ Quality of Life
(QOL) ZRETHY—IVERRLE LI GEE5H
ZO7O—/NLLAN)VTH BRI Y —)bid. BN TR
RENEDIEHNSTY, CORE 2 Health Tld. 77
ANTESDTDRREEW (Y EAILR) DEZEMTZ
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To2>TWVWET, 7V7AET—AV/SADQOLDEE
WEEGBHS5TT, ThICK>THTAZRLcBICE ST
K VHIFHITE EEDICT BT ENTEX T, e
—RBAREOETAET R VB E—HEIC. BRNHR
DBMEDIRETICET 2B W HHZITOTVET,

Enhancing the supply of HTA approved products

LEISHFELTE TV WD TEa MU ERN
FIH EEHBOMAEDREVERMED S HTA ZE YA
GZLIEDWTHBELLEFET, TnIcDWTIE. BFE
FREBUBAZEANR 7042 > L (TDR). PATH (EBE NGO).
UNDP ADP &1 71 L. HABROSDZEEF[ENSE
VAT ZEITHD EEZATVET, FITEFFAE
EICBEWNT, HEAREIUBROBL. HD1 /N7
FDHBEDICLTVERWERB>TUVET,

Conclusion

« Japan has been contributed and will be contributing
to the grow in need, demand and supply of HTA in
LMICs by

« raising awareness of the need for HTA in LMICs as part of
UHC establishment & among international donors to
ensure value for investment

 Addressing the demand for institutionalizing HTA

« Enhancing the supply of HTA support/tools

« For the private sector, early HTA can help ensure
Japanese medical products meeting the need of
healthcare systems in LMICs

11

fEmCd, ALICHBBY ., R/ /NILT « AHHHSR

TRLBMEERRD—DOZERFTLTCVEY, TLTT«
JEYZELEE K DEARH HTA & UHC [T ERRY —)b
ERATCWET, BRIFINETELEMLTCEE LI,
ZLTSBELEHTADZ—X FE. #EDEMIcT LT
B LT 2 EBoTVET, HTA DHIELDZREND
Xi&. KICHTAICEAT %Y —ILDRILGENTES
DTRIEVHERNET, TLTRBEICE>TE. BX
DEREHMEBIFSEORED AT LDZ—XITEA
B DITT BeHITIE RHAD HTA BRI ERVET,
HUHESTEVE LT
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From the perspective of Japanese HTA administration

ENTRIEERER AR (RS > 2 — K i WY

BEh. ThITBIF, G0 TBAWEEL LB
REEFNFR REEREETMMEAR LY 2 —DREL
BLEY., AR COELSBEHRRZEVEWTI Y b
FZIFCH BRET A RAY Y IV TEBILEZEKRE
HIDKBLOTHEVET, ThTRTLEYT—T 3
VRO EETWRIEELT,

Introduction of Cost-Effectiveness

Evaluations in Japan

2021.2.3
Takashi Fukuda

Center for Outcomes Research and Economic Evaluation for Health

National Institute of Public Health, Japan

C\Z,H

D SIFERDOEYEFICOVTHELIE TV
T*E9, SHOT < MEFABEICBADEDK
DICEBMTESH ] TIH. HTA ICBET ZELUMEH & W
SDIE. BEFFBELTTIEEL. BAZEGRERIC
BOWTHEBZEIEHYET, fe. BRICEWTHIES L
TRZ— b LEDIZ 2019 FEEHLSEDT. £2255H
IZBZEVET, SOBRDHEZIRYR>fc ETCTIhH S
KIELELDELTWVWBEICRIIDT EDHEOEHEEL
LIEWERWE T,

Cultural/Institutional Background

Health insurance coverage decision and reil
by the Ministry of Health, Labour and Welfare (MHLW).

prices are

MHLW has to consult with Central Social Insurance Medical Council (CSIMC).
Almost all prescription drugs are covered by health insurance scheme.

There exist pricing rules for new drugs.

Coverage/pricing decision should be made within 60days (90 days maximum).

Those prices are revised every two years based on the repricing rules.

BADEIETTH. BRI L TWBEEFEOHIEN S Y
£9, A1 FO—FBLICHY FITH. BHRTERRE
KNS E NS ERR. X ERERIE. BIcko>TR
HENTVE T, ERICOVTEEIF—ERERDT
WET, INHKELGETATT,

ERDBICLTH, PRURREEERZS LT,
FER) THMEZ LT, ETETERETHN—T 3D\,
HEZNEIEZETAPEDEBRZ N SITT 5HZRD
BHEHH B I ET,

RICBALTIFRAIE LTERAESRS AT 5EER)
&, IRTRRICNE T B E VS DHEERNGEZ AT
T, THICEDERENBICT BhERDD ETIE.
EMOBEEEE, IHLLEDERDET BIL—ILHH
EY, TNERN—RICTETCVE T, TORTHICH
FALIZLDD, BRAEDMHHEHTY, HTAZITSICL
TH. PRYFERGTORERABODATNERH L TVET,
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Central Social Insurance Medical Council
(CSIMC; Chu-1-Kyo in Japanese)

7 representatives from health care insurers
employees health insurance, community
based health insurance

7 representatives from health care providers
physicians, dentists, pharmacists

6 representatives from public
academia

FEHTIE. EEREEEORERDL 72L. EERREE
DREX7BHHTETEELET, ZTIT6 BDRRBE
BELT. EXTATITDREANBMLET, BHE
DHERESTBH. IFICSERMOCEMOVTERE
LET. SEIOHTAICEELTE T T TERDMTDONE T,
FTHWEEEBREENGEL TEDHTVBHEVWDSTED
REBFHRITZO>TVET,

History on the discussi

Around 2010- Discussios tth Central Social Ins e Medical Council (CSIMC) on the
ost-

mtmduct effe tvenes valuatlo

May 2012 Special Committ
nder the csIMc
November 2013 Publish of “Interim report” from the CSIMC

June 2015

April 2016~ Trial i ion of

June 2018

HTA [CB89 25&amId. T DHRER T 2010 FLRICR 2 —
PLE L, SEIF2021 FTIDTC. 10 FIFEHR%
LTWBEWSTETT, BHR 2012 FICITERXR
RMEFTER E VDS BRDHERDFICTEF LT,
ZTTESVOSmBZESWVWOHETHET 50 H5
WEZ DFHERERZE ESFEO DB EDFERDBEENTE
feEWSRERTT,

ZTITHFERMEBEA T, 2016 FOSFHTHEAT
ITH, ERICEPERKBZRATLOTHEIEND
T ETRHMEDMTONE LTz, 2016 F£H5 2018 FE TD
SEMICOfc>TERIATNE Lc, HfTTCLIA 8=
TERENE—EHORBICDOWT, FHEICE DV g
BLEIhFE L, TOKS ICERNMRFMEEZEFIERRT

DEMIEELEDITHOTVET,

Special Committee on Cost Effectiveness Evaluation’

In May 2012, a new committee on cost-effectiveness
evaluation was established under Chuikyo.

Members of the Committee
6 health care insurers
6 health care providers
4 public
4 industry
2 experts

BEANMRIEEFIR OB RIE. PERD SREE
6 % EERME 6 B NEDIER 4 BAHDADTVET,
ZOAEBIEFHRER GEENTWAARLETYT, T5IC

LRTIE. BEDFL4EHPAODTWVWET, D55
2L EEREEDL S 2N EBESREENSDA T,
BOEICBEV TR, EERPERKBROEXEIEETT
DT, ZOERHSFEMAELWVWSETA>TWEWT
WETMATBEAE LTEMAR2EHPAODTVET,

T T Ci#Ema LT, REMITIZ2019F 4 BHS5FHL
WHIEHDRZ— b LE LTz, BEWT. ZOF LWEIED
BEEZRTWNELT,

Principles toward New System of Cost Effectiveness
Evaluation

1. Secure patient access to therapies

2. Establish a highly transparent system

3. Take consideration of the financial impact
4

. Harmonize the existing pricing systems and

cost effectiveness evaluation

FLOEIEDRFZ T BIchic>T. EhS5AEL4
DDA, BANGEZANRINE LIz, £9 1Dl
BENDELRBENDT VL RAEHRT DT ETY, 2
DEIE. BHEDBEWMHEHCT BT L. 3 DEHNMK

DEEEEERTHIETY, 4 DBIK. BHEDHIE.
FRICEASHIE & BRAXREDRIE. FAMERNSDZET
T, TNIEBEBRZBED TG BARMICIEHTT
B5EDEVSMUBDIFTEILSNTVWAEDTY,
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Utilization of results of cost-effectiveness evaluations

O The results of cost-effectiveness evaluations should not be used to
determine reimbursement conditions, but should be used to adjust
prices after listing the medicine and medical devices.

BANEEZAE1 DT DODRTCVEET, £, £2F
DTV AEBIRT BT EICDODVWTTIH. FHEERE
ESEIODRICHE>TEETT, —MRICHTA 1. BRI
BOFHEEToeiER%E. NWEERRESIE (Bick->
TEBRBN— X EFMEN—EEDEBNAH D) TE
CETCORETA. BEHN-FTBHEVSHETEDN
BHEHNZNTT, LH L. BHETIEZDEL SRR
INE DRI EDHIETICHE S DTIEE < T MG ICTFEL

ZEHLZHLEAMNMREIEVNDTHNIE. AHERET
WS LEL TERVDTIFGEWLWHAEWVWSIBEZEHZH
bLLNEEAD. TOHEDRERBICHz>TIE. ERX
MBOEEHSEDEVE WS HIRTE AL ITE DA
E+oR@EmLIES>20RWEAS VST &IicRYEL
feo DFY. BAFNDRHORLGLHSEV>THT L
HZOFH LWVEEEDAERMONBENE. Z2HOBA
DS Ay FHGEWNEWSDITTIEELS. XY MEdH B
HBETEBEONDDBEVIIBEN DY ET, RIFICE
BITRITESEA) Y OB BBEHZNEEZSND
DI TT, ThEESTEHOLhEWVSERITEY LT

Z T T, HIEDR®ICHz>TIZ. BHEICAL EIFf@
. BHYETIFEERICEBL TEITNTREINE T 5 &
WSRAI TP TETVWETDT. TORAEBEELT.
EMEEZICEWOTIEEDRRBICELOTWVE T, BEICE
WET & BRAMMRHLRLGULOTHNIED LIEEE
FIFEL&LSEVNST7TO—FITLIcEWVWSTETT,

£Y. ThEERDHOETATY,

Selection criteria for products targeted for cost-effectiveness evaluations

Similar Efficacy

Comparison Method Gesd
Classification (Similar Function Calculation Selection Criteria
PR Method
Classification)

(i) New H1 Products ¢ Peak sales (estimate): JPY 10 billion or more

Listed H2 with * Peak sales (estimate): JPY 5 billion or more, under
Products: after Products with premium(*2), JPY 10 billion
full-scale premium(2) or disclosure

implementation H3 rate of » Products determined by the CSIMC General Assembly,
t under 50% such as products with a prominently high price(*3)

(ii) Already

listed Products: ¢ products with sales of JPY 100 billion or more

before full- H4 Products with premium(2) « Products determined by the CSIMC General Assembly,
scale such as products with a prominently high price(*3)
implementation

* Medicine of which price is calculated in comparison
o - ) B with target products(*4)
Similar H5 Similar products in the H1-H4 * Medical device of which price is calculated in

products Classification

comparison with target products(*4), and that are
categorized in the same functional classification

(*1) Even if an product does not meet the selection criteria in terms of the peak sales (estimate) at the time of listing, it will be selected if that annual
market size exceeds JPY 5 billion due to expansion of market size. In this case, it will be positioned in the H1 or H2 classification according to its
annual market size.

(*2) Products for which either an innovativeness premium, utility premium, or improvement premium (medical devices) was calculated will be targeted

(*3) Products determined by the CSIMC General Assembly, such as products with a prominently high unit price, IErOdUCtS of which new findings that
would have a major impact on the evaluation were discovered after the completion of the evaluation and other products that a re-evaluation was
required.

(*4) Products targeted for cost-effectiveness evaluations in the H1~H4 classification

Center for Outcomes Research
and Economic Evaluation for
Health, NIPH, Japan

G RHEICEL TR E2V2EDZFHET 5DHNEWND T LIBNET, ATA FERTWRELGHST
FHALET, WRELTWVWBDIIEEREERKBDHFTAZ—FLTVET, FOE HIDS5H3 EEWTH S
ETATIH, 2019 FELREFICH LINEETNLBDICEYET, MEEELD Premiuml. IO EMEZEE
LTWBEDT. TEEHREVNED, 50 AN ER® 100 EAULEDED (H1, H2) BWRRICHO>TVET, —HL.
BEAFEBICHEVED (H3) LEEBNTVEY, X—XELT BEDFEWADIENIITONE L DICTEHE
WO T ETIDT, MBNGRENDOREVEDICOVWTCFHEZ LKL S EWVWS T LILHO>TVET,
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Selected Products for Evaluation as of December 2020

-
day

C2H1901  Trelegy Fluticasone, Umeclidinium, Vilanterol 2019/05/15
C2H1902  Kymriah Tisagenlecleucel H3 2019/05/15
C2H1903  Ultomiris Ravulizumab H1 2019/08/28
C2H1904  Breztri Budesonide, Glycopyrronium, Formoterol H5 2019/08/28
C2H1905  Trintellix Vortioxetine H1 2019/11/13
C2H1906  Coralan Ivabradine H2 2019/11/13
C2H2001  Noxafil Posaconazole H1 2020/4/8

C2H2002  Cabometyx Cabozantinib H1 2020/5/13
C2H2003  Enhertu Trastuzumab Deruxtecan (Genetical H1 2020/5/13

Recombination)

C2H2004  Zolgensma Onasemnogene abeparvovec H3 2020/5/13
C2H2005  Entresto Sacubitril Valsartan H5 2020/8/19
C2H2006 Enerzair Indacaterol, Glycopyrronium, Mometasone H5 2020/8/19
C2H2007  Rybelsus Semaglutide (Genetical Recombination) H1 2020/11/11

ZHE51E. RBIC 2019 FLSFHENIRE Y. BENICRESNC@BICGEVET, CNEFRERTRREINTYL
£Y. SDETAH, TDYRAMMIHS 13 mEDFHEDEA TNET,

Process for cost-effectiveness evaluations

9 months (manufacturer’s analysis)*!

& ~
< - >
Standard 3 to 6 months*! 3 to 6 months 3 months or 6 months
5 m (manufacturer’s analysis based on the i i 3 months
timeline | (determine analytical framework) " getermined analytical framewark) 5 (Academic analysis)
< € >
[ Manufacturers (medicines, medical devices)
) A~ — A — =) ) ()
@ & 5
m
3 3 =| | &
/ A = o =
(@] () =} 0
o o 3 A
Preliminary consultation 3 3 3 z
3 2 3 AR
5 « Manufacturer g g _— 2 H 2
0 5”""'"“5 ?;oposal f°; b Manufacturer 2 ;:afrr:ilsc = S g
A analytical frameworl = . = = o k=
£ P + Consultation based o cogduc;s ana!lysm A « Verification of z 2 2
& 3 on the proposed 2 AsSed orrthe 2 manufacturer = % o
a & framework, 3 analytical 2 ?pea‘)ives&s) g 3 4
g ; = £ g &
Y summarize main H framework 2 « Re-analysis v 7 g
o issues o 2 3
% » Content of the g E cozadzboszgs = ]
3 consultation = g ¢ Consultations, | 2 Z
v recorded g £ i___ifneeded 1 2
3 i
Fi 2 £
W S
2 H :
g b g
* i Ef
[} ¥- v
a
J ) — J _J

Ministry of Health, Labor and Welfare, National Institute of Public Health (Center for Outcomes U T
Research and Economic Evaluation for Health: C2H) b &;“f:{;;;‘:inaw

J’ T l 1 consultation” to
“completion of

manufacturer
] submission” shall not

exceed 9 months.

[ [ Clinical specialists ] [ Academic analysis group

KEDHEHSHTYT, BRMBFOREOA SV ET, X714 FOELNSANDTRNICGEVET, £9. FEHBTHED
BEINS. BERFEEENDNETOREELOTVET, BlEE LTIE, MERTEEIE. FICHRORMRTH
N, BRERD T —2 55O TELET—2ERELTVEHSETY, ZES5THME LTES > IEREHIIN

BIGTREELEDEWD T LT, LEaA—LBAN. BEtEEZTO>TVWET, NZTO>TWSDH. BEHBE
D—HETH D, HL2DWVWBEIRBERRFR REERZFHEME LY 2— (QQH) TY., AHIEEEA+HT
FTDT. NEBOKZEDF—LHST AT IV I DRES. HBWIEERARDEPIRICHITRT RN RZETH AWV
EEGHSEDHTNET,
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62 1 2D BEOHODBEHEKTT . RINICEESNTHOSERDDHETH I HARB. TDHEHKRAHL
E1—Z928EN 3~ 6 ARIEENDVET., BICHEABNUEITES L 6 HRIFEKBZWWTVWET, £0D
%, MENGIHMAEDZERD 3 WAL SWTONT, MEHARICEYET., 2460701 E RFEOAT Y 1—-/bIcK
DEITH TFEF¥HE 2FE5VHDDVET,

ZOE. TOEERPERKBODEAGVDEVS EZDLSIBI LB EEBA. ERDPSRRINEZT 5 L0
SHETPOTVWEY L. Bl Z DI BHEIEH ) ETDT. BIFOMEEEARZ D LITRRINEZ LT,
ERNNROFMIEBERICEDN T, BBV DNIIMERZFET DLV IEZIAICEO>TVET,

Guideline for Preparing Cost-Effectiveness Evaluation to the |,
Central Social Insurance Medical Council, Version 2.0

. Objectives

. Analysis perspective

Target population

Comparator(s)

Additional benefit
Methods of analysis

Time horizon

Choice of outcome measure

9. Sources of clinical data (except costs)
10. Calculation of healthcare costs

11. Public long-term care costs and productivity loss
12. Discounting

13. Modelling

14. Uncertainty

N>R W

(downloadable form C2H website)

Center for Outcomes Research
and Economic Evaluation for
Health, NIPH, Japan

C\Z,H

DRDOTDDHA B A VEAEELTOET . ARISRKEORRTHAZEBRIETWLEET. TORTI.
BIZIET 7 S HLIEEIE. EAMIT QALY (Quality Adjusted Life Year : EBIFRAERSE) AFE>TRLTWVET,

CESHAFMBORFHIEERVET, ESMEERETZDHNENSETIATY, QALY Z77 U hALICLTW
LI DT, 500 5 /QALY ZHBA fc LT ADSMMEZE FIFTWEETT, TDHEIE 750 A, 1000 HD 3 ERRE A&
ZRFTOCAEHEGDTVET, el —#DmBE. BFMICEFVGHRE. NEOKRE. H5WIEHRH A
ICDWTIE, HEDEZEZ 15 &I LT 750 ARZBA LD DONSMEZE TIF W< EWSFEEEODTVETY, &
NSFHCELOTVET,
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Summary of New Cost Effectiveness Evaluation System in Japan

- Started in April 2019
« Target products are drugs and medical devices

- Target products are reimbursed first based on the current
pricing rules. Prices will be adjusted after cost effectiveness
evaluation.

« Pediatric Products for only pediatric or rare diseases are exempt

- Threshold value for price adjustment is JPY 5 million/QALY. 7.5
million/QALY is used for treatment of rare and pediatric
diseases and cancer.

FIENGELEHTY, 2019 FEICREZ—FLELT,
WNRIFERZELUERKSR C. BESN@BIZ. &
FNITER DA DS TRIRINE LT T DE,
BERMMROFEFERZEE A T LEITIS CTEER
BMITONEEVWSTETY, o TOEEICDVT
HELLELT

National Institute of Public Health

Center for Outcomes Research and Economic
Evaluation for Health (CORE2-Health; C2H)

+ Established in April, 2018

WoTcBRID oI, 2018 FEICHERLDE 2 —

>
HREENE LT,

Website https://c2h.niph.go.jp/en/

BRIER—LX—IZBECTHLTWET, TEW
EWTWBDHOFEERDKR—LX—ITY, HETIER
ERETHEDICLTVET, DM R4 VEES
BELEFTIEEL, AXBIRNTERRLEEDEEBH
LTWETODT. BEICSCTTERWEITNIEER
WET, BAERTEBRBLTIVWER TR LB DL E
BoTWET,

Features of Japanese HTA System

- Target technologies for evaluation
Drugs and medical devices
Not procedures

- Evaluation process and decision making
Assessment, Appraisal, Decision

+ Utilization of results
Price adjustment
Not coverage

R#&IC. BADREIDSEAEENZEDHHSHH
ZHELLET, T HROEEDFHE LT 2—F Y
PeERREERMEBELTAR—MLIEWS T EN
HVET, A—A—DDH%E LT ThZeRAHFTMZ
TREHESNTVEY, TDREFLNDEFRRIME E X
LTHITIDEIDNE. SROFERICEZDNERVET,
Frlc, BERGERKIRZE S ERRIMIC DL TIZEHMED
BEEDTRBEVHDLENSBERIIRERSNSHTVET,
ZOB)BEADNBEICHEOTLBHLERNET,

Assessment, Appraisal, and Decision-making 16

Decision

Assessment . Appraisal .

* Interpretation of the
Results

* Final Decision of
Reimbursement and

* Analyses of Efficacy,
Safety, Cost-Effectiveness

* Consideration of Pricing
other factors, such as
ethical and social
factors
In Japanese HTA system
Manufacturer’s submission CSIMC Genera |

Expert Committee
C As:

C2H and academic group

ﬁﬁ@jmtxt“ERETﬁﬁ —MRIT TP A A

> b (Assessment, D47) 1. 77 7L AL (Appraisal,
). T74>2 3>« XA4F>7% (Decision-making,
ARE) ] ICRFENE T, ThEBE HTATEI SN
TWBEZATY, 7EAAV MEWVWSDIE. BREXIR
REGEOMETHTETT, THIFEMNGEAETIT
SRENBHVET, BATEHEETON L . ZhEHKL
DRFDF — LRERRDEFIRICT FINA RZE W fEE
BHSESH TN EWDIFEMWGET TO0—FTT, X
BRREETBEODTTLAFIVEBZ>TVET, &F
EERNESEofeDh. BRENNRUADERELE S
EZABDDGEETYT, 7TLAFIVEEEATIERERDER
2T, FEHB TR ZOTOIFX/N—F-OZ v T 1.
BERNSHRIMEEFIER TEAR LT T, RICWGERR
EFFERBOBRTITON, MEAEEZITVET, <D
HEHFDIER IR EIFEIE E BVE T,
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E5IC. BFHD1DE L TEROMABLD Y 9, 1 BEOGHEARDHEEADETCHEZA DD ZELE LT S
BOFETHO> T RERIV AT LOAN-—DEEZRD ODEFELVEDEHIETH TOBDT A AHY Y3
BDTIEENENDITETY, CDOHWZESIEZRS | Y TCHERBHELTENRLRVET,

ME. ThD S DI MBH DT DICSBDZERDUES NETY., HUHESITEVF L e,
ETARERVET,

For Better Evaluation

+ Data
National claims database
Epidemiological data
Utility values

- Capacity building
C2H, Academic groups, Manufacturers
Training program

THICSBDOFTMMEELVRB LTV edich, 7Y
TEEREBNDLT. TOESIBTENTERWVEASH
EEZTCVET, 12T —RICDWVWTTY, BRET—
ZlE. F¥atb e T—E2XR=R TEHEELANILVT
DREFEBRDOL T DT —EZRX—=ZDERAETO>TV
9. BAROEBRZHRNBICZDETH>TW T &I
HLWERBVETH EDLIGERTANTONATL
BEHEVDBERISESFTESLEINE A,

HEWFBET—2P. AMEP QOLICEET 2T —%
TY, TOHEYIFEERDTHEEITOEFICE 7D 77 Hilg
TORBEEERLTVET, K. QOL DIEIC DL T,
BEOEFEFAPEZ AP RBMLETOT, KETHE
BINEREEZITVEY, KFEIY beELSES
ENBYE LA FALd T Y7 T QOL &5 d
B2Y—ILEEZTHELVLDTIEEVHSEWNS T LT, B
. I MEEEIGCHET BT ITHIBORER LS
HEE LEDNSESETETWEVWTWEETATY,

£512ld AMBERTY . HKALICEDTEAMDIR
SNTWVWBTENT > ERET LI, AT BEENDH
BH. BBROBHZADPVEVDTYT, Dixé, FEIC
BYANTERDGEIMRECEEEEA, BICES &
ZNHEIEICE > TOWEWE#EE L TEHERYT 21855
WhIFT T, AMDBWVELHS TEREVLDL. HIEHE
WHSAMBEENEZVDHEWVNSIDET 2 EMATE
WU FE L, SE. fIEHNAZ—FLELEOT. AM
DOLTDEBATEE L, RALBERDAFE LR
ELTCER 7OV LEZE>TVET, FRMITIE. 7
ITRENUNDOHIE LT L THEDEEHEEST
W ZEBEEZTVET,
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THTITOREDS

From the perspective of academia

HRUCRNERGE A BT de BT =k

Bureau of Health Coop: i
NCGM-HTA Webinar, Tokyo, Japan, 3 February 2021

What Japan should do to respond to
the growing health technology assessment (HTA)

in low- and middle-income countries
- From the perspective of academia

Isao Kamae, MD, DrPH
Project Professor, Graduate School of Public Policy, The University of Tokyo
Research Director, The Canon Institute for Global Studies, Tokyo, Japan
President-elect, ISPOR

RRAFOHFILHALEY., ARIFEEGHRZ
EFELTC. BREMAICEHBLETFET LESIC. T
DFV T4V TORBEENTESNSERFICE R
HELLETET, FMTEZSNE LI, EFRE
EIicBWTENEYEELTELHTAISH LT, BED
EDLSLGEMD TEDDOZET AT I T DIHFH 5T
AVETBTEREBBLTEYET,

Common recognition in global health

« Health systems are under pressure with expectations of UHC, growth of
technologies and limited budgets in aging society and burden of chronic diseases.

« HTA s one of policy levers for public management, coordination and financing.

Multidisciplinary process that
summaries information about
the medical, social. economic
and ethical issues related to

Its aim is to inform the
formulation of safe, effective,
health policies that are patient
focused and seek to achieve
best value.

the use of a health technology
in a systematic, transparent,
unbiased, robust manner.

RKEHDWVIIHRELEWVWDIIGICIEE T & HEMH
ROEBICEEZTTDT, ¥DRHEEDALHD Y&
¥, RIFEDBALEDNSFEICHHEIOY ZLDAZ
RL—YavhERILBGDZEVWS TRV EL
B KEICZDBY T, L L. SEHBREEDILET
35T GLAMBREWVWDIIZEDETADE. HO—
EHAZRRHSEABLGENSAARDRIY Y 3 v %E
ATVWERWERVWET, INDPRIIDEZLLTDR
BEBFTET,

ZDFEIC. HTAICDWTHSH TEZTHEWEBWE
o 5. 7A—NINIVADFRTIZ/N—=H )b -~V R -
ANLwyY (UHO) &, §XTDAL, TXRTOEICH
WTHEII G AT &H. WHO &L s, NBOKRERT—
RICIES>TVET,

UHC Z ESEY EIF T D EVWS T ED—AT.
EBICERREMASENL - 8 LT FEOHRLD
Vo QX MOMELELWVKRICE>TETWVWET, £
feo BEER, HROOF LV 2MORRAEICK > T
AOARELENBOTOVETH. ThETESMEER
EV S FIBEEFRODRRICBITLTETVS VS
EHOH2TehF T, Z5VWIHT, EDLIIHLL
BNz UHC Z/EY EIF 2O AHEEE LTOAE
57— THY. HTA I ZDEELGRFICEDEAS &
EZSNTWVWADTY, HAR HTA %38 CoEE PRI
OB T 2RVEHADRA TS L. BEADOEHD
BERZTTEE R LTEHTLL B EBVET,

HTA BfRld. BICERNRIRZZR I 512 Tldi <.
FERNEBEEREDTOCAEB%RLTVWEY, I T
IXEFEH. M, BN, HEVIIRENGREEDE
WLET. LEEAARENHER/OPOICEY ET, %
FEDBAREDHREICEHVE LN, YAIVRE
LTOT7ERAY MIEDVWT, T5ICHREBNERES
EHTEBREE LTWK TEDRRMGEEZEICEY X
Y, REDMEEREL TV Z LD, BEOBIEICK
DT TY, ZIVWDEKRTIE. HTAIXIERICHEKRESD
57T,
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Suggestions to answer

Revisit to UHC/HTA vision and science
Equity and engagement

Digital transformation

Global networking and participation
International studies with funding
(especially Covid-19 initiatives)

HTA in LMICs,

What to do?

ZITC5D2DRDSTNEBD TR THWERW
F¥9, £9. UHCL HTADER, EYV a3V ERFEHRD
BIRE T,

Revisit to UHC/HTA vision
and science

« What s a scientific HTA solution for UHC
to balance between population and
services to cover and costs?

* How can HTA can do priority setting in
UHC?

+ Japan invented “ICER-based pricing of
medical technology” as the first in the
world. Is it applicable to LMICs?
UHC cube

Source: World Health Organization, World Health Report, 2010
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Broader issues beyond the Japan-style HTA:
“ICER-based pricing”

Three major challenges in aging society and burden of chronic diseases

«+ Shift from hospital-based interventions to community-based preventive
and primary care.

« Priority setting in chronic diseases relevant to aging such as dementia,
cancers, etc., rather than acute diseases.

« Capacity building for long-term insurance and facilities for elderly care.
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Equity and engagement

+ Healthcare policies/systems highly depends on philosophy in each
country/people such as liberalism (US), utilitarianism (UK), and egalitarianism
(France).

« HTA, especially economic evaluations based on cost-effectiveness,
essentially include ethical controversies (e.g., the use of QALY might face the
issue of ageism, a value-for-money threshold for coverage decisions might
lead to discrimination of poor people.)

« WHO is not favorable for value-based pricing as it may bring more producer
surplus for the industry, which might not be affordable for LMICs.

« Patient engagement in decision processes of HTA in public committees is
generally insufficient in Asia compared to European countries.
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Digital transformation

« Artificial Intelligence: Many things to do,
but is it Brave New World*?
(*Dystopia novel by Aldous Huxley, 1932)

+ Al healthcare might not be necessarily a
panacea for every patient and society,
but potentiality for LMICs to catch up the
HICs.

+ So, in terms of HTA we need more
“value” assessment for Al, not just
“economic” evaluation.
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Global networking and participation

HTA Agencies / INAHTA

International Network of Agencies for
Health Technology Assessment

INAHTA was established in 1993 and has now grown to 55 member
agencies from 32 countries. The Network stretches from North and Latin
America to Europe, Asia, and Australasia.

4FBIE. 7O0-NIb - Xy b T—=F VT LZDEM
DEETY., ERERKMMMFERIOR Y bT—0%H
& LTHE T HTABBID R v kT —2 D INAHTA &
WOIHLDHHY ET, IR 32DELXTS55DA2/N\—
THEREINTVEY, 1933 FICAIEETNE LD, &
RGO SHHEIEINE T INAHTA DIRDOIICNE L
fco v MERED HITAP Z(3 L. BHRFEEOHICIE
BEIC INAHTA DAV N— & LTBRAITTERENTWVWSE
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Global networking and participation

+ The leading professional society for health economics and outcomes
research (HEOR) globally.

+ The Society’s mission is to promote HEOR excellence to improve decision
making for health globally.

+ To support the HTA activities in LMICs is included in the Science Strategy
Themes in ISPOR.
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More than 85 ISPOR chapters
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- Asia Consortium/32 Chapters

https://www.ispor.org/me
mber-groups/global-
groups/consortia/asia-
consortium

ThIE 2018 FE. R TD ISPOR 7V 7 K F &R
BD7 Y7 AV =T LREDAVIN—EBEETY,

International studies with funding
-special priority on Covid-19

« Fill the gap between science and policy/practice to stop the virus spreading.

« Assess the value and efficiency of testing, tracing, treatment and prevention
strategies.

- Develop and investigate the frontier of new field relevant to Covid-19
pandemic such as “lockdown economics and HTA”.

+ Mutual learning and sharing information between multiple countries.

« Collaboration on the platform of international societies such as ISPOR, HTAI,
etc.
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ELITEG T EDEERLA S ERBVET,

FEFESHRRY 2 F— 2020 4 12 A~ 2021 4£ 3 A

41



42
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COVID-19 and ISPOR Conferences

Jul 22, 2020

As a Society committed to improving health and as a global event producer,
ISPOR is closely monitoring news and reports of COVID-19 outbreaks globally
and announcing updates to its planned conferences as the crisis evolves.

ISPOR COVID-19 Community

Explore the ISPOR COVID-19 Community, a new online
community for ISPOR members only. Here you can share ideas,
discuss challenges, and post questions.

PIZIL ISPOR Tl BUcEBZFHE=RL Y. COVID-19
DIHBEOERMDGZRITILY LTWET,

What Japan should do is to learn
and grow together with LMICs.

Thank you for your attention.

ISAO KAMAE

kamae@pp.u-tokyo.ac.jp

BORETELN G VREBIEA TSI LG TE
FRBATLED RDOREDA v E—IIEYET, H
KFEAHDTEZDH ERSHTRDONNIE. BRIEEHD
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EEABIFE. FREHTAICBBLTRLTOW EWERWE
T, ZOVOIEKTIE. BALHRICFURRT 5T LD
IND S DEFFAEEZRZ cBAROEREMICE T
BEGODEASERBWVET, TEBHUNESITEVE
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From the perspective of a multilateral agency

Programme Advisor, ADP, UNDP Bangkok Regional Hub, Thailand
Y1) « A — Cecilia OH

BHICBMT BT ENTE. v bRE BHAKE. #1
FRENSMEZL ZRRFETCVLEL L, #ih5D

What Japan should do to respond to the growing health HREGTWIRELVWERVET,
technology assessment (HTA) in low- and middle-income — . _ . N -
countries FARISEFFAEEICHITS HTADERICED K SIT
From the perspective of a multilateral agency ﬂma—,\% b\J ((: L\ 5 7__ -~ LCW L/ —(\ *L\kt B%%#%Bgo)
o A geci\ioothl_ parh i *E/‘ﬁ\b\gﬁi% L/TCL/\t/%\LI\i—d_o %.L\[’j: UNDP Z\:{%@:/
AFLHETAY TS FOA=F 4 2—8—ELTVE

I, 7R TUNY— - )N\—bF—2v T (ADP)

EWS7O0Y Ty T, ADP & UNDP,WHO.TDR (%4
F— TAICBIE BEh, ETELIF-—DEREETH FEFRRARIIKT O S L) PATH (EF NGO #H#)
% NCGM (LR L EIFE T, SRIGTERGREL L | E—HEICHEEZLTVET,

Health challenges in low- and middle-
income countries

* Essential Medicines: 2 billion people still lack regular
access to essential medicines

® HIV/AIDS: 700,000 deaths; 1.7 million infected (2019)

* Tuberculosis: 1.5 milion deaths; 10 million infected - 3
million went untreated (2019)

* Malaria: 400,000 deaths - 67% were children under 5 years
of age; 228 million cases (2018)

* Neglected Tropical Diseases: affecting >1 billion people

* Non-communicable diseases: 36 million annual deaths
(70% in LMICs)

BRI BEFFAEEOREREICOVTEHEL LIEVWERWVEYT, EROESICHLEDS T RETHLABEARLD
ALZDRBEGEPERRZAFTHIEHNTERWVRETY, TOERIE. EFRRIMICFEGMR EENPT LM
DIEWHETT, R/EL FEHDIWVIETREYRATLE, A/ RN=2Y3VHBRERYATLBRMNVR Y 7 EHO2TY
BH5TY,

IO F TRICEFABERAZEGTIRA T, AELRITONT SETOTAY S LLHMIENTVET,
BEOREY AT LOFRZT CIKRRLATNE, FHEREIOFWELTET . BHFFAFEDORROERKIER DI
HEHEESICHEEGZOTLES EEZATVET,
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Health challenges in low- and middle-
income countries

» Despite advancements in health, millions of people
still do not have the medicines and health services
they need

» Health technologies may be unaffordable or
unavailable, due to bottlenecks in the innovation,
regulatory, procurement or distribution systems

= COVID-19: >1.5 million deaths; >64 million infected

= Widespread disruptions to HIV, TB and malaria
programmes, large increases in new infections
and deaths

= Health and community systems overwhelmed;
supply chains disrupted; treatment, testing and
prevention programmes stalled; resources
diverted

= Existing health system weaknesses, if not
addressed, will increase suscepfibility to future
health crises

BRPASEICEIT 2RRFEICET 2HFICTOVWTHHELLET, TEMDEL S Ic, HBEEZERICOVTIE20E
AUEDT VL ATETCOVERA. HV/ TAXTlE 2019 FIT 170 BEADRERFEL, 70 BALBPETELTWE T, #&
BTIE 1000 BADREZEL. 150 BADFET L. 300 BADKBEDKETT, X5 U7 TIE40BALRT. 2E
2800 FADBRELTVWET, TLTETD 67% H 5 A TDNRTT ., BHSNEVEATR (NTD) ICDWVTIE.
T0EBAULESBEL., FEAEMMBEFFABETEC >TWVET, T L TIHERFERSE (NCDs) ([CDWTIE, £/
3600 AU EAETLTEHY .. ZD 70% MMEFFSETHEELTWET,

UNDP priorities for improving
health outcomes

The Agenda 2030 for Sustainable
Development reflects the relationship
between health and sustainable
development. SDG 3 further highlights the link
between eliminating communicable and
infectious diseases with achieving Universal
Health Coverage.

UNDP Health Strategy (2016 — 2021)

® Reduce inequalities and social exclusion

® Strengthen governance and legal/policy
reforms for health

® Build resilient and sustainable systems for
health

TNITHLTESTBEMCDOWT., FAXEREREDERNSHEEL LE T, KT, UNDP TOELRIBAIICDOWLWTEH
FELLIEVWERVET,

UNDP &, WHNMTLTANIVRT T M HLERET DD, X vavyELTVET, 2030 FED7 V2 (The
Agenda 2030) EIE#HELTHEO>TVETH. 7YV T V2 TIXMER LTSI RRROBEZBHREE> TVE T,
BALZNUCOWT LS DD >TWVT. BREABDREREN) V7 LTWVWBTEERBELTVET,

Ffe. SDGs DO—)U 3 Tldk. BEUEEDHL T BT EE UHCDERED ) VI HREATNTVET, o T. 7
NUCTR]> T UNDP DEEREERIL 3 DD 7 7O—F &2 E>TWVWET, OHNCLTARIE. iR E D75 < I 5HN
WS LTHNF V ARENEREETOSD. ZTLTOMNMILTLI U I Y FTHEAREE Y AT LEBEL TV
HEVWDIT7TO—FTY, INSICK>TEFFABEDNIVAT I b HLZRE LEWEEZTVET,
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Accelerating progress towards UHC

* However, as LMICs progress tfowards UHC, national health systems come under
increasing pressure to rationalize the use of limited resources and to ensure
that increasing demands on the health system can be met in a sustainable
manner.

+ Containing health expenditure is particularly pertinent in the context of the
COVID-19 pandemic, as financial and human resources within the health
system become overstretched and new freatments, vaccines and medical
equipment will need to be purchased once they become available.

UHC IS L CEB Z IR T B(CIEE S T B0 TT A BEFFARFEN UHC Icmi TESI DO, BDRES AT LA
BRETEITHNZERIFDILIBVET, BRAOPHDDHSTT, 2FW. Bonfc) vV —AZz8ENICFIBL. 18
M 2EREY AT LOFZEIHFFFABRG PV A CTIHRA TS ZEANRHEICEO>TETCVET, Tolc. FHFEIOFA
DEZHIGDTcD. REY AT LICBEWTHEPAMDFELE SIS H FHEAOT DIODIFTZBELT Y
Fr. EREEBHIUELBEOTEELY . TDRH. ZLOEFFAEFEETIE. EREZRS LTWBELHIET,
R L THEY BELSDHDDEH 5T,

Through the Access and Delivery Partnership, UNDP aims to support countries
accelerate progress towards UHC by strengthening policy and regulatory
frameworks, and key health system capacities across the value chain

ZNTIEZTZTHLADP ICDWTHFEL LIEWERBWE T, KELEDHFEL LE LD TN UNDP A WHO,
TDR. PATH £EBBILTWE T A—/NILNIVRTAY 17 b TY, ADP I, BABRHEMNE Y R—FZ{ToTW
9, ADPIF. BEZEDKSICHR—FTEZDZERTVWEET, TOYRTL77A-FIF. EDKDICEHE
BORBIOREH. FEGREV AT LZ#BEL. N 1—F1—V2EE L THRETEINZZETEHENDEDT
To A4 FD@EY . AIRIEEINIREDY AT LRKTIE. EQXIBHEDDELEEINTLZDH . ZTDHEEDIR
MICHBEELTVWBDLZRLTVWEY, £fee HTLVERRKNZFBRIREICT 2 e DBEERARNMHE;. il Pl
EICOVWTIRRLTWE Y, ZOROBHBRO— OO EFREKIMEHE (HTA) TY,
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Promoting HTA institutionalization

* Akey component of the value chain is the priority-setting and decision-making
process in the infroduction of new health services, programmes and technologies
(medicines, vaccines, diagnostics)

» ADP is supporting ministries of health and national health insurance agencies in
institutionalizing the use of HTA as a systematic approach to evidence-informed
priority-setting and selection of new health technologies

» ADP promotes this approach by strengthening national HTA mechanisms and
governance, as well as ensuring that national stakeholders have access to key
knowledge and capacity base for the establishment of HTA mechanisms that are
relevant to their own country context.

» ADP collaborates with a range of international HTA experts and institutions, including
national HTA institutions (e.g., HITAP, PRICELESS), academia (e.g., National University of
Singapore, Hitotsubashi University) and global networks (e.g., iDSI) in delivering
capacity building initiatives to country stakeholders

e BH ADP TITo TWAEER 7 7O—FD 1 Did. HTA DFIEZEET 5T & TY, BoHLEI Lid. #Fl
WRET—EXA®TOT S L. EEFMZEATZEICE. BREIBEUMSIFPERREDTOLANETLEELLW
22ETY,

INICBBLTADP &, HTADFIBZHIELT BT DIcRBELPERBRRFRREBZXELTCOVET., ThicbBid.
INE#H LWEERREMNZERT 20T ET Y X EERICE DV BRIBMIT I NDERNGE T 7O0—F0—8 &
EATCVWET,

CNITIE 3 DDHEDBBDTIRBEVWHERVET, 9. EDHTAAXAZXLEANF VA EZBELTY.
b Lfc 2L, B2l BRNDBERED HTA XA ZXL%ZHIIT 2 cHICHBE L TN S ENRIENT
EBLOICTBHTE, TLTEI I, ERNGHED HTA BRREDERZRET 5T LT,

FhreBld. HITAP DEE7 71U AD PRICELESS, 7 AT 7 TEY VY AR—IVEIIRFE, —BAFE. EolidEso—/N
Iy b7 =0 ERALEH S BEFFRFEOBACE RERERRHEREICRENB LDODTR— b ZRELTVET,

Institutionalization of HTA

A. Institutional structures and mechanisms for HTA

= National HTA agencies, steering committees, TWGs and other governance
structures are established or strengthened to facilitate coordination,
stakeholder engagement and evidence-based decision-making

= SOPs, TORs, national guidelines and strategies for HTA are developed, as
well as prioritization of HTA research topics

= |eadership, political will and commitment are strengthened among
policymakers through advocacy and dialogue to improve understanding of
the evolving role of HTA in the context of UHC policymaking

These structures and mechanisms are critical in conferring an institutional
mandate and dedicated human and financial resources for the systematic
use of HTA

HTA DHIE(LDEEZ T B8 B 3 DDERZEZEZASDTIRIBEVHERVET ., RIDEHERIE. KIFLH
LEFELIBY . HIEDEETY.
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UNDP/ADP support on the institutionalization of HTA

B. National technical capacities for HTA

= Cultivate and enable a cohort of national experts who are available to support the
conduct of policy-relevant HTA evaluations through:
= Training, mentoring and experiential learning of national experts from government
agencies and academia
= Short-term placements at HITAP to gain in-depth exposure to various technical
approaches to economic evaluation as well as hands-on experience in conducting
HTA on policy-relevant topics.

= Support and facilitate the conduct HTA studies to generate evidence and
recommendations on the cost-effective selection of new treatment approaches or
health services:
= Peritoneal dialysis vs haemodialysis for end-stage renal disease (Indonesia)
= Reviews of standard treatment guidelines (STGs) and national essential medicines list
to promote cost-effectiveness (Ghana and Tanzania)
= Determining the national cost-effectiveness threshold for the UHC benefits package
(Bhutan)

B2 OEMRERIZ. EMINEENTT, HRAGHS HTAZERET 21zoicld. BROEMRYIV—TE2ERLT
WKRHEDDVET, AIZEIL—Z2T AVRUVT HTAKBETOERFHEZEICL>TITOTEDNTELT,
BEIC HITAP & EH#ELGH 5. EROEMRNMEENFHRZTOEERZ L. RRICHTAZEBE CTEDLSICKELT
TELTG

Z LTEBRICEFFABETHTAZER T 2 D O LEMYBHTREBRICG > TWET, AR, itk
BEDE T, H’Eﬂﬁﬁffﬁtfﬂliﬁiﬁffﬁ%ttﬁ LCERMIRZAY . BENICFHEY 2V HD 1 > KX 7 TTH
NE Ll &fleo A—FPEUY 27 TR BEREHA RS54V OAENEZRELATON. BREMMIROTZTT
L EDwEERERS) X F’\O)Lhﬂ%f’ &@@D‘Jb‘f’ TNTVET, 7—2 YTl Ty heEEDE> Ly ofa@Y.
UHC |<B8&E L TRICERNMIRDOBIEZRE T HE ) A TONTVET

UNDP/ADP support on the institutionalization of HTA

C. South-South exchange and collaboration

= Foster South-South engagement between policymakers and technical experts, facilitate
sharing of lessons learned and best practices, and provide access to critical resources
and expertise:
= HTA knowledge platform has been leveraged to support HTA capacity-building,
research studies and institutionalization processes across all ADP focus countries and
beyond

= Examples:

= Regional trainings for policymakers and health practitioners from across Africa and
Asia to provide a comprehensive perspective on the use of HTA, atf the policy and
application levels, as well as promoting a multidisciplinary approach to prioritizing
and implementing health policies and programmes

= Webinar series on the application of HTA priority-setting principles for optimizing
national immunization and health service delivery efforts in the context of the COVID-
19 pandemic, reaching stakeholders from over 25 countries
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EFL—%— | )77 « &#— (Programme Advisor, ADP, UNDP Bangkok Regional Hub, Thailand)
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Definitions

Generalizability
The results from a given study apply to other settings.

Transferability

The results from a given study can be adapted to apply to other
settings.

[YIR554FEUT11 ETRSYRTFSEY
T4 EWS2DODERENBYET. ITRSSAHE
UT 1l BHEDBRMEERBORR TEDEE(E
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ABEVWSITETY, FIVRT7ISEUTAIE BER
EENZTNOMOIKRITEDETE>TWCEWVWD T E
TY, ADEZTIE. Yz XxZ 74P EY T 1 I HTA
TIETEBREWVWERVLEY, LHL. bR T75EY
TA. THEOBERZER - BEITHILIETED LR
WE T, TTICHRIXDETWET,

Level of Transferability of Data Elements

Baseline risk *:;:;:;:I

Tr effect [ ]

@ High transferability|
Health utilities ] B Low transferability
1 [ [ O Not stated

Resource use

Unit costs

TELIEHBT—ZICENE, BRTEGZLDHH S
EWSTETT, FIZIEE. R=RSAVDIRY. 5
FRDREZRPERERICTDOVTIE. BHEHNAIMZT VR
777U T ARBEBENDT. INSDOEREZDEEM
EIcfES T EFTEE A, BEIRDBEICIE. TV
FLAHEEBEER (RCT) Z/ED5 I &lic K> TEEHED
LDEEZBDIEDTEETDTHETELY, tDE
DRRTITON RCT ZBDDEDHIHTHEDS ZENT
TET,

BEOMA. QOLIXFERIDHNET, UV —XDF)
BICOWTEHEWNTT, 22y IR FEHEWVWTT, K4
IEHTAZ R A TIT>C. TNEA VKX T7, 74K

YORRICEDE. BFICEWTHEWVNE L, AR
70F (PQV) TH, 2ADERZFBLCETIVDINS
A=B=TTA4V)EY T=BUTHESITENTEXL
feo INEGHITIH HTAZRIDETHES CEHTES
BIEERVNET,

F— AV EREHIHESTEVE LT, KEHED
TELLD BEZELHBHTIRENS. TOBBND
EEZWNfEITETTL LS. HTA DR ZMEISE
BTEZDONEVSERTY, BASLE. BENLET,

fBH FEICHFELLET. BROBETITH. ERID
BEICDVWTIEBEATELTEAD. —BRNEEZH &
LTI P> TWABEEIEE. REITDIRT— 2%
HLTESSBRET, EAETOFMMBERLEELTES
STEILHE>TVET, BEAAKLDAETHANET,
ZDLET. BEANDRDNOERZOEDTIFEL. &
HETEMYE - Z2MICOVWTDILT VY ALE1—%
POTVWETDT. ZOFHBEIC DOV TIEFARWTEE LK
BHhERVET, BRATMRAMICTOVTIEEETY >
TV RELH S EBNET, QOL DEICDWTIE FK A
DAHA R4V Tl BB HERERDEETATH
BELEEDEFES T EAHRELTVETH. TNHEL
BEEARDBREREDS EWVSKRITHE>TVET,

F— BAKE. HYHESTEVET, BOLEER.
A TERHY) EEAD,

I VW<OHLDE. HBWIEEEHE T, HTA DD
PEREBREZITV. BREEXBETEZLEWVSDIE. 5
BOEBEREEEBVEY, EVRRICEDRERDLHIN
ERIBTESHDE LNFE A,

TNEEHELDSERBEINTVSHBETITH. LD
FREDRBE LTE, THEIEBTESD. HHEE
DO—AIVEARZIA L=V 3 VIERE] LWST &
TY, HEODHBIFRIEETTH. T—2OHBIEGHE
HEELWVENDY X9, Fic. ZFEFFEL LIEATH
DL, FEEOXEP AL DMEBR TED>TEEXT,
ZDE S GREDMEHEDENEZTIRICTNIX. EER
BCTHRBREDMAE (1—7«UTv) ZRAZHAEE
T2TELERETEBDLELNETEA,

TR IIBEITIEHBETEGWVERNE LeH. KT
AAMDT—2IE FBEVATLAIIKEFELTWADOTH
BHRELEBVET, T—2OEEFMBEZRZICLT
WL el ERRERONMESNT, HETRREHXET



W SATTa Ay ay

tyTayl (ERPETHE TS 2 Pyl (HTA) SIS B 7cdIZ AN INET &

EBLOBT SV N T —LDNTESTENEEND L
BOWET,

F— HUHESTEVF LT, HIKE. BHEKE.
v hERE REICHIDESTEVET, REDEE
ELTHRICRD R EBWVE T, RIS EFR 7 E
HERIFL. HTA DRBICOWTIHATENEFLLE BN
T, AV Y FRIITREEDLDICERREZITD
TVWBDOHLEELHB L. ERERMANDT 72 ADRF
MZERERTEDLDICTBHENERVWEROTVET,
3BDFER. ABRHUHESTEVE LT, EPME
EHAWCRELL T, KBRS EBVET, R
BEDHRLIDT A AAYY AVHLRRTEEED D
DOTRBEWHERBWE T, KBIFEXSICHYHESTE
WE LT BIIEDETFLHIHESTETVE L
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HsEE R HI

BEETE. ThlcBiL

ARIFZSHOERICTENMVEE, X F—%REETEELRTE, FITELLERVET,

Flee REBTEEOWLET L. HITAP O3 v bk, BIFREERRFR @HEEK. RRAFE SIFR=KK
UNDP 2 ) 7k mRBRICEALECREREZHDESTTVE LT,

NRIWTAAAY Y avEEI)THOET2L—FDEE, TELEFEBEAHLSDTERAFHETE, RVDE
WEMRICLG S TeT EERVE T, FABEEE HTA DERH SRR DOWNT. RFMHE (Equity) ICEAT 25mRP. |ED
OO ORRTOERLME. ERGEECRL. FERICERIRTVE L,

BAHIE. ERERETHZI/O—/N\ILT7 7Y FOEFTEEHDA LIty aréhoTHEVET, el BEFEEXT
NCGM H\3afE L7z WHO SBHIFRAEICRET 2 F—Z DU R I K E L OHRRETHELTEVE T, BHLF KL
ZLDHITTEMWRITE T EENTT,

AREFBENERT LI, E28HUNESTETVE L
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3 RS E R o 2 — (NCGM)  [EIRSEE# 1)
RE HE k92

BEEH. TAITBIL

ERERRERL IS — IWHO BFIESEENSRDRAT v TN ~ERMBDMEFFAEE TEEINSHIC~DEZ
BSATT 4 XAy Y AVICTEBMNRERICHIDED TEVET,

ABRIFET. WHO BRIEREEDHEMZICDOVWTC BNV LE T, BEEFTOLIF—lcTBMENALITIES
THOVDHEEE LTOWERITNIEERVET,

Z0H. J7O0—NIVT7 7V FOBETEELDI L TESICEBBRERDOTVWERLWEBWET, E—HOEETIE.
78—/\ILT 7Y ROTISFEEHIEOREZET O A, FIRFEICOEF LI THBZWLEE L, £UhIF. 3
DOFEF v XIV. MBFRIAER) Y — EVRXAKRICETHBERIT. BEOEETLICE>THLERLOTEDTIEEL
EZET,

ERNGFHEOOF DAV ABRPENRICEWNTE, 70—/ T7 7V RIEA 7785 L—2—DFEEA > /\—
ELTEMINTE Y. LGS PERMEBDOFEICRSEEINTE Y ET,

SEDtIF—H ERENGEREEGELBADY—7 v FEAROER FF—PREDOHIREZG. ERFEDLE
HFEICOVWTHRZRDOTWEK —BELD T EZARFL T, THREEEETVIEETT,
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WHO #iiia®al. (WHO Prequalification) D%

Overview of WHO Prequalification

NCGM [ERRERE 1 )m / 727« 77 AREEsT > 2 —

KA i

TWHOZEBTE2RE (WHO Prequalification) DHEE |
20214F2 4R KIEE
ERERERMEI—
TWHORRMISEREM L RDATYTIAL
~ERMNATMENFRRETEINSZHIC~
Session 2
BN
EIHRAREADIERERHR 25— (NCGM)
ERE:

XERBHB

R7OT - 77 URFRRE S — (ERIA)
ANLRTTaAZy b

XINDHET RER- BRIE. NCGMPERADILIFPERERRTILOTEHNF A

BEx &Eh. ThlcBIF, RS
BEZHELLET,

H5 WHO SHIEEED

Bx

1. WHO BRI EF AT BRI

2. WHOSBRTRIIN&E!

3. BMEBCHMKE

4. HECERFIEEA

5. WHO 13R#ABFEE2019-20234F
6. WHOERZ{EFH&/JANEUL)

7. WHO HBRTRIER

8

FE OHREE, AREG, BIRREFRARK
10. BECREICETIHMEREMRET HMIC

11. WHO BgTERAE #ITOICLBBIREANDRE

12. RFERIB/ABWHORBIE

13, HAREGKOFEDER

14. BROBIHL

BRTY, EBICY VT IVICEDTWEET,

WHO E AN ER 2T AIIC
WHO D62 EEDSEM2 DM AE (3L5) DIRAR

3. MEBEEAEFHREL, MEETORGERESLVERT S,
5. BifiSIRERHL. BB SRR HIEMAENEMET S,

WHO ZE#iE8EEIC DWW TEHAY %ailc. WHO @ 6 D
DHZIEEED S BD 2D, 3FELS5BICDVWTERELT
WERERWEBRWE T, 3FIFREBEEEZFRTE LT
MEBEETORBERERUEERT 51, 5Bl HEiliiE

ZRM L. BIbZREL. L HERENZBE
T3 £EHYVET, WHO BFIFREEF I NSICEE LT,
INSITE> TITONTVET,

Original Role of WHO Prequalificcation

RETEEEOTVBIE,
RERUDIFUVOAFERIAERET S,

WHO PQ#BFY (&A1 X BT AL, LN LEEHIC
B LEOERHLBICASEHEES23.

SRR TOFHEBBORKIC RS
(GRRLTLEEMECRETIS)

-SXERE (TAL. Wl TPV CISECBETIE
T Y

WHO E/IFREEDA UV FILDREITY, £9. &2
TEEEDBVIMNE ERUTIVFUYDODAFENAZ
RETSHIETT, 21D KIEFED3IHFLSED
ETAICMA T, WHO BRIEREEISERFEHBTIIH Y
FHAN BE. BICR LEDOREESDOERFZEF/IC
REGREZEZZDLEVWSTETY, 3D2BRE . 2—F Y
POEBEALEFELDRER, 3 KERE HIV. k.
RIUT7). ZLTRUFILIZODTWSB I ETT,

Role of WHO Prequalificcation 2
AYIFIICSDCsOMEH R
(zozuigt‘(:gﬁtiﬁi‘é?ﬁﬁilﬁtfdsﬁ%Eﬁ)

B

WHO-PQIE . $hEM TRIFMICHRL LB TR THORVVEREOB L VREE/E

BUREFIATEDLIICTBCET, UHCORRESDGsDERICHIRT D,

SDGs (Goal 3)13 B 4% LI F 06 B EH'WHO PODE HEELS.

© HROBERFECERERDT .

. %ﬁi'EtSﬁiﬁ'ﬁ@?{ﬁw%l&ETﬁEfﬁtE’ﬁzbbté

© IMAX B IUT. BBV RORITER

Mﬁ%ﬁ:@i
"rWEAG tE (5]

ERI3,
SUHC/AZ) =L AR DISLyY EET2TOAN, EE)GRMINE. F 1. AR, #
el Eﬁk&h‘ét’ 2%, i#bt\‘lﬁ‘fsgﬁ%tﬁnbﬂéugt

F VI FIVDRBNCIA T, WHO ERIFREEIE. 3
W TRENICERGTMEZEC TRETEDORL., B%
F;U)ﬁb‘@@/E%@nn%ﬂﬁﬁ?“*%&?tiﬁézﬁ?\
AZN=HI - ANIWX - ANL YT (UHO DRIBE
SDGs MZEMICHM T 51 EENTWVWET, SDGs Il
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13DBEHNH 2T TDOHD 6 DOBEEL WHO FFEREDERLELVE T, THREFIVTVLSETAH, BN
NIEABTY ., BHONTVATR PR, KRERJIE. RiktEZ G EEEICET 2REER. KAREXRMT
EZBLICUHCOERRLGEL DBV ET, TLTREIC. BLEICKEZ5Z 2RPERUIFREMREICNT 2T
IF Y EEERDMEREDZEZBLCTCINTCDADNERRZFATESLDICT BT EHETSNTVET, T
TIGERRMELE VO EEDNA D TCER T LIFKREGELERVE T,

LI E R AR IE
EMP Division : A BEREREEEEZFND
MHP Division : EEREBEEINADTILARNGHER

There was a Prequalification department under Essential Medicines
and Health Products /EMP Division.
(EMP Division : s 7BEXE RERESMF)

-Essential Medical Products (EMP) Division was renamed
Access to Medicines and Health Products/MHP Division.
(MHP Division : EEREBERBADTHEARE) 7rea: AFLRATESCE

-MHP division have two major departments.

I : Regulation and Prequalification (RPQ) Department
(RPQ Department: 38 HILHR 5 RREEAD)

Il : Health Product Policy and Standards (HPS) Department
(HPS Department:{g 5 5 S B SR & B #E5T)

-This change was mentioned at the 69th Consultation on International
Nonproprietary Names for Pharmaceutical Substances, Geneva,
22-25 October 2019.

(2019%10A22B 15258 $69E EERFEZEOER—E )

- Practically the new departments were formed in 2020.

2019 FEREL SMEHOWENLH W F LT WHO BFIEREEEFIONAD T« £V 3> (B) OEZEHEEICRY
Fllco SETIFEMP (WWEEEREBRERE) EWVWDARITLIED. 2020 FEEFED S Access to Medicines
and Health Products/MHP Division (EXEG&RBREENDT7 7L XFE) ICEEICHEYE LIz, 2D MHP BOTIC,
2 DDEFHH Y £, 1 DlE Regulation and Prequalification (RPQ) Department (38! & BRIEREEEN). H5 1 DIk
Health Product Policy and Standards (HPS) Department ({ZER&REER & BE#EL) T,

t&1& Prequalification (PQ) Team (B RITEREEER)
[ Access to Medicines and Health Products/MHP Division: ]
EXERCBEESANDTIEAF
[
[ |
Regulation and Prequalification (RPQ) Department Health Product Policy and Standards (HPS) Department
(RPQ Department: #R &I EZE B ZREEER) (HPS Department:{ Bt & G BUR E R HEER)
1

[ Regulation and Safety Team ]
(FRHlcL£R)

f [ Prequalification (PQ) Team ] \
(ERIEREEER)
Team Lead Office
(RRE)

Group Group Group Group Group
@ ® @ ®
In-Vitro Medicines Vaccines Products Inspection
Assessment Services

Diagnostics
Assessment
!
EXLER

@ymm

Assessment &
Immunization
Assessment

I0FvE
FHiEERE
B S ET A IE

THEOHHMBERTY, ATl EEXREBRERDT7 VLABHH>T. ZTOTIT2 DOKXELERF. TR
CEREREER) & MERRREE S BES Hb Y 9, WHO BaiE3EEERFIIE. [FR4) & ER1EREEER) O FIch W 9,
Z D& IErIE3EEER (Prequalification (PQ) Team) J & T#3#I & %258 (Regulation and Safety Team) 1 h'& W) £,
WHO Ega1585E&. D IERIERELERI ICAVE T, REBOZEFEDHTT,

EIBREEHER L < )-— 2020 4 12 H~ 2021 4 3 H
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I: Regulaton and Prequalification Department (RPQ)
under MHP Division

1: Prequalification (PQ) Team (B #TF2EERR) 1 Office & 5 Groups (1Z53)
Team Lead (8£): Dr. Deusdedit Mubangizi
1 Office
(DTeam Lead Office (BRRE)
5 Groups (58)
DIn-Vitro Diagnostics Assessment
(A5} 2 A B 38 = e bt 23 ST AT BE)
(@Medicines Assessment
(BEEE M BT BE)
(@Vaccines & Immunization Assessment
(DDF VEF W AR R @ R o A BE)
(@Vector Control Products Assessment
(RREAE I A 25 Wl 0 5 G ST )
(®Inspection Services

(BRI

WHO S #15REEBFIN EFIFREEER 1. Prequalification
Team EPRIENTULE G H. 11 Office. 5Groups (1 E 5 ) |
EBEODTVET, 771 RELTIEREELHY. D
TITS BV ET, PHE. OFRABZETREERERRESE
FHENL. QEZRMIHEIE. @70 F & FHhEEREER
CsTAMEE, @OREGAEEN EY I HE LR, OB'RE
HMTY, OBRRMEIIE. OHS@F TOMMNELHT
HHMOBERGEERT HIcHDRMEMTH Y £7,

I: Regulaton and Prequalification Department (RPQ)
under MHP Division
2: Regulation and Safety Team (}R#l& & £38):1 Office & 6 Groups (1ZE63E)
Team Lead (RR): T8

1 Office
(DTeam Lead Office (FBEZE)

6 Groups (63)
(DFacilitated Product Introduction ({254 & #33E)
(@Laboratory Network Services (& ZE Y FI—HH—E RHL)
(®Pharmacovigilence (EZ R R 2B 1R
@Incidents and Substandard and Falsified medicines

(EEGHE L0, BENEXRRVBEEER)

(®Regulatory Convergence & Networks (R&IDUREERY D —HTE)
(®Regulatory Systems Strengthening GR#|{A&#321E BE)

E2 1 DDEFIDHEH ERELRICOVWTTIH. 5
S5IF1Z6MADHY LT, HERERFZFOICRDEB
FICTE 2 TWET,

The 13t General Programme of Work/GPW 2019-2023)
WHO %134&§5A$#H+T2019 —20234F

+ WHOIR, mBEOZEILT 3R A& L TIWHORRTRIEAHIZEL T,
E#ECNBEORZENHORENRIESNERMADAF ATREMESIEHEXIRTD.

- WHO PQ 3R 2 A B &/JANEUL )EELT

> BREEORAFEOZEEZIALN, SEROERGEREREICHATESRLIC

TRERBFICARBAEMBNAZZINZLICT S, (f]: COVID-190TE)

© WHO BB, FREUBENOFHOBRERICTS,

> BERECE(EERETE)Z50%HIE TS,

> SEKMERDIETEEI%HIET S,

> BHENBRIOFT A THIESNDIREZ10%IE LT,

> FEENNVIIFUEEER0/ -tV MEDT,

£5 1 DA LLVLDIF 2018 FICEKEE N TWHO
55 13 KRB HEZESTE 2019-2023 F£ITT, TOHRTIS
%, WHO S=riESEaRFIZs b L. WRET D RAEZL
KT B) EFOEY ERNSNTWVETY, Ko, S5E=E
DFFLI0OF (COVID-19) ICRL T BEDEERAE—
FTIREICEDEVNDT, IFRFEDHEIF WHO DR

REABHY AL (EUL) ZERLT. BEEZIicm
ATHELET, D EUL DEHDH WHO HaIESEHEF—
LHEHELETY,

we WHOS«%%EH B %/U2 H(EUL ) bPOBBFIO R TS

“WHOSERE A B 82/UR b(EUL )l AR BOFBERMZALH
PEGERUGENATERLINCTICL ERiE SR ODDTY . ARE.
{*%’QMHHVD)& nEEHES LU B (UAM LT3 Ho DR=2DFIR,
SHATRERE. ReM. AMESLUEET 20Xy MIEINT, BiD
EROEEAEHMCMBEENIMSEORRKEAOZEMEHINTI0ICHEA.
BB R OEK I
3IDORBNF(VVFV.AFE. VD),
IVD ->COVID-19,Zika and Ebola, 7 F VD ->COVID-19,Polio, Ebola, ;& #E3E->COVID-19

LT OREEH I E
1)H & (Dx tf%i’x’%h\%%b %f(;éuilgi"ﬁ&ﬁ'tb %

it ﬁ*mtﬁ%@h%iwmmluﬁimLlum,uz
UPEXERKOEE) .
)G EERBLUVIFUOSE IR DS E 3 s E A (GMP) [CHEHLL,

IVDDHEFQMSICEINTRIEENTVBL,
(GMPEXGRUEESA2ONEEIRULHERORE)
(ams: ER&#&U(K?};SMHIE; RONEEERUREERCMTILE)

4)REEE(L, HA0MSE(VDDB AR KNR SRR E5E T L.
HAOZ AN EIGSNIEBWHODE R B8 E R EET S EEMRT S,

HWRTITH. TEE5HWHO DREEAEER(EUL) TY,
FEOOSIE 1 DOBFITIN. [DREELDERGER

SERORERICBVTE. BEAE— FHNEBWNMIN A
L/\L.&)(b\ BRAEICE D TESETELGESERHINE
ICIZZEIREMD B DD T, TNSEER L TIRENITH
F’xbi?’ AE—REREMEERLGHSBEEEZLT
FFRC ) A MICEE A K DITE>TVET,

B EEANRBGMIE. 77 F 28R SETT,
BIZIE, REOZWETIE. IO IYHE IR
JHMBAGETYT, 77 F Tl FEIOF. RUA.

IARZHIE BEXRCEALTUL FRIOFHAST
WET, INRFLLBERETIRGLL, SETEDN
TWENFHEIOFTDBREICEZZSDESINZRS
EWDSTETY, TORBOEEIX, XZ1FD1) ~
4) ILBEVWTH2EY. 1) WRBEFEHRZ THFNZ/N
VTIvUEE|IERCT AN DB L. 2) SFT
DEEHZ DEFELBDIRIMEPOFRERHLEICHTI L T RN
&L 3) BEHIREOEMEDFEEIEEAE (GMP, QMS)
ICEDWTHEIND L, 4) PEEIELREER
7 L. B@m0 EUL B ERATE N5 A WHO DERTER
DEFEZTOENRTAHIEEBLELO>TVET, TNH5D
BAEZBLLTEULITBHEEINSEVS VAT LIKED
TWET,
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Vaccines

WHO PQ History FE 52
‘WHOlE, RERIEDTHA (PQ)EEBELERATIET, MEMRIISN-EE/EERE
SHICRE T 2 E MR WHO NN R El (Member States) Mo DB (2wt his LTER,

BRI RBMREVOFUNIRED, FE, A ZETRE G, RIRERAENS EHIEE S

IVDs
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Vector Control

Q Origin:
Request by
UNICEF and
PAHO to
evaluate
quality, safety
and efficacy of
vaccines in the
context of
national
immunization
programmes

O PQ beginning:

Q Origin:

Request by
WHO MS to
assess the
quality, safety
and efficacy of
low-cost and
new FDCs
HIV/AIDS
generic
medicines in
response to
MDG 4,5&6
PQ beqinning:

Origin:
Substandard
performance of
HIV assays in
sub-Saharan
Africa
» Response:
HIV Test Kit
Evaluation
Programme (1988)
» For initiation
& monitoring
Tx

O PQ beginning:

U Origin:
WHOPES set up in
1960 for evaluation
of pesticides for
public health. In
2015, WHO initiated
reforms to foster
innovation, improve
efficiency, assure
quality and align
with other PQ
programmes

Q PQ beginning:

1987 2001 2010 2017

m

WHO EFIFREEDELE T, ANET 7 F D BIEVE Lz, RICE B+ Y b RN 2—0> bO—
WEREBZE>TWVWET, T7F D WHO FFIFREENEE > =DM 1987 F£T. ZD 30 FEICRNYy 22— bO—Jb
@ WHO $Hu DIL.\DIEb\F;E& INE L/f:o

Prequalification workflow PQ®i#En

For each type of product, prequalification includes a comprehensive dossier assessment and a manufacturing site inspection, as
well as other product-specific elements of evaluation

EAXMCE ARORBEHEHERU : BEXEFNEE. HRtRE+ AL EREEE,
WHO PQ DX ZDIVDE G : k5 BT ERBBIBATOI5ANV R UGN BIHETIEHSAMICHEY,

Expression of Dossier EBCWEGEBRRARERIBEED
interest /EOI submission HBOTEHDE LETHOIERERDD
B3R EH ha,
National Reg