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Executive Summary

O Background

Since the initial period of its establishment, NECA has been actively
building international network with HTA agencies in abroad and has been
conducting numerous joint research and enhancing collaborations for
research. Through internal discussions on various international HTA issues
and active participation in global HTA networks, NECA has bridged the
national and international HTA activities. In addition, NECA Annual
Conference, an event to commemorate the opening of the agency, has been
used as a venue to strengthen international cooperation. Not only the
international speakers including the representatives of NICE in the UK and
CADTH in Canada, the agencies which are recognized as having expertise in
the field of HTA, were invited to the conference, but also the event has
become a platform to introduce international topics to Korean audience and
link the global healthcare issues to the experiences of other related
institutions in Korea.

NECA is an agency with the HTAi membership, the internationally
renowned international HTA network, and has been regularly attending HTAI
Global Policy Forum. NECA also has a membership of International Network
of Agencies for Health Technology Assessment (INAHTA), the international
HTA organization that only allows the membership to non-profit,
governmental HTA agencies. Besides, as one of the founding members of
HTAsialink, the Asia-Pacific HTA network, NECA had been running the
HTAsiaLink secretariat for more than 10 years.

The topics related to disruptive technology, high-cost technology, digital
health technology have been frequently put on the informational table for
discussions in the field of HTA. These topics are related to New Health
Technology  Assessment, reimbursement decision-makings within the
healthcare system, and government's policies related to the rapid
technological development in the era of the 4" industrial revolution. Patient
involvement and Patient Reported Outcomes (PRO) are the issues that
enhance the rationality of the existing HTA process, contribute to the
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diversity of evidence, and influence HTA process and the results. In other
words, In other words, discussions that affect the life-cycle—approval,
assessment, reimbursement—of health technologies have been continued both
domestically and internationally and it has kept influencing the healthcare
system and expert discussions in Korea.

J Objective

Recently, NECA's major HTA research and projects are mainly conducted
on health technology. Research topics are selected through internal planning
and central activities in each research have been presented in the
conferences which in turn have contributed to the agency's international
cooperation. However, the focus of interest in the international sphere has
moved to deal with a more comprehensive topics such as policy and
system-oriented ones and the prediction of future development—i.e. general
directions, novel assessment methods, changes in evidence generation, and
national policies. Since these agenda changes are carried out along with
organizational changes within the agency, there is a high possibility that a
continuous and progressive response to the external changes will not be easy
within the system which focuses on the individual researches or projects.

In addition, international cooperation requires a stable organization, staffs
in charge, and the ability to respond to policy changes. If international
cooperation within the agency is exposed to frequent changes such as
frequent personnel changes and the research for policy review is not
regularly conducted, its vision and goals will be disconnected and receded.
The internal driving force for international cooperation is also likely to be
lost.

Therefore, this study intends to analyze the major international HTA
agenda raised in response to rapidly changing landscape in healthcare and
health technology, and to review the degree of acceptance of the examined
topics by linking them with the national HTA agenda. In this way, this study
aims to lay the groundwork for maintaining and improving the activities to
enhance the collaboration with international health technology assessment
networks and the foundation for stable and sustaining international
cooperation within the agency.
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J Methods

First, this study identifies major HTA topics emerged in the representative
HTA networks—HTAi (Global Policy Forum and Annual Meeting), INAHTA,
HTAsiaLink, and ISPOR—by reviewing topics discussed at the international
conferences and forums, and analyzing conference documents, programs and
meeting minutes through online search.

Second, after classifying major HTA issues and selecting 3~4 central agenda
among them, this study introduces the selected agenda in detail and
examines the current status of related national/international agencies about
the chosen topics. Expert interviews and surveys on the relevant institutions
were conducted including the surveys on INAHTA and HTAsiaLink members
on the two topics (RWE and Patient and Public Involvement).

Third, based on examining major HTA issues and analyzing the status of
other agencies related to the major HTA issues, this study presents a plan to
strengthen the capacity of international cooperation within NECA.

J Results

1. Recent Issues in International HTA Network
1) INAHTA

INAHTA is an international network made up of non-profit HTA
organizations, with a focus on strengthening an international cooperation
to promote evidence-based decision-making through HTA. 2020 INAHTA
Congress was held under the main theme of 'Stronger Together: Sharing
the Challenges, Experiences, and Solutions for HTA." The theme of 2021
INAHTA Congress was 'Adapting to Changing Times by examining timely
topics such as the global pandemic of COVID-19 and the development of
innovative health technology.

2) HTAsiaLink

In 2020, HTAsialink was established by the three founding members—
National Evidence-based Healthcare Collaborating Agency(NECA), Health
Intervention and Technology Assessment Program (HITAP) and Center for
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Drug Evaluation(CDE)—and has a majority of member states in low- and
middle-income countries. HTAsialink has facilitated collaboration
between Asia-Pacific health technology assessment institutions and
experts, shared HTA information and research experiences in the
Asia-Pacific region and strengthened research capabilities. ‘Universal
Health Coverage’ has been always at the center of main theme of
HTAsiaLink Annual Conference.

3) HTAi

HTAi is a global scientific and professional society for all who produce,
use, or come into contact with Health Technology Assessment (HTA). The
organization consists of 82 international organizations and more than
2,500 individual members from 65 countries worldwide. The HTAi 2020
Annual Meeting focused on the role Health Technology assessment (HTA)
can play in maintaining health systems while improving patient-related
outcomes. 2021 Annual Meeting was particularly important as technology
advances and new interventions rapidly develop. As the innovative
technologies emerged, the focus was on how adaptive approaches to HTA
could continue to provide a concrete grouund to drive healthcare system
innovation.

4) ISPOR

Established in 1995 as a leading global professional society in the field
of Health Economics and Outcomes Research (HEOR), ISPOR conducts a
survey of its third-year members every year, and presents the top 10
HEOR trends. Real-World Evidence (RWE), which was ranked 3rd in 2019,
will rose to the top in 2020, Drug Pricing, Universal Health Coverage,
Price Transparency, Aging Population and Precision medication have
maintained the top ten trends since 2019.

2. Recent Global Issues on HTA
1) Health Technology Assessmentin the era of COVID-19

With the global COVID-19 pandemic, related issues are emerging in
the field of health technology assessment. In order to provide
information quickly in the era of COVID-19, there is a need to develop
medical guidelines quickly. Accordingly, the importance of ‘Living



Guideline’, a method that continuously updates guidelines by reflecting
the latest research data, is emerging and being implemented.

2) HTA decision making using RWD/RWE

The convergence of information and communication technologies
such as artificial intelligence (Al), Big Data, and the Internet of Things
(IoT) have spearheaded the 4th industrial revolution. There is a
growing demand for RWD/RWE utilization. Through RWE, the safety
and effectiveness of health and medical technologies such as
pharmaceuticals and health devices can be verified in actual clinical
practice, and the evidence obtained from RCT can be supplemented. In
addition, RWD collected in actual clinical practice becomes a data
source that can detect and monitor safety information. RWD/RWE is a
basis for health care decision makers to provide safe and effective
health care technology to patients, and it also shortens the health
technology assessment time.

3) Patient and public participation in HTA

The necessity of public participation in the policy-making process has
become an important part of decision-making in order to increase policy
acceptability and secure policy legitimacy. On an international level,
discussions on how to directly involve patients and the public in the
health technology assessment process are constantly being discussed. In
this international trend, patient and public participation in HTA ranges
from defining concepts such as how to define patients and the public to
conuducting assessment with clinical measures such as Patient-Reported
Outcome (PRO), Patient Preferences data utilization methods, patient
experiences reflected in assessment, and practical operation methods
such as patient and public representation are being discussed in a wide
spectrum.

4) Life-cycle HTA

The theme of HTAi, an international conference for health
technology assessment in 2022, is 'Lifecycle Approach: Coming
Together to Make It Happen'. come. Frgnsdal et al. (2010), through
the summary of the results of the HTAi Policy Forum, emphasize that

X1



it is necessary to make timely health technology assessment and
decision-making at every stage of the life cycle of health technology
for the proper use of health technology. The concept of full-cycle
health technology assessment is not new. However, it can be said that
the re-emphasis in the present period is because the necessity of the
times has increased to that extent. In response to this, the Institute of
Health Economics (IHE), a Canadian health technology assessment
agency, has proposed a new life-cycle HTA. It is suggested that this is
because a change in the HTA method is required.

J Conclusions and Policy Suggestions

Health technology assessment agenda, which has been discussed
internationally, plays a major role in the process of identifying and improving
the problems such as those arise in the operation of each country's medical
technology assessment system and the need for coordination among relevant
stakeholders. Most of the agendas discussed internationally have continued
evolving towards the direction of improving the status of medical technology
assessment and the role of institutions in each country's medical system,
leading to policy and organizational change.

As an agency specializing in health technology assessment, the scope of
international cooperation in the National Evidence-based Healthcare
Collaborating Agency is mainly focused on sharing the results of health
technology assessment research through participation in the annual meetings
and conferences. In addition, participation in the regular forums and
conferences and webinars held and organized by INAHTA and HTAsialink,
have been the main participation channel.

International cooperation has not been taken as a separate division, but
has been considered as a part of external cooperation projects. This is
because international cooperation requires expertise in the field of health
technology assessment and English communication skills at the same time. As
a result, early international cooperation projects relied on individual
researchers with capacity to present the research in English and establish
international networks. Hence the major tasks of international cooperation
was to administratively support the researchers.

xil



Based on the existing international cooperation activities, we propose a
system that can continuously develop the contents and the stable system for
international cooperation projects reflecting the demand for new international
cooperation.

International cooperation requires basic understanding of health technology
assessment systems, policies, and methodologies and the role of professional
researchers who can discuss and network with researchers from other
countries. It is necessary to select personnel who is able to be in charge of
internal affairs and the positions of external societies and councils. In
addition, the number of main working-level managers can be two to prepare
international cooperation-related materials, produce videos, plan and adjust
educational programs, and perform practical roles in operation. Designate the
person in charge in consideration of the person in charge of conducting
research by each assessment project unit and by major health technology
assessment agenda.

Key words: International collaboration, Health Technology Assessment, HTA issue
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1. D=7 |=Y7HIEHZ(INAHTA)

1.1. International Network of Agencies for Health Technology
Assessment (INAHTA)

INAHTA= 957197} Bl dAz o|FolZl 34 A= J=rleB7tE &
gk 27 7I5E AEEAEZ F25] At w414 9 HEHZE HAl= vl 8=
T Qi FA W 7| Afele] HEEHTZL & F5E0] U= Ao INAHTA
9] & ZAHeE FHIH olF 7|HIeE IS o E AAHo|L 4l&e AE
AAERE 25t At 9urleB7t ¥ BHomEor ff ShRel sl ohefet
FAZ HA3 IF(Task Group)?] B A&EHCE GHsHA o|FojA|H 37|
9] ¥&e} AL sttt AUttt BHAAAAFEA(Institute of Health Economics,
[HE)OA Q& 717 AHf=s 4985kl Ut

AAI(21.12.24. 71) oRAlot, /H, TIF, ozl ok-== 317w, 50709 =
7P 1 BQgY 2A7E d7|Ee 2 goA &0l st itk 7, 9rld 7
o] 7|9 YE AA[ohH ofAlob-EjEY A M AL 239 Adelaide
Health Technology Assessment (AHTA)®} Australia Safety and Efficacy
Register of New Intervention Procedures — Surgical (ASERNIP-S), st=9] st
HAZ AT Y(National Evidence-based healthcare Collaborating Agency,
NECA), W9t Center for Drug Evaluation (CDE), &#oJAlo}9] Malaysian
Health Technology Assessment Section (MaHTAS) 470=, 57§ 7]3o] 3|@o=
ojstar gtk Id7|o] =7l YoM WHA AW AFAE ARE=ol| AlEshoF
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1.2. INAHTA Congress
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U Ee U AaolA AfFste] Hoh g2 3971 g =EstL At 397
o i 2%l0] IHAste] INAHTA 2% ‘?ﬂ—‘%} % o ARjde FRoke HlERYA ulY
(Business Meeting)d} 3|¥7139] A % Loh-E &-For= World Cafe, Impact
Storytelling¥t 22 YEYT AlH0] 7‘1’04 et

H 2-1. INAHTA Congress =& Li&(2018~2021)

GilEe SN Yo 2 U8
FHLITE ) .
2018 6/5~6 e ZH|: Global Excellence through Collaboration
=Y
2019 6/19~20 3= Z=H|: Connecting Evidence. Improving Health

ZH: Stronger Together: Sharing the Challenges, Experiences,
and Solutions for HTA

Plenaries
Day 1. Modern methods and evidence for assessing

2020 | 2/4,5,8, 9 22401 innovative technologies

Day 2. Non-traditional evidence for HTA including RWE
and expert contributions

Day 3. Increasing efficiency and effectiveness in the
production of HTA

Day 4. INAHTA Position Statements/Impact Story Sharing

ZH|: Adapting to Changing Times

2021 9/16, 17, oato Plenaries

20, 21 - Day 1. Annual Business Meeting and Networking Session
Day 2. Adapting practice in response to innovation

Day 3. Adapting methods and lessons learned




2= Al Ha FR U8
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Day 4. Adapting to globalization and considerations of
sustainability

% 2018, 2019 INAHTA Congress= BE2| Plenary A 20| INAHTA 2 22 Alet =9 I HERF A
Moz 0|20y

7t. 2020 INAHTA Congress

202099 7% HTAI 94837t == Holddl Avet € vt 5 S
BAAQ A5ol e =7 7|89 o7t oo wet d¥bEog HTAD Ad
ot MR FaoA FIE dH A e Hro A4AE RS =
3] 713 o] Sl= FE7HY A9 AAHS Hot 20209 Eoll= 25 ofEdol=
oAl FE JMHots AR ZAAHUS. sHAT IZ2Ue] AlAH thadgo= <l
SFNA9 3] M= AF FAEeH oj5d 29 2RISR AFEHUT 2
102 FNF=HA 7| tE 2200 HFEHUS AR =5 7|HT SHAA
A = JF sEstalon F3] 7|7k 7€ 19 29914 49(2¢¥ 44, 5Y, 8
d, 9YE AT 25U

St 3 =A HFE 20209 291 INAHTA &3 ‘9=7]&%7t digh =4
A, AE, hAYet F(Stronger Together: Sharing the Challenges,
Experiences, and Solutions for HTA) & WFAZ A5t ot 4719 FAE

Astol 42 B 7 1749 FAS ThEQlct

N

1) Day 1: &Ml 7IE2 Holol7| Aot Xl UEH A Z2H(Modern methods

and evidence for assessing innovative technologies)

2] A &2 HTA 7184 FAl 7162 oA B7RkL deA7t S350
2 =95t} ofct Al X9 HHHIF Q91 HEE 52 T 405 EEo| A
it @HoAE ZHd FA ofZgAo ”s

|A(mHealth application), 4% &
= AE3t 71& 59 gAlr|eo] oF

ol,

FAA|(tumor agnostic therapy), HAIH

ol



B 2-2. 2020 INAHTA Congress

- Dayl 2® FA

ARt =7} A UE A
Guidance for Austrian Payers to Support
Dr. Claudia Wild | QAEZ|0f AIHTA | Reimbursement Decisions on mHealth
Applications
Prof. Tracy Merlin k=F AHTA Tumor Agnostic Therapy: AHTA's Experience
Dr. Cyil Olivier matn HAS Asses;ing innévative technologies based on
machine learning process

2) Day 2: RWEQH HE7t 7[01S Eet 71ZE9 ZA HAMM Hod 2

(Non-traditional evidence for HTA includng RWE and expert

contributions)

+ OFAJoF =7HE0] RWE A&l sl =2Jst7] 9jsf 4% REALISE
£ 1% 79 vAEskE A7 715S 5% Yol XYE harmonizedh=
ERE 245 =9 EDHEN Z2AE  Zo] Y1 mHsly dolgE fﬂé
A717] gt Al=7b FRESQIEE ofAlol £, EPl T of7] AGolA AP
+ RWD/RWE €& 9 RWD 4% o|F 9=7|&B7lol AR Aol oigt T
o} olo] T3t EEo] oJojrt.

# 2-3. 2020 INAHTA Congress - Day2 & &4

AX} =7} A& 4H A
_ Use of Real-World Evidence to Inform HTA:
Prof. Fiona Perace A7z ACE , _
Asia Perspective
Pall Jonsson = NICE Broadening the Evidence Base
Sebastian Carci
eRastian “Ar® | oizmElt | IECS | Non-traditional evidence for HTA
Marti
3) Day 3: HTA F&™oM =84 Y F3 SEl(ncreasing efficiency and

effectiveness in the production of HTA)

AR go] AMeIAL 7t 8 Rr|en7t 4 A BgA4T TS SN
7] SJ#) 71% W ofg) AR TKNICE), 4] 7 t(CDE), HTA 71% ZHRedETS)
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2242 Eol7] et o] WA oAt 1F ERoIAE Brt agHQ
HTA 582 95 483k E7(ool), HTA BIAE 35 2Rsb} BIMS
Ee hEE A9 AH 2e40] ROl Aol ) =07k olsoignh

H® 2-4. 2020 INAHTA Congress - Day3 @& FA

24E FA

b

i =7t s

Helen Knight
Jennifer Prescott

= NICE NICE Methods and Process Review

Finding efficiencies with regulatory

Gace Li-Ying Hang CHEE CDE . .
processes—experience from Taiwan

Inaki Gutierrez o L .
ATOl RedETS | Finding Efficiencies Between HTA Agencies

[barluzea

OH

4) Day 4: INAHTA QE=2 U 3|71 A SS(NAHTA Position Statement/Impact

Story Sharing)

A o= 22 o], myzog 4l 7]« RWES| tieh INAHTAY]
W &(Position Statement) 7T Aol F-FEIUTH INAHTA= 2=7|&H71
A SHF7E B FAlR] s o] ke Bl S7|EY @ Hlaa O £
Asto] INAHTACNA s A0 His] of® HAAE 7L leAl ddes +7
Hog ZMgstal Slth. ol= INAHTAOAN Y & ZAZdCsE 52 8

= g
e oJzrleWt B HES 95T 5 Yk A e

of
RSB

I 2-5. 2020 INAHTA Congress - Position Statement

INAHTA Position Statements

Patient Involvement Position Statement (2i2)

Disruptive Technology Position Statement (21=)

RWE Position Staement

Lt. 2021 INAHTA Congress

=

22099 AAY thed Teln HAl GJmrlee] B S9 AHe 35



gslo] ‘Wslol= Alto] A-S(Adapting to Changing Times)& FAZ 2021
INAHTA Congress7t 71 = et &4l 719 Ay} A4dH AlA4 df3do=
Al w55t S #stol| AS5h7] flsf 2 71389 # Ao wslo] antao
= St et Heto]l A=A ==t -5 ZEU9=E QIeE w7PE o]
S A 92 o 22U Aol EAste] F3 20209 FYUSHA 2ERRICE
A= ATt Day 12 713459 Zb= 3973 di#7F 2o INAHTAS 29 8%
1} oAzl ALY, A HY % 52 THoke e BlRYA nEa HET
Aol ZIg=|Qltt. Day 278 Day 4714 &3] AR FA9] W 7|2 d3et 1
& EE0] olozith

0

N

T 2-6. 2021 INAHTA Congress — Day 2 SX0j| 2 M L=H(Annual Business
Meeting and Networking Session)

SR} =7t a4 HE K|

Definition and identification of innovation
Matthias Perleth = G-BA (including disruptive technologies topic and
horizon scanning)

Providing early support to ensure development
Gamlle Thoressin oA HAS of best evidence for HTA (Early access
program/ Early advice)

Ana Carolina . .
L Hepd Conitec | Re-assessment and disinvestment
opes

" 2-7. 2021 INAHTA Congress — Day 3: X8 it 2 WZS(Adapting methods
and lessons learned)

ARt =7} A& UwE A
Patricia Mi
aincia Winaye oA HAS Learning from COVID
Flores
Adaptation of methods of system literature
Sw Whffersahrictt =Y IQWIG .p . y
review and synthesis
Deidre Dejean FHLICE CADTH | Qualitative evidence
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T 2-8. 2021 INAHTA Congress — Day 4: MAS M2 M2 3l X&7ksA 18
(Adapting to globalization and considerations of sustainability)

oxt = At 2 A
Tessa Edejer : WHO COVID-19: Making Choices

Collaborative working across HTA and
Joseph Mathew : G-I-N guidelines communities for greater efficiency in
providing evidence-based healthcare

Analysis of HTA organizations environmental

Jn
ne

Alric Ruether IQWIG

sustainability/climate change activities 2020

2. OIA[O}-EfHY o|=27|=HT} HIERT(HTAsiaLink)
2.1. HTAsiaLink

HTAsialinkis o}AJo} - ejoF Ao ol=7l&®7} 7la 2 A%} 7 genz
oh-BIX9 ) HTA A29 ATABS TH3kL AT Jokst] ste] A2uA
ol ATANECA), B3 oz F4) L 7|4%7h ZRIBHITAP), there] ojorzn7}
AE(CDE) Al 7188 F50% 20108 GUET 53, B, AvhEe, geoly
of, 3%, WEY 5 17745 3474 7|To] Holshi Qe ob-Hxe 99| o=r|4H
7 AR Al

2.2. HTAsiaLink Annual Conference

HTAsiaLink Annual Conference(®lst, HTAsiaLink d#[g&3]9))= oh-gjA]Y 9
27leq7t Aerkee] 2ol Haos 9 dmrlswrt ¥d 4l AEE SRSt 3
1 2 A W AdE A =0l5] fgt Shed - A EEQ FOo= ol
A9 QmrleB7t 3 AR T 71, Al AN T gA9e] |9 7139
£ Asd 89 ofyzh, A=Y gFAekE fitt W Fog Al Qi

9] 317)3o] S A/g=tolgk= Hof|A AFAS]9)(pre-conference) Y5 U
22]9(main conference) 7 - ZAH WHE T3 FYo AFAEANA wSH
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ARl A7 IF S ke 8% FHo)|of 9] FAof| Qlo oEt =

AR S spsIsloe A BASRIE VL 9 U T WissE
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alshe il Sk 340 et Si7i ofid 9] 2

2 =8 /)9 gelow S2HUS 1§ Holt 7kt
o gAY YL dAsH] AFE,

HTAsiaLink d#e&3]9= HTAsiaLink W 7F3 & AR 7| Abo] HE
A2 5 9 dY 79 A3E HHoE 19 o W jFEH 20129 A Asks
3]9] 717 olF= F 919 FAPE A= SANE=7I] e=o] trE AHA|
skl Qo] iyl A sh&Ed|ooA ‘HEHZ Oz B AN Universal Health Coverage,
UHC) o] eh&3l9] 4| W 35422 st Slth

rlr
Y,
Ho
o
2:
rﬁ
19
N
k) r_>&
SE,
o]>
[‘_,

H 2-9. HTAsiaLink Annual Conference £2 L{&(2018~2021)

o U 34 72 U8

ZFH|: Testing Treatments: Strengthening HTA for Better
Healthcare

Program’

* 2 HY3|9l= Plenary session= T QK| & HMETL
WH EE, P52 H(oral presentation)2 T4E
- (B27t YH) The Assessment of Pharmaceutical

Treatment for Cancer
- (EB) 8719 FHOf Cfst E2 T3y
® Political Economy of HTA to support UHC

2018 5/8-11 ilzliol ® Using service delivery platforms to strengthen health
systems: an extension of cost-effectiveness analysis
and case study

® Evidence to inform policy making on vaccine
introduction: experiences from China and
opportunities across Asia

@ Introducing HTA for Alternative & Traditional
Medicines (ATM)

® Publishing — understanding the editorial process and
authors responsibilities

® Experience of using unsafe or ineffective health
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interventions and technologies

@ Current efforts and challenges in assessing unproven
practices

Potential solutions and actions and future
commitment needed to overcome the problems

ZH: Priority Setting for Universal Health Coverage

L4t | Plenaries
MNE 1. HTA in World
2. How to make a good decision in healthcare?
3. How to collaborate better within the HTAsialLink?

2019 4/24~27

2020 T211199] FMAN o= Qlot 217

ZH|: Global Health Technology Assessment (HTA) Practices
in Asia: Bridging True Evidence to the UHC Benefit

Adjustment
Plenaries
OIZHAIO} 1. Appraising the UHC Benefits Bask.ets in Ihdongsia ar\d
Selected Asia Countries: from topic selections into final
2021 10/11~13 =Ini=] .
i decisions
(Virtual)

2. The Journey of Real-World Data (RWD) to Universal
Health Coverage (UHC): Increasing Access and
Reducing Waste

3. Political Economy of the HTA Decision Making Process:
from Assessment to Appraisal and Impact to the
COVID-19

7t. 2019 HTAsiaLink Annual Conference

A|83] HTAsialink #Heh&3d]%= HHEFY guigZ 97t Aed 424
(Priority Setting for Universal Health Coverage) & FAIZ A&oA 7HF= A
o} of-EHjA< ‘41 718 52 MUt 9= 9 718 §8 =71 Aeke 245

olE9 AHE FHotL HS Ure AEE AR EN gt At 71
7He] e EEO]’ A7 Sle ATARE P STt %9 A= wiEskIh
239oflA= Ahed]Y FA) HEF JaHAS g e d8s =2
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st7] A ASAER] =9E Ml Al 7K FAER XFEGIS A A 239
(Plenary I: HTA in World)olAE =AQR7&H 7 EXAINAHTA), oFH 27t
45 Ya57leq7t EYFA(RedETSA) & =41 Ya7leB7t A, vl=-AH<Q19
9771&H7F Aado] digt A SRS FHo7 A4 & 9771&%7NY A B
ol tfsf motst & == STy T WA E3)9(Plenary 1I: How to Make a
Good Decision in Healthcare)olA& tigt, =, #Hlot & m7|&H7IE B3t
7t 9] BHow A AHIE SReEA Fota Al AEAS fIg
Jw7leB7le F848<= ARl Al #A Z39(Plenary III: How to
Collaborate Better within the HTAsiaLink?)olA+= 957|&%H7F £ 27]9f 3l

+ HTAsialink 319 =719 A#el TAIAE 579kl ol 5 FE FYA|
U g9 HjkE =AY 4 Qs Shgith

HTAsailink 3197|13%9] FUo] A7Ate] o5 Aok 9 AR Au# o)M=
dg7|&Er} A=, WAL 987|&Er} 49 A HARS, =8 MY = okl
FA9] HAEo] APFEHUH. olet A 2397} Y= A FAl] +A - EZA
B AldE B Yol AAE HTA A+-43E HHsHY AlYo] A4 f=
WS WS 5 Ql=F sto] A e Aoy Al ATAL Ale] HENFT 45
JgE T2 ¢ IEE SI9lHh

Lt. 2021 HTAsiaLink Annual Conference

2134199 NAE difgoz QI 2020¥% HTAsiaLink A#H|sh&3d]2le= 2021
dog d7jeglom QlmHAjotoA 2eRRlor ZF =it & A Shed] o=
opAotoflA =Y mT|eB7t 3 HEY QR o 22 9 2A 4
A(Global Health Technology Assessment (HTA) Practices in Asia: Bridging
True Evidence-to-the UHC Benefits Adjustments) & SH&3|9E of-2= F
FAZ A o FAl0f wet KA gHAgd wE SAed o= HH]—
w9 M2 {5 YA 24 A =2 durled/Pt A9, grrleB7ke
P A A B9 dRIE Holof st HHA om WA SHHs| ffet
ZaAQl 714k Eofof Sh=A] =97t o]FojFth A[AQl == RWD/RWESL
FEUW97L AFDY fasE, 2390 535t =9Elen SAMNd=T HAt
FAE Er A4 tFol .
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3. THQ=7|=F7Iet=|(HTAI)
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3.1. Health Technology Assessment international (HTAI)

HTAE J27128/HHTAZ B4, /Mg Bt Fols ZE ARSS 9at 229
uge) et W AR stslolt. A A 65712014 & 827 243} 2,500 ol
el sjgow FAE0] 9T HTAIL HTAC] BAlo] It okt o8] BAAE o
Eahe B9l F4 2Aolth ol ofs) WAL ATA, A YA, 49, 3,
oz Aux A4, 1% U B4 EF

3.2. AHg|2|(annual meetings)
HTAiOIA= siufth FA1E Agstal o]o] 2 F3], AR FALR 52 X3P
2 ek 20209 =R B ZEY19Y AIAAE {30 wet, Mo E 3197t ZPHNU

o Qs FA o moh Pt

H 2-10. HTAI Ad|gle] F2UE

AT 2A| g R UE
et | | | | |
2018 6/1 ~ 6/5 e ZH: Strengthening the Evidence—-to—-Action Connection

FH: HTA beyond 2020: Ready for the New Decade?

Plenaries
1. HTA Beyond 2020: One Size Fits All? Will joint
international assessments improve or hinder HTA?
2. HTA Beyond 2020: Era of Digital Health?
3. HTA Beyond 2020: Need for Smart Capability
Building?

o

2019 | 6/15 ~ 6/19

ne
F(TIT

ZH|: Attaining, Maintaining, and Sustaining Healthcare
= Systems in a Changing World: The Role of HTA
2020 | 6/19 ~ 6/23 H|O|E
(Virtual) | Plenaries

1. The Role of HTA in Achieving and Progressing




ul Al

oz
5

x2 g

Universal Health Coverage

2. How to Adapt HTA to Address Technologies that
are ‘Disrupting’ Health Systems

3. Incoming Tides and What it Means for HTA; the
Rise of Real-World Evidence, ‘Big Data’, and
Artificial Intelligence.

ZH: Innovation through HTA

AFEHE | Plenaries

2021 | 6/19 ~ 6/23 THAAE] 1. Evidence for HTA: Innovative Methods for
(Virtual) Challenging Times

2. Patients at the Heart of Innovation

3. Innovating HTA to Support Novel Interventions

7t. HTAi 2020 93| S|2|(BEIJING (Virtual))

HTAi 2020 94| 3]9loA= o&27|&E/HHTA)Y} 97 A|AES 9X5HHA 3
A B 2E sk H a8 4 e 920 23S w0l JFEHI

HH& A7 EA(Universal Health Coverage, UHC)Ol tHet 7§Q, HTAS <%
So] fgt =oE(q] : A} 2H 9 HAFT uQle A/E FojE ot 2
£ ARSIl fIek &35 ®A)o] Sl HEA AEAG

1m
ol
N
>~
m
g
N
i
>.4

= 1= X oA -
29 7l N Age BAold. BHE AYe aeHoz 25| Yo
HTAS AMg8to] 712 9 4 ozo] A, 94 &9 442 98 vlg-any, 2
7 7 A g5 23, A9 ARl s 9" wi71A] A o %ﬁ"éo A

At ok SZAIAHIN} UHCE @43t =71ollA HTAZF UHC ¥
A& 7hs2 TAAZIE H ofutt 982 steAE =o5ieith 24 57 9 A9
o] X3t A&l %A HTAE A-8&st7| {3t o] =2=°] olFo|Fth

A4 Yrrled] YHL 7Y Mg @ A friedol| =45ty Hksta Q.
EZQ JdzE AEX 9 474x Aget 2 'mE  7]&(disruptive

technologies) ¥} 7|& AAIZE glolg &A% &8 F7F 53 22 S0]2+ HolH
2 X

_I_4

25, AT s, EE A ¢
A 71&9 Hriel T HHEAY ESHIA, o3t Jlel TA(EE X4 ¥9Y)
o9 a9,

H7HE #I%t HTA AHE Eaido] A7IE T ozet HWelof Eiko]

W 4] dloje} oprElxjet e HAl s1&o] Utk Ty
1

=4
=

Py
=]
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HTA 713 7t9] g=o] 5840 =9=|qith
& 29 AAEI] ofs WAR T e AES
ER5k= o Hoh AAAR] 9EZ & & U=A ofF, so| FAHoE Hl-E
o] o] B V&g Aot &&= o= AlAE FHE AT & U=A 50
==t AFCRE A VjeEd et B7PF tE A 2 AERLAZ
ol 24d & SIEAl, o= AARI0] A& TheAE FAISHEAl |Gl ARk &
AHo2 g7]AQl 7l gt Jd3t INAE HAS ¢ UeA], AVle9 =Y
2 o] digt &84, A, ARE 9 AHA XA, Al7]1ee i, g7 A
2 Ast7] fsh €A, AR 9 B RIS o5 #AR o] ZENAE
Aol A=t olgt AkRo] HE=0] HTAO| Hf
SF A3kel A5 "Ll Bty 20209 o|Fo| HA AJAHIY X&Z Q] A&
7S BRG] flgt Eo] A AAHLRE o]FojAof 9hZ ZFRsIIT.

A B A (Real—world evidence, RWE)Q] AR, HldolH, <QIFA|
(Artificial Intelligence, Al) 6= 83l Hofo] tisto] HTAE o|9A 2&%
AAof gt =& o]FoiFH. °4ZH4 Al A& AH(: 5T, AT, %Hfg
b= ukAbAsl AlRfs) E—OF«] OlXFA oA} AA 9l Adh), u|Fo]l At dA o
Al AT AE AH ket oAl AIE ARSShs W, dA o= A|AFA ALY 9fn]
ol disto] 1Skt Al %ﬂﬂ%’% d2 2 idsky] fsl dHeleY &4, ©lo]
B A, 41EE MY 2 HAE B 59 71edd ¥ & ofde, AIE F
E%Vﬂ Yrtsls W, AV AE/AY SuEES A WY 3= HIFE 9

o, HTAZ} ASsfobshz W4, HTACIAM O] AT AR HTA 7wHE % Ao o
f‘f_ FE, ol TAF TRoA Al 4, 94, A8 FF 5ol ==l

ox, m olr

L. HTAi 2021 ¢l 3|9|(Manchester (Virtual))

o7 71& Jte] A vRAl &% W J7ro] AL W2 A o]FRojx 1 Q) o
A BRSOl A9 BA AlAHY] B4 87 AFS 5 Bl ojyjet Ao
AAR 520 A2g Aok sk o] gedtol w}a} Taol tigt 529l
A2 Aol mAg B gtk

HTAi 2021 <4 39= A+, B4 At = SAKA, 71e A € S
7F A, 9 9 oA} A9 HA HTA 84 Auto] AA 29 9 AP $FojA

OEL



F 3o+ E£9] 7|&o| WHsta MEL 7ol #iEA A% wet HTAY
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710 Asfhn Ame AL Sl et HTA
g 4 Q=S HTAS 243 Ba4o] Ysuq,

N
N
N,
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q
o>

e
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HTA: BA5k 423 $a02 S 93 a9 d4gel Jamoze 4
ot g AYol= AZ R At I8y s THY
3 12} & 27\]- A A4 9 @Eoﬂ 3t AEZO] A HJ—/}JO] |

-

Al e Beleka Aol digt A2 AAAE 5 Slvke F80] A7 AT
=]

Fehol 1 A7 ST Uek. olol met 7122 7l& Wk Bl e 5ol
275]% T
N9 mEho gheBe & AAR R PA9 AES 2 AY g gas
obste BEIAI 717 Al Hstel A A L AEL olA sfok HeAe]
o ol e Azdel thet 59 AR /e 245 Bt vt
S % 9ES 311 908, RWEY AHgL 2 7]
719 g 3 A ol=rtA] TG
dolelo] UG BASH: W, AEY BY /)%,

golal Aoltt. et 4
3 AP AT WA o =L ol

HolElE g gHe}

AofA DA EFFFA|7} =9] Fo|tt.
‘FA19] ZAlo] Q)= FRXKPatients at the Heart of Innovation)Zr= FA| ©
of, HTA Itol| o|gA SAE ojAld A7l digt =2% A= qict.
57| YHFH AL 2 EHE/HAY 4 F71e B, did 2 =
A7t 2 220 9sto] o]FojA 1 et 7o et A HE2 A+ E A
2 AE 2 s, A" S0l AL 7 B8 AT T B 2 3580 E BA
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dojo| FAhs ofF olsfEAREY ¥ Tet dRrled %
sk ol AR v ©7] "iZe] kA 7R 2A} A& diek
o 237t HAE & Sl gmried £ 7] dde] 24 &
Zlo] sh7t Hil o dlE 501, 25 € B2 VA e A
A7 A= A B7F Adeo] 2gEo okl Al B3t A A

i
My > ofN O N
<4 g omx N
jﬁéérlré
lé?:ol-}FOﬁuzﬂ
ANl e ofm e

sfeka QA AE AAE HEs AQolE H3HoR Folska irh B 94
£9) 44, dol L A4 A A, AW Y AR Aogsie B Sl 43

o= Zolstal QU

JI9ol|l= E4tokal, SEARRke] BhAo] oigk W2 ZHo] UAATE HTA 7] Wi
A A Zo] HHAl2 TS| ThdstA ol ol AL glon, SARRtelE Higtke o[
TAAES #HEE Aot Atk 47 7|32 A=F08 SAE HofA7|aL 9o
o AE 7|3 At o] Falof disto] ofds] aRlsta qlot websd 2=

= S 9 A FolE 3t o HAYSE 7L Qe AR

EEFE & 1EZ FFY /A0 tiFHI Ut & HTA7F B3t 7le2 A
gk o AR S YA AHS olEA AETA, HTA 7|04 EAte] Z4dE
HHow Fdste A At 49 Y= AA" 875 FFA7]7] Y6l HTA d
AR E S AR RS BRI FA9] Wl ditt 1137t o] Fofxfok &
Zo]tt.

mAg o R MER FAHE AYsh] $13F HTA FA4l(Innovating HTA to
Support Novel Interventions) °o]2F= FAO] et =27} At o7 7]&o] 9
W A, A5 2 YUY TRsde ASHoRE WHA7EA o= AlAH0] At
Aag A&Aow AT 4 A ol wet, A2 SATAS L2240 = W)
Stal glom AfEX Hoh iQlekdE FE HAeE fiA|EL ok FAHE
o OAEsEY g2 370 E ANAT 4 A HIUY, SR AL
2 BA7F 7hectes i Hole 4, wEY AR AY sol FREHA Sith

HTAE= @A &ds] MEL e "9 Az A G40 digh 8719t 9,
ek gl Ay AT IdE fAsioF sk Ao Aws] itk HTAE Hoh
A% H A, Y E 9T SHoA 3SR HTAZE Q= AAE, S
A AREAR] 8 ARdol] A&HoE HFs| yokd LAl HFHIY, HSF

o= o
e it
oo

A

HTAo dish eojd Mz WHe #E2 /Ee 2840l AVHH. & Wie
o] g 7] ARt AA AFAR1 HTAZF of| ¥Alo=® Zsts| vokd ZAIA7}



o]},

olE fsf HlAEARI SATAE B % Ha 2A VES Btk W
of oigt g7t o]FolXaL Ut Al 7]&(9). Gene Therapies, CAR-T Cell
Therapy ¥+ Contact Tracing )2] A& &8-S FrotHA QA 24 A0
A et JATS BASH] A3l olEA sfof & A7h otk &3] ZAT} ARt
AY o A 5912 WA St o5 Hd B7He}F HHsto] HTA 739 I
gt =97} dastot YA AFHEAY EA 8 ARGl 94 HTAE 245k 7]
& Ao A3 = A & 28U} vk HTA 7]8o] AT B7} 7|52 &5t
WA A ALY 8 ARfe S5 9l WRles ZEAAE AT 1aYt
Uth= AAstol| ofof tiet =9]7} o]Fo|F

oh

4. ZHIA=FMIE7E R apetet=|(ISPOR)

J

4.1. International Society for Pharmacoeconomics and Outcomes
Research (ISPOR)

ISPORE= E7 A 9 A3 A-H(Health Economics and Outcomes Research,
HEOR) &ofollA AxAel 228 A o5z 19959 Ay=glon, 172 #%
AL AHZ iASH] st HEORE Avistal Aubel= HTZ kil Slth. ISPOR
32 AlA 115997 =71ol4 8,00078°] don, w7h-AqHE HH== ISPOR
Regional Chapters= U=, 8, OFAloF Sol4 70917 ool *F= L AUt

4.2. TOP 10 HEOR Trends

ISPORE " 3Wxt 3ls difos AEg AAlst, 449 109 HEOR Ed=
£ Aok, A AlA Brouet #HE JrEARE0NA ¥ vIE 5% A&
Aoz HUEHSIY Utk HEOR EdE+= Yu7|e9] EA A7t w2t Halet
t} 201949 3912 AAERE Real-World Evidence (¥4 @4 <7, RWE)=
20208 Ao 5=331, Drug Pricing(9JFE 7F4 @A), Universal Health
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Coverage(XHZ 9g®A)  Price Transparency(7}2 FWH4A), Aging
Population(917+ 11®3}), Precision medication(J¥ 2Ish2 20199HE A<
10t EF=S fAokaL Itk 202049 AEAl AE ER==+= Novel Curative
TherapiesM |22 A &H), Overall Healthcare Spending(AEH&Ql o]FH| A|%),
Value-Based Alternative Payment Models(7FX|7]8F tjA] A& =), Digital
Technologies(HA/d 7]%&) ol™, 10749 EHE F 57HQ2H~49, 6~79)e A8t

Beo] 9tk

H 2-11. HEOR E#IE TOP 10

Rank 20204 20194 20184
_ _ . Drug Pricing
1 Real-World Evidence Drug Spending and Pricing _
and Spending
o Going Beyond Innovatrive
2 Drug Pricing , _ :
Universal Health Coverage and Curative Therapies
. . . Accelerated Drug
3 Novel Curative Therapies Real-World Evidence
Approvals
Overall Healthcare , _ _
4 _ Aging Population Universal Health Coverage
Spending
Universal Health _
PriceTransparency . .
5 Coverage—Access Aging Population
, ‘Not Just about
and Equity
Value-Based Alternative "Big Data" Continue to
6 _ mHealth
Payment Models Make Noise
_ Value Assessment _ ,
7 Price Transparency Diagnostics
Frameworks
Healthecare Decision
8 Digital Technologies Making Biosimilars
in Low-Income Countries
_ _ Personalized/Precison , .
9 Aging Population . Preventive Medicine
Medicine
10 Precision Medicine Unhealthy Behaviors Disruptive Innovators
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7}. Real-World Evidence (Y4 &%t 27)

FDA, NICE 53 #2 4l 7182 Ak 24olM RWD/RWES &-85t7] 95t
of HolgE 5t Bk WHE Aot lem, ¥t E RWDE ARESH
H-&-a7 H|nAFE ot YAEAS IAE mhskal Qlth ol2fet 8QlER
20199 3918 AASIHE RWEZF 2020901= 1915 Aok

[SPOR+= 2020¥ 99, Value Healthol AIAE “Improving Transparency to
Build Trust in Real-World Secondary Data Studies for Hypothesis
Testing-Why, What, and How: Recommendations and a Road Map from
the Real-World Evidence Transparency Initiative’E &5t RWDE &83t ¢

T2 AlFE ZEo| digh e AlASHAH.

Lt. Drug Pricing (S|UZE 712 X))

20199 EHEH “The US Healthcare Cost Crisis’of] W2H u]=0]9] 54 guint
go| d4AQl QokEo] HIE-S XET & Qe Ao ERIFGoH, T2 5 U
ol tigofA st AFoME HFerS FUsk=t olHS A+ 7Fdol tisto
Hstyeh 20189 =Y Ao mHE B 9JekEe] #x 714 A|A” 20199 HIH A
o7} AoF ket 21 AR ¢ Qe A%hS Fo ok= 59 9JokE vlg A AA
o] AIPEIL oy, kg9 7HE A5S Ao {3t AlAEE WA= IA A

o gl Aeolc,

1o HA

L
S
<

C}. Novel Curative Therapies (MZ22 X|2H)

20194, vl= FDAs= 21719] AlokE Si7kstalon, oofs 7HAT it Alofos
AL QorEE AREE 4= (Uit B9 Agho] tigh oorEo] BrIet Bl WA
H| W3t =Rof|A Institute of Clinical and Economic Review (ICER)= 3] &
A gmst7] fgk foREe] AA matet BAA I, 7HE Brkske AdiAdl
2 glow, 55| 39 dg A5E 9% F=oAe I AV RS dF
o Egt oRE V& HTAS #& ofFo] digt 7Iedt M2 HT T4
=97} a3ttt sieith

=]

T

l
1

er o

o N

)

)
<

2. Overall Healthcare Spending (FE&OI O|2H| XIE)
WHO7F 20184d 7kt “Public Spending on Health: A Closer Look at
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Global Trends™llAl 20169 A A7 A7l ]%3} 108 7% 539 €=,
A AIAl GDPY| 10%E AAe Halsktt. of=et
BA 7RI e, A4S 27iEY ALs 3 7
Al Ut HEORe oljet 2419 side flsta]l 2act 9 239 34, A
H2 oFzo] ARg AR, e SR wejoMo] oAt 4o g, AE ow
Al B8 52 B0 FEEH AEsHe d=vE #HY  U=E A 2R

MAda} 7EAof Bigt 2AE Algsta AUk

Of. Universal Health Coverage (HMX o2 HX)

Universal Health Coverage (UHC)= 20184¥ 491, 20199 29, 2020¢ 59=
A&NA 5 Hob9] F83% EARE HFoiar gtk WHOSIA UHCE AlAHIC=R
A BE QI A GAEZE IRl FEO QRANIAAY, A&, AL 5HE A
A olgd e glo] YRAHIAS ¥H= 03 Holstn] UHC A#S st 13} 9
27t 7P 241 WRolgky dgsitt. BE UN 3192 20304714 UHCE
A7 golslgon, WHOE UHCE ©AAl7l=d %93 982 3l Qlch
HEOR: A% 7€ W7t 9% 7Ndola, 49 A% AHE gt d=x] A& %
Qt At OAF Aol =R miRstal Qlrt.

Hf. Value-Based Alternative Payment Models (7}X| 7|8t CHA| X|E D)

NZE AEHe AF 24 FF0& 7IXE B7ish] ofgfu, AER Axds
Hele SRES flstel A= A= A Adxet a7 dyE d4dske
Value-Based Alternative Payment Models (7} 7]8t tjA] A& Zd)o] 55
1 Qo

AL Price Transparency (712 E3A)
Hl§-2 A0l JGoA 7FF AL =9EE 49 F siuz, yuitt tE
OOk o] <7tAL A AAFCR o7t H Ytk 41 AFolAE FrhER 714
o] f21 15%01]/3—5 oz FFA| wet 7Hdo] ek}, Jgolx et 7
2 A A9 BT E fJsto] HE Fold 714E TeekA g itk

Of. Digital Technologies (CIX|E 7]|2)



ISPOR Europe 2019914 2J29] HAE A& dist FH2o2 tpeEglon,
ISPORE 9= HfAEste] I HAE =g AFstr] Aste] dagt A, Hf|
olEl2t HAE o=of Histal XEHH oz =of5kal Ytk HAE Ve 9= AH|A

e

2 9k AT RAGY WAOR WA Zo] £ste, HEORE ofd
o] A7 AT A B;e| M AYWAE el zdshed FaT AL S
et

Xt. Aging Population (217 11243})

A7 13lof] thgt olgp= 2018WRHE A9l 10710] &k FAIR, A7 AH|A
A HlEo] A71AQ0 G v- AR oot St 1k 9=H|Y St
2 olojxH, g 9z oldt BAE AT 4 e T 7 WRIOE He=
I Stk 9EH|9 Ut EERS 2= Y 59 o EAl= 1se} @l 9
o, HEORZ ol&fst A4S sfdsty 1y Qo] A9 AH|AE AFsetet F
% 9L ok glth

X}. Precision Medicine (A% 9Jsh
Aa ojske. 7jolo] SR}, BHA. AJE wralo] tlobye wEat Aoz Hlgolg
A 7R it 201849 ¥ A AFY 55%= Hiol2 WAL HEio] QI
on, FDAC] 5d AFS 42%7F SHEF AdFoE UEHth AY osto] A%
THe] W, HEOR= #aAIsHY] A 44 9 28, 23 d79 94 A
&0z st .

-

1P

i

N

4.3. Conference & Plenary Sessions X

ISPORE: oidl 0|5} §3E FHOE S1&TjslS AstaL 90w, ofxlop 27id]
232 W obAloh-gger 944—5— 2¢uiet AP ok T2UHOY AAF f80
2 2020MEREE S slot AgEon, AgE-Ard 5o FA: ok et
2
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& 2-12. ISPOR Conference & Plenary Sessions FA|

T= Pl Z=H|
2018 | Examining The Role Of Patient Preferences To Inform Regulatory Decisions
The Dawn of Disruption in the Health Sector: Will Innovative Technologies
Require Innovative Ways of Thinking?
2019 _ . . .
Medical Device Innovation and Regulation: Turbocharged for Success?
Is Afford ability Driving a Need to Revolutionize Drug Pricing?
Health Policy—Designing For The Future
Annual 202044 HERO And Clinical Decision Making— Advancing Meaningful Progress
Meeting On The Road To Enhanced Cost-Effectiveness Analysis— New Directions,
New Milestones
Healthcare System Resilience And Sustainability— Lessons Learned For
Heor In Times Of Crisis
20214 Public Health---Economics?
Stepping Up To The Challenge- How Novel Collaborations And New
Players Are Reshaping The Heor Landscape
20184 Joint Assessment Of Relative Effectiveness: “Trick Or Treat” For Decision
~ | Makers In Eu Member States
Healthcare Digitalization— Instant, On  Demand, And Always Connected
20199 | Shaping The Digital Healthcare System
Big Healthcare Data— Endless Opportunities For Research And Learning
‘New Deal” For Healthcare Systems - Mission Inspirational, Impossible, Or
Inevitable?
20204 Patient And Public Involvement In  Healthcare Decision Making— Are We
Europe = | Maximizing Opportunities?
Much Ado About Little- Dealing With Limited Rct Evidence For Early Hta
And Reimbursement Decisions
JOINT HTA DIALOGUE FOR SPECIALIZED THERAPIES: TOWER OF
BABEL OR LINGUA FRANCA?
202114 Lessons Learned from EU Collaboration Efforts During the Pandemic — The
~ | End or the Beginning? From Vaccines to Orphans and Gene Therapies
Broader Value Assessments for Special Populations and Technologies: Are
We Closing a Gap or Widening a Divide?
Asia 20183 | Transforming Healthcare And Leveraging Digital Health For Better Health
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= s =R
In Asia—Pacific
Real World Evidence In Asia-Pacific. Are We Ready? Is It Helpful For
Decision Makers?
Risk Sharing Agreements: Country Experiences, Challenges, And Lessons
Learned
—Pacific

Covid-19 In Asia Pacific— Lessons Learned And The Path Forward

Advancing Precision Medicines In Asia Pacific- Progress, Opportunities,
20203 | And Challenges

Innovative Approaches To Pricing, Value Assessment, And Patient Access
To High—-Cost Interventions
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HTA 2|X|

1. Z=LH19 AtHe] 2=7]|= Gt

g

1.1.

rar

ANAZ R F2U199] tif38o] wet Q=r|edrt ol ol IAH o]
FE°] dFH k. o= FE7PlE dut diFolE BE ol TAA A EE £
UEE A= AI71HdsH A=S 4= Qs RS AFske 2ol F8sith ol
w2t Sl e] SloAE s W&ol tiet AldEo] 7|8 o] HiX|EI Q.

219 WA FAS A AGE FFAF7} ol Hol gtk =] oA
+ X3t g wgt WIAArE FAXHeE e @Al Hows}
(Immunosenescence)oll Hgt FAAZIE SISttt 20219 siEk7]9] ol7t H= &+
7Fd&(booster shot)oll WA= AFERE =244 HFo| o]FofA 1 Qi

=Z7RAHAA A]1 Es kRlof] 3t WARE T2 319 RAfol gt AF: 9]
olgitt. WAl HAY Hd A7 EEEY EAE A=l gtk

FEH19 Hpo|HA WHO|(SARS-CoV-2 variants)oll W&ot =7F A4S A=k
AR AZIEAL ok F2U19 vio]# A0 e, HE JAEFUAA Hio|g{2of H
S WHolZt =4 gdtial dPA oy, A&HOo=E wHol Hio|HATF ZHTIHA
olo] et th-3H=to] F85HA A7I=L Slrh ®olo] HSols Mo R AA W
Al ZRTHH9] At 9 A&, F7F HE, #ol WAl A, HHZAQL T-cell WAl 7P
5o] A7IE JAchAI9E, 2021, dighiAlsts] Al 1 2R ).

F2H199 tf3ste] olE A&shr] fIgt QEr|esol et B7F Al 2 R
35t =0l50] Y= 9o},

HTAi 2021 (Manchester, 2021 69)°A= Lol A9 AEaIE A4
ANE ArEd Qs HAIT ATES LHMPIE St diEAQl =
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hydroxycholoroquine, lopinavir, azithromycin &3 Z2 ulo]ZAAof st

ot
A+ B oYz}, dexamethasone, Tocilizumab 53 ZL AAE0] AAtAZT
= Sioks SN AMES ARAPIEA SOl tiet dFETES UHESH
o @A A 2 g =0 g AT RS

ACPE 2021(A<, 202149 109)oA%E o8 X2IHAE st Br1aass 47
sttt Tang 5( Thromb Haemostasis, March 24, 2020)2 5% F=419 4
s 4492 e E FSIARI slod o H(prophylaxis)® &35 A6
<=0l AREARRE HIAREAL 7o 28U A EO= Aol7t §1%1al, D-dimer Eie w2

H1E85 1= 31 JA5E 7HE Qﬂﬂ’ﬂh H U2 AEEZ HoeZ AAlsHith
Gary Tse= 339 & 34 AR 7152 7|WeE I2419 A= ofet FaxE
SAIRl ABEY] B3E Ao, 55 J—ELH9 Ao A ABHEIS] ARGl ¥

2 Wio] Zrhe ATATE BESATH),

F2UH9 Holgag] A% Wolrt A&AoR SANEA A2H0ZT S B
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7l. 98 2=7|2"7t YIESRR (European Network for Health Technology
Assessment, EUnetHTA)

EUnetHTAE 83 A<99] 807] o]A9] HTA THEUE ZIsH= YEYIE 74
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of 7lofshoretS Mottt F2H19 thf-d¥ol tiSstiat EHo]AE Boto] Z=
199 gt A JHE Akl ok
EUnetHTAE #2419 X =Ho] tfst 'Rolling Collaborative Reviews (RCR)'
9} At HAE 2 X:Ho| i3t 'Rapid Collaborative Reviews'E AjAFsIIL Q1
ok oA AA, it A4 F o= AH|A Ago| FEE Algcte 2A 7N HY
Aoltt. & HIAEY 8 EXe= 4 {34 AYE At JErle(@d, A=
9 vl a3t 9 A Ee Y HLo| figt o8 7Hett EASE HHE
AL ARANA AEH o E Al Fdl= Aolth. EUnetHTA Joint Action 39| &4
S= o 2021d 10958 F=21199] e RCR HHlPIE= ¢ o 5FA] &
] 7—']7<4c}>y\q-
RCRZ @A AIgol A3 52 A=HY 27] @AA =7t A9 2 74
F29 A% BBE 4] s, Aoll=(living) w4 FAeE F2U199] tigh
A s 9+4e=2 HYEFsH, A% Af A9/=7F Bd FARI=EY
. EER% $52 Hstr] s EUnetHTA
RCRZ =A| oYAMEEY ZXE AAMEsto] F2H19 X|&of tigt HHe} Hlolg
£ A% RCRZ 71&2U(descriptive) A&AlE "okl Uvke oA 59l
< A3 A A it FolFQl ARl vlwaIE7HRelative Effectiveness
Assessment, REA)E WAIsH = &3ttt EHO|AE Soto] € E= ZA9=2
O|EEj= RCR Z2HE A3 9 RE ¥r9 RCR BAO] HIE & itk
Rapid Collaborative Reviews:= RCRETH= REAY] © 77k o], REA
o] ¢k4 WA FPejoltt. Rapid Collaborative Reviews®o| T-J(AA}, —T'—XV\} ]
FolE)=, PICOZF AR, AAH EAZo] ZP=|1, REAS} HISTE HH4]0
2 Hib "oy RCRIFY] Aolg2 Aoll=(living) £417F ofddt= 7;4\0 U%, A
HE2 AYolE ofF7t AAYHEHY. I2UH9 =R tisfA] Rapid Collaborative
Reviewse= RCRO W&E9°] gt F7Kfollow-up)e] FEH=Z APE = Ut
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=
o= g fal, Z2419 HTA Hsd@E=AL2S 7450 99 99 o e
ol A7|9-% 87 ARFE ERlsta HTA ARYES IHE F8 A8y H3d
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1.4. ZZLMO AlCH 7HE 7|2 &3

7. 0= FDA

FE2U190] tigh A&e FEIF AlgE 28Ut oy, R; iRk ARt 1w
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o] &2 S A& A Sk o] oJHo] AAE]o] itk
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I8 AL AU e QA 5 § oAAze] B T duee
of that LAY 5SS ANSL ek o Hob Bol: & My|e e 3
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5348 PPA7I=E E20] BT A Pulold AAE@YANE, slolsEAZR
24, 2uEle, eEdee, dhingue 5), A2ols, Q1 AAA),
E

g, 3E7] 4 A=A, durEel AU "dE2Ed 5 1950 diste] AEA
HE J1ES R olET XEA| AGAR|EE AR EZF BRSHAT QIS
F714 AQubitA 2 H(ECMO) A=7HA] BR5HA] 32 oA AR 4 s
275 S&(HLFEB)OIAL, Teteor ABAR & g7l SlolEEAEREAS
s 52 H{Y Fo BERE HVSH] POItHHETEHEO0). B AHECEE $5
e AT gRbo|A FoSteE AFoHA HAL(HILSFA)SI S0l AR SRt
A &3FQ AgAZE Hsict,

AAAZC R Fzrb19 WAl wAEe] aa 9 QHAol tigh olsret 7|& WAl
9] Holg Hpolg|A o} fitof] FFt =07} AP wl, A& ERNES

5o, "H%«liﬂ(ﬂﬂ A7 SEos FEEUHER|3 A AS-19(COVID-19) H
Al olfrd ASHAE A7 2H9E ZRIYG. d72d] nEd, wAHSORAER}
AlEZE2E mRNA A WAEE)2 SAUAl HS SRt Hluwst] oA WSl
S7RIAY fARE Ae® Uehgth AYE o2 99 wAFEE A7 2
o 4E A SRS vs) ZAHSEY AN (EE, 27, HE,
5)°l 83 71 & loy 8 whelttal deskltt. Holg Hiol# o] High
AlY Fedade ot gastARt WHolgd HsiA= &t 2l
WAL, WAl 18] FEEG 29 WA S SRSt 4



A HERET 22419 widlE I 49, Wo] HiolHA Ao gt 9 H
ARG ol axt glon, Holy SRE Z Aolg HolA it EIF Z2H19
WAO] FIHHS(FLELY ol ddoto, WAl 39 FFoke F7HESS Hd
A 2IE foos yeht 23] HF o] et Aok vy H 5
7FsAdol Qe Al ERIgH.

Ct 2 Epim

Sl WA AuT BASAE 20009 AEES e 0% WARW
et ASld a7 TkEel AwUed FURAATY FRALIATE o] B
TAANIAYAE B gelo], FuEPe BIohn, AU AFS XUst
T, w716 9 Qe Zge] UAT gtk

Sl 2O WAle) FEEo] obde] weh, Bl BAdR/|Y 71| ]S
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2310l St 9lck

AZOJOREIAAAE Z2iH9 WAlo] Tt A 59U Fat AL ST 9
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o, FHCIAE 3ol ofiet go] AL s7idm JHE A

@ MEY : IR0t A ELH|P AR HalopE
= MY - st2oLAERH|UIRHEE) « FHIHY : 2021-02-10
@ MEY : DO|LLE|F(EX|Ln2t)
= MY : BI2SI0|XH ) «3{71'Y : 2021-03-05
@ HBY : [Y|S-19WMOHAIZ ® L=
o OIR{|0d - (Z=)5h2 0l *8{712 : 2021-04-07 !,-—*-5' 4
@ MZEY : DOLLATIO| A = i
QIS : (X)is AR} 871 : 2021-05-21 =
A HEM - el AT H2100=
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T2 3-2. T2L} 19HHA S71RtE M Alokx] AA| (ZAHQL: 2021, 12. 07)
(EX: https://www.mfds.go.kr/index.do)

WA ok WUEST ofo] tat AT AYsl] S W o
AR BEI W} olTolHor Bt TR FUAYRFTT] TR}
oHARAZ-19 B ABAR vHols 75E 2sPlR SlgrH2021.429. B
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EX}E)D T G 7R T R A SRR A © 55 HHolE
s 28 J_iurl qFEE & olduts 2EHE AAAA +=, @ Z=2U19 AF

AEAL FTE F= 9 d78 AEDB) A, ® TEZY19 3R FJE F=S &
ki Oﬂ%L AR MY 52 Te2= FA W= it A Alads 7IE
oz %‘?j_ﬂﬁj o] Ak oM NS(AESD) AAl B WAl ast 7t 5ol 85 F
gt Feba £ wio] F2o|t.

2. RWD/RWEE &8¢t HTA 2AHAH

2.1. RWD/RWE i HiZd ¥ 3ig

Real-World Evidence RWE)= T2l AAAIE(Randomized Clinical
Trials, RCT) & AZEY H+AE, MRS, HAAE(Registry) 52 TRt
AEYo2HE SANE X A7 A B HAYE AGAA 31 ARE FH
& Real-World Data (RWD)9] BA0g HojzjL ojokz Sof AMga3} 9 A%
ojolzt YIF gk YFH ZAZ, 20209 ISPOR TOP 10914 1915 AAT &
BAE JAEAlA 1 Filo] ARAL Ytk RWE= AEH R BA9%w JAtEd
9 A3 ARl RCTE si2s7] ofg Aoht A4be, 3| 9HAS &2 5 I 3
Apto] Hiet A Aol golstal, AA A e et dHtste] 7sAda RCT
of Hlsto] FAAY-FRAS A7IH R A BAT & Qrk= Aol Ut

AT A5(AD, HlElolE|(Big Data), AF=UEH(0T) 59 HESA7IEY &2 4
F AdEEoR B9 e AL E AJAE, QAS7E Al & AREQ] A A
A RWD/RWE &g st 877} 715l et RWES E3lo] QokE 9 977

7] & BA9R71&€9 AT 84S AAl dAlA ERlIste], RCTZREE Hdojzl
TAEE B3t = Sk TS AA Al =3E RWDE P HEE =Rt
I EYUEY & 4 Qe Aol "tk RWD/RWE= HA9=m AbagdAEo] <t
Aoty A% HA9Rr|eS SAIA ASE & U= st A7 HH, =7

AP/ AUAGEATE, W= Z2uH9 AR ooy gETo, 2021
4. 29
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2.2. 27} RWD/RWEQ| &8

k. Oi=

=0 A= 20169 12¥, 38 214171 255K 21st Century Cures ACT)S
2 YIRY MEL AT F7F 59 AUdF A 7)o aEAdE SHist] Hsto]
A GJAEEAA RWD/RWE &9 F840] A o ZRHA SH=E Ut
FDA= Al & ki 9 #2448 HYE ) 4] 4749 &A= RWD/RWEE &
&t glom, QoREZ MRSl 9m7|&oA RWD/RWE &8 flote] thefdt
Zhol=ERlE eyl lThd).

Real-Waorld Datn: Assessing
Electronie Health Records and
Medical Claims Diata To
Support Regulitory Decision-
Making for Drug and Biologieal
Products

Guidanee for Industry
L ETR SRR TR )

Submitting Documents
Using Real-World Data
and Real-Waorld Evidence
to FDA for Drugs and
Biologics
Guedinee for Industry

AT il TN

Vise of Real-Workl Evidencre fa
Suppari Regulators Decivion-Alaking
For Medial Devices
Ciwhibance for Tndusiry and
Food and [brep Administration Siall
[ ————

T e e e e et b T

I
HIT

e bt

Use of Electronic
Health Record Data in
Clinical Investigations

REA RLD
VID
Gunlanee for Industry DR

§ o e £ e 1 et 3 B

% 3-3. FDAOIA 235t RWD/RWE &2 710|=22l

3) https://www.fda.gov/science-research/science-and-research-special -topics/real-world-evidence

37



38

20084, 9% (European Union, EU)Z FBARAAES] (The European
Federation of Pharmaceutical Industries and Associations, EFPIA=
Innovative medicine initiative (IMI, &4l QJFE o|UMEH)E A|Zog2 (JHL
EMA (Buropean Medicines Agency)s $410% RWD/RWE &S ZHA|7]|1L
At ESH ‘EMA Network Strategy to 2020°(2015¥)¥ ‘EMA Regulatory
Science to 2025 Strategic reflection’(20184¥) sy <7 AL Qst =4
ole] YEHZ +43 A7t <& A3lsta it

FHolA= RWD/RWEE HFECZ RCT AA ¥ RCTE F7F Y= 5 o
3 &8-S At 9oy, RWD/RWEE RCTE Eols Agoz AT A
Hista Stk M= Al & bATE] AHAT ARICE AFEPYE A
(AETIONOMY Z2AE), EHHHARMONY Z2AE), HEHA HIHBIG DATA
for HEART ZRAE) 52 F508 st HPRt A F9oA A5 st
AUt RWD/RWE &8&2 9ttt w5 9 AAY AR ES folxs A= 9

E]

t}. GetReal Z2AEE 2013 1095H 201749 3¥7HA]|, oF 224919] oits &
ol5ka], 9oz o] jdly} QAFZA Ao A RWD/RWE & HRAl T9lo tjslo]
gHotth GetReal TRAEQ] T&3kA2 RWD/RWES £4& FAA7]7] st

GetReal Inititive Z2AET 25} T}

Ct U=

UYELS 2009WHE RWD/RWES 83t 9JokE <bd¥e], MIHARI (Medical
Information for Risk Assessment Initiative) ._E?iﬂ £ $£9Y5i%lom, o] Z=F
AEE vpgoz OJokE oA#EE gt EHR & FEYsils 7loj=gkelo]
20149 3¥o] IY=ict. Egt RWD/RWEES 7[Htog Algh & okd#e] RUET
517] 9Jsto] MID-NET Z2HEL =y MID-NET ZEHAEES Esjo] 94}
AAL A3g 23 OEY|ES AR BYdojEHolAd 7|5t HIL,
FOQl, dsy, dRIHEHNRAE oA EAYske oldRkEEo] RUHY HK
.




2t. RWD/RWE &8t =H| &gt

TAFYIA(INAHTA, HTAisalink) AFF=19] @S wot 2+ =7} & 7|39 B
71915 YAEAoA RWD/RWE olgroll thigt th-82 metelr| ffsto], 2 =7 €
71ZoX19] RWD/RWESF E AR T A9 48 off, Yo =29] =3 A
o} i, RWD/RWE ¥ Al E= A9 o] He gd=ries By, =2 AR
3H= RWDY %%, =7} 9 7]#olA9 RWD/RWE & Hofel & RWD/RWE
o #E 24 T2 9EAY oF 9 JEE RARIGH.

11705 1371304 ZF 71#2] RWD/RWE olol digh o3 &3t
ghoktt. &S g 13713 5 107138004 @4 RWD/RWESE #H2d A
9] ot = ASR UEhtow, dA RWD/RWES A=
£ Yot A g2 27|1F F 17132 FF RWD/RWESE 3 d A}%l

Ago] Aot FHstrt. tiEE9] 7134 RWD/RWEE
A e Aol IS 7L AR 9 FolAY 3T A H}%&i E} ]
A ARl RWD/RWEO] tigh =2 #4AS gl & 4= St

Zt 7130|A RWD/RWE # A Ee A7 39 &S HEsto] 17t
FA 5 T QAHEA Al A EFAGOE Q5 =97t HI Qe RS
doR o= A7t Bolkth ok2d 987]7] ¥ 953 5ol oA RWE &

Z 3k Abdo] o]FojA 1 UAUTHIH 3-4).

RWE drug rare drug drug medical medical health others
project cancer others device practice  program

>l'E

l

d

o
rlr

0

>
e
al
rlr
re,
R N e R

bl

¢

l=0
[o)
>

r&“

I (=] £

=]

=]

3 3-4. HTA 7|29 RWE MY = GiF & T 7=

39



40

RWE 44 9ot A== RWD 94 957184 %, AREAE, F&H 0]
BEd 2, AFEIARFAE, JU4E oA Euxta 5 ZUA ARESt U3
o 95 5 @ F& ARE IR sl v INGEAES E8o] 1071 7]
To= 7P Woky BE 5 FoXE 87 713, vlE A= o 71, AR 67N
713 o8 gRiste] auel PHst A AR £33 g8o] RWEY F4US
IS & UAAHIH 3-5).

S 7139] Eul ol oA A mIHIY B EE, H89 BT
Hl-&-g3go ESAYS Eolr] ot RWD/RWES &8st glglen, B4
g87]&9 AH7to]l RWD/RWEE E&dl= 7|8 EA5t3itt. RWD/RWE &&
o tiste], 58.3%(7713%/12718)7F RWEE YJAEA0| &8st 3= &1
S & ASIHTH 3-0).
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elecdata registry CDM reimbur drug surv cost data others
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% 3-5. g&ok= RWD Xtg 3&F

Pianing stageof project usng AWD/RWE [ -0
making stege of RWE form FWE [N - -
using stge RWE for decsion-maing || NG, :: -
other [ 157
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SET 12713 F 77]80l4 RWD/RWES THE 2%
EE 20169~20219 53 A 23] E= g2t FE AFSH 202 et
of. i 291 WA 390 BEY Ql=o] "@ielal =t ¥=9 NICES] A-%ol=
gqtele 8%lo] Hig =] UL AHuThe] INESSSS] 745l 2 14919
Qlgo] ofof] Tolsh= AR FHSHL Sltk. wAIH & HTA 7|4 RWD/RWE
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A|ZOJFEQFIAE 2018WHE RWD/RWEE 37} AlAto] E-8517] 9sto] 7]4t
AFE AlFst¥ed, wjd RWD/RWE #HH d4E A&Hoz st QU
202199 RWD/RWESH &gt 9] & ¢ A= B4, AvdA nfdZ et
d A 59 dA3E FU5HT 9Jew, RWD/RWE &8-S 95t eyl AxS
NHst7] St ZRAES FH|skal .

23 e Rad SERTE
+ 2ol RWD/RWE 28 ¥ o
A7 2 SAZEAR ZAF L RWD

ooy 5% ¥ 24 &HE 26t S Afetn o 7| MY
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9l(Roundtable Conference)g & < Ut

SHASE SRS mAMIAY] ‘ERF R HigtE = AlZto] SRR} ERl HAS R
A9 Sa%t OlS|EAR = HSkgt A2 ket FAA SRRl 1S Q=T
7b Aap ol ofgA AddAo=w HojAld ARMNE IRISH He 8% %

¥0Hﬂ

4) ‘Patient Citizen Involvement of|A] ‘citizen’& Wdgto] 9lo] ‘AJQl'y} ‘=ql'o] 8]
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5) Joint HTAi - ISPOR Deliberative Processes for HTA Task Force, Available from:
https://www.ispor.org/member-groups/task-forces/joint-htai---ispor-deliberati
ve-processes-for-hta
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(glossary)ollA] A=Y HTAI fojAbAo)A 3R} &od(patient engagement -
involvement) E+= =91 oi(public involvement)o]l gt o= AMEA] FUA]
T 32K consumer)?}t AH|[ZHconsumer)ol| et &oj7 HMEQY RS AH|Z}
of ZFAA Ao Y1l Y= AL AT & St} HTAL -BoJARHoA AH|RL}
el Helt olelet 2wk

AHZNE BR AYe F=AR1 AREAOIY ABRl= EF AR A4 E=
qgo] YA §e Aok WAL B4 A7 BAY 24kl AS Aadd w
S gt 4R B 5 QAT BE 46AE 8497 2 5 QA person
who is the ultimate user of the health care resource. A consumer may or may not

have a specific health issue, condition or disease. A patient is someone with a

specific health condition. All patients are consumers, but not all consumers).”

9] BYolA A=
olE Y1 Qtk= A
82t Zoi(patient engagement)et= 80l= 20169 AAREA7I-HWHO) 2
AN 5gshed SR Foje, gt EQidh ohyzl, FARITANIS), It
A, Y FFAY 92 47 At A5 HASHoE T 4= == A Yst
ol B9l YrAHIA AL AAA A, &9 d, T FAHES Aot

A& U3t} (The term “patient engagement” .refers to the process of building

A% wAE 7L e A EAET A g S2 4
o 2

o MY

kd

rr

the capacity of patients, families, carers, as well as health care providers to facilitate
and support the active involvement of patients in their own care, in order to enhance

safety, quality and people-centeredness of health care service delivery.)

S el Bt Fol'k AR WAt B AFHOE Holshe RS o)
sfol olo] Mot PR oflel Bt MEA el YRFIFAMA ELEL
ek AL B 5 Uk AW oj@s WA AR o] HE WS B A

6) HTAI consumer and patient glossary, Available from:
https://htai.org/wp-content/uploads/2018/02/HTAiPatientAndConsumerGlossary
October2009_01.pdf

7) 24 2% 73 59

8) WHOOA] 75t Patient Engagement: Technical Series on Safer Primary Care,
Available from:
https://apps.who.int/iris/bitstream/handle/10665/252269/9789241511629-eng.pdf
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7 EAE 7 AR HoE Qe oA SRR} #A; Hof9] ourt AFH 9
u]9] gato] MEZ2N Qe AL & & Atk
2020~20219%0] AdolEH 2AL-=7l Zrofo] tfgt o= oA HTA1(2009)9‘r

WHO(2016)914 Aolet At E= &4} oS Heh &4sto] AUl Sl
o] o ©rt. 2020 ISPOROIA HlZhd 24 fole Ao o] gi& A= °ﬂ
A QPR BRI ks A2 ¢ & k) B ohis BAE ws) A=)
de] ofd TEW'E QgL glov] WAl sl B (expertise) ol &
olF ARSI thke oM FAE AT AN Hih 553 olsjEARt=
4gel ke AL ¢ 4 Ak

AN A} Fole A I Wl A(F) DA SRRt AL Alo] st
7 olulsin BHAel SAtaEo) ojojAE Ao AT eAe Evel 8
A Fd, 7K, Aede B FAY 7|9E FHLE o]FoXTHThe active,
meaningful, and collaborative interaction between patients and researchers across all
stagesw of the research process, where research decision making is guided by
patients’ contributions as partners, recognizing their specific experiences, values, and

. ”
expertise).

oA eo g2 2021 INAHTAS] 3R} Zojo] st YA-E(Position statement on
Patient Involvement)’2 ‘3 9} ‘Fol' & Z4z+ HoJsta Q=t] 4 ‘@z A

ol thewt

HTAGIA et A% A, oS4 Ee o 714 g 44
2 9E N2 B AU AAT oS Fo) Eb YUAl FFH A4S
A B WA B 1B GEAS B9 GARENT AT 4 U= 4B 7

ZITHA “patient” involved in HTA refers to anyone who is capable of communicating

—_

or conveying the lived experience of a health condition, healthcare technology

ISPOR, Defining Patient Engagement in Research, Available from:
https://www.ispor.org/publications/journals/value-outcomes-spotlight/vos-archi
ves/issue/view/behavioral-economics-examining-human-reactions-to-covid-19/
defining-patient-engagement-in-research

INAHTA Patient Engagement Position Statement <5, Available from:
https://www.inahta.org/position-statements/
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(including preventive interventions) or using a healthcare system whether this is the

individual themselves, someone speaking on their behalf, or a representative of a

patient or other relevant organisation with collective experiential knowledge).”
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11) &AF=8 Aof7t At oA FAAR] =9 FA|= g = a0 574617
AlAFSH e 20179 =otol A JHE|H HTAL dlelsle] RejQl Zog melr}
HTAi PCIG H|o]A] W Previous Annual Meetings &, Available
from:https://htai.org/interest-groups/pcig/htai-2017/

49


https://htai.org/interest-groups/pcig/htai-2017/

st71o] s/l et A= wWHAIA] L st
54 A dAo ghsto] o7t o]Fojd Y- g eAF TAVE EAY] HE

d¥sk= Aol ofdzt A9 o]dE F45ks o] YAE HAdd 4 Qe 1—0"
gt = gxF A4 digt 1vlo] FRE B ity A7} ofd =9I'E tiAdL
l= A% B7F o A&EHoE Fofste] THE B A 9 AT A4
g58 FojRprh Bl At FHY Al g & UeAl & SRR o
At wgko weh thE/ge] ek Il theFst =
F=HARATFHME  HTA =Rod &9 92 HTA®Y PCIG
Exchange®} INAHTA®] Patient Engagement Learning Group©lA] ¥ 3}o]
713 gA-=1l o] A St v Stk

Olil
oHrl F I

ol

-

JPU ﬂJlO t

34. =N =7 =T R A x| =iEvE E 2Kt -=dl o] =2 52

7L HTAIGN 2tX}p-=31 &0 =2
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g 7P QAL olojal et VEr FAFYA E A ofH| &3 W 7Y
2 34 PAl HTAiI Annual Meeting®A EA}-=Hl ZoE H|F A ohFaL 9
o -5l Zo] JI5(HTAI PCIGRE 95t dmrle®r 9 E9s #ofe
TR FollA eh-=1l o] Bl ZRAES XSt Qirh 0|9k $ 20214
49 s3] A9l =A9=71&9H715H5] A (International Journal of Technology
Assessment in Health Care, [JTAHC)O| &A-=0l HojE FAZ EEISE WH
St= & TAIFHAA A= o] =98 skl Sl

1) 2021 HTAi Annual Meeting: 2|2AH|AL| S AFZXIOX} HIO|E HISXtZE
MQ| etX}

12)
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graEAR ALY HTA VAT 29 Zd2 20199 12¢ 119 “Engaging
Patient and Public in HTA: The group on Public Involvement in NECA (PIN)"&
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202139 54 219 HTAi PCIG Exchange©]A] “Sharing the Experience of Engaging
the Public in HTA Research from a Korean Context™2 ZA|Z 0|48 ALY,
2127 AMolojelelo] urp 2 xlsistoict,



9.,

2021 HTAi <Ag 3904 E7]gdwst d2 HTAE 53t FAXl(Innovation
through HTA) ©o|2k= 3]9]9] o A4 ol ‘@A}-=Hl &oj(Patient and Public
Involvement) 7} 49| £23t 942 EFEHQTH= Zlojt}y Ex}-=HIFe| 7} 7]
ZA4RE wgd AR, A3 U HEAGo] o277k thket oA HEA
o7 A 11 $840] T AREHE Hge & 5 AT A JFAE FA
= 2709 712945 97119 siid Aldo] ojRojft= AL wA A S9N gt
A4l FHoE FAZ o ZrTHo| AX5h= HSH HIPS o FA9 /%
7F A SVt As 9T 4 Sk

M S e FE2 A WA V|RAdE B2 d= AoEAR
(Medicines and Healthcare Products Regulatory Agency, MHRA) %1174 Y=}
& @Rl(une Raine) HAF SRS QB AHIAY] A4 AREAF (key user)olAF H|
oJe] AlEAHdata contributor) 2 AAsto] TRHFt= ol = 2FEAA
of |2GHL BAS T ol SR B AlZolx] ulste] WAL A
ROl 4249l olaFeARR ek ke WO Ael ut a0

2) 2227 |=LII5tE| &tXt-=201%0] JE(HTAI PCIG)

HTAi PCIGE HTAOIA %8 3% #Hz2 293t Y 10709 Interest
Group % ofUZ HTAi W &&h-=7 o] =25 fet d#F] IFolt. 24
Ax7t FedstA AMEA= AT PCIGE] +9 % 9 PA; A4S € HE &
2l 22kl AXNIHE-Bulleting)o] that 7|&0] 20140ERE EX5t= Ao 1]
Fol HotZ o & 79 o} *FHIL U= Ae=E =T 4 Utk

3EAke} AlH19] #o] HTAE 7HAl(Patient and citizen perspectives improve
HTA)B)—L 2 otk H|AL 7HA3 OE W 8719 ZZAEE Assty QJUHE
3-3]. TRAEL X} AL AAu|tio] Ao atol 3 AY folg S 9
27197 A3 U &8 & U= HolH o4 " 28 it & =1 Ao

of clopst g BFdfo] AP T ek

13) HTAiL PCIG A7}, Available from: https://htai.org/interest-groups/pcig/
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AH0|C00IN O|R0X[= HAISQ] HRLAO|
1 | Patient Insight Research Platform (PIRP) M CO[EON HTAN 2HEY &+ U= St
(@]

JHEEQRI HTA EXPZL Ofd, HTA 71, SHR{H
Patient participation at the organizational | A 52 XXMl XIAOIM 2Kt 074 OH
level in HTA (not individual HTAs) =97F OEA O|RUAH 20| o M-S

Stakeholders perspectives of impact of | _ _ _ } _
g | DXenOTens Pershe P SIX} FO0] T3t OfaHRIIRIS] 7B 47
patient involvement in HTA

. . 7t 32 o= Oiet E2E i@ 2o
International  Summary  Information  of

4 lain language) AlOI H2|ol0] BIKp THA
Products (SIP template) ( guage) | o104 f |

3
. Low and Middle Income Countries (PCIG | SAHLT=A=Z OH2AXIRt &=l &Rt &
and LMIC Interest Group joint project) O &2 710|=2f01 8l £ JHgf

HTAOA &Rt 7[8F  2H(patient-based
evidence)ZA At Mo KL ZnH &2 =

TS {8t good practice?t practical advice

6 | Patient Preferences

o U9 A, YA A +E, A
7 | PARADIGM 712 2 HTA 7[31t9| Early dialogue SHIAT
[e]
o

foh K&g U= =58 N

8 | PCIG Exchange o
3) HTAI ME(JTAHC), S=7|=H710IM 2fkf-=0l Fof Eds 2U7H

20219 49 HTAi 83]A] International Journal of Technology Assessment
in Health Care(JTAHC)OIA =1l olE FAZ & 24709 =22 5%
Ad EHSE Wkeltt, A9 A HTAJA Sxf-=1l Zrofo] T9jAdy =g
3, IFY B7F U, JAREE, =4 FA N 59 A=l Zo] BRE, 1F

14) Sophie Soderholm Werko and Sophie Staniszewska. Special Issue: Patient and

52

Public Involvement in HTA. [JTAHC; April 2021. Available from:
https://www.cambridge.org/core/journals/international—journal—of —technology—a
ssessment—in—health—care/special—issue —patient—and—public—involvement—in
—hta
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SHA|AE Ado] Ad =79 fjFES ‘gx} Fol(patient involvement) ©]al o}
A =1 Zo(public mvolvement)—a— FAZ e =22 A o] oy BA ¢

= A2 A= XWQL ‘:”:'01 7|% sttt S50 HAARI Sophie Werkow
w7l FoA ‘=l £ FAE T =% ST HSo] A2 AS T HTA
o Ao =ul ol ‘ﬂ—%—ﬁ. Xn‘j/\é(democratlc accountability)’ ¥ Tt #HE
Agst7lol Hoh FE2 tis9] ol7t ofd FEoA HTAA 7]og & SI=A] =
7l Zof7t 74 AV e S Etsiord W art okl ojopr|gith

H|E HTAOA 2A}-=1Ixteio] ZHo] w7Pd=E 5ok &t HTASl ¢
A9l a9l gt FEOE ZIAET|EGY JHFAQ AHoA 9 =22t A AC|AR
A9 =97} & o|FoFAT A=Yl FAE FAE T A EEDo W
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Patient Involvement

INAHTA POSITION

Patient involvement is recognised by INAHTA as an important and valuable element in the conduct of Health
Technology Assessment (HTA).

SUPPORTING STATEMENTS

WHO: A “patient” involved in HTA® refers to anyone who is capable of communicating or conveying the lived experience of
a health condition, healthcare technology (including preventive interventions) or using a healthcare system whether this is
the individual themselves, someone speaking on their behalf, or a representative of a patient or other relevant organisation
with collective experiential knowledge®.

WHAT: A variety of frameworks and terms exist to describe the concept of patient involvement in healthcare. INAHTA does
not endorse any particular framework and recognizes the different terminology already used by agencies and the subtleties
of translating terms between languages. Agencies may pursue a range of activities under the label of Patient Invalvement
and for this reason, providing a universal definition is challenging. The concept is most easily captured through examples.
These include enabling and supporting patients:

* Tohave a role in the proposal, selection and prioritization of topics for HTA

= Toprovide input to the scoping process informing HTAs to ensure that the questions being considered are relevant
to patients and address the outcomes that are important to them

= To provide their lived experience of the condition under study and the associated technelogy being evaluated such
that this can be incorporated into the assessment and appraisal process

+ Toshape conclusions and recommendations to inform decision-making, such that the patient perspective, in the
regional or national context, is appropriately incorporated

= Tobeinvolved in producing plain language summaries of assessments and appraisals that will be shared with the
public, to ensure wider awareness and understanding of the work

» Torespond to consultations on assessments and appraisals and to receive feedback on how their contribution has
been used

! Health Technology Assessment {HTA) ks 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 decksbon-making in order to promote an eguitable, efficient, and high-quality
health system.

 The Invalvement of family members, friends and fermal and informal carers of patients is also valuable within the HTA process, but the focus
of this statement is the patient themselves, and those acting on thelr behalf {for example In situations when the patient Is a young child or
has advanced disease).
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To participate in the decision-making structures and processes of HTA, such as assessment and appraisal
committees

To participate in facilitating the dissemination, implementation and adoption of HTA conclusions and
recommendations

To be actively involved in designing, reviewing and developing HTA processes, methods and resources?; and

To participate in standing groups or other structures constituted to ensure patient involvement in the processes and
outputs of an agency

WHEN: Patient involvement can take place at the following stages of the HTA process®, although not all of these will
necessarily apply to all agencies at all times:

Topic proposal, selection, including assessing the feasibility of conducting an HTA, and prioritisation
Topic scoping

Assessment and appraisal

Drafting conclusions and recommendations

Consultation on recommendations

HTA committee® deliberations and decision-making processes

Developing processes, methods and HTA resources®; and

Dissemination, implementation and adoption of HTA conclusions and recommendations

HOW: To enable meaningful and active patient involvement in HTA processes and products, agencies should consider:

Making explicit the expectations of both HTA agencies and participating patients regarding the level and objectives
of involvement

Identifying and developing methods to identify appropriate patients for meaningful engagement, ensuring a
diversity of views are gathered

‘Working closely with relevant topic-related external organisations and groups
Providing clear, easily understood information and advice on patient involvement processes and opportunities

Giving patients sufficient accessible information on the technology in question to enable their full understanding
and hence participation

Having a dedicated contact for patients within the agency

Ensuring accessibility for patients to both physical and virtual meeting spaces or providing equivalent alternative
arrangements

Covering of expenses incurred by patients involved in the process
Providing plain language summaries of HTA recommendations
Having standard operating procedures for aspects of patient involvement in place where applicable

Providing training sessions for patients and ensuring that the HTA agency staff they interact with have appropriate
knowledge and skills for this work

¥ Resources refers 1o outputs and products accompanying or relating to the production of the HTA For example, budget impact templates,
training material for agency staff, public partners or patient representatives, decision alds.

* The focus of this position statement i on the production of HTA reports and assoclated processes and outputs. Patient involvement may also
take place within the other functions undertaken by HTA agencies such as providing sclentific advice and post launch evidence generation but
this ts not covered here.

¥ The term "HTA committee’ s used to describe any group constituted by the agency that contributes to the production of their HTA outputs.
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=  Establishing a standing committee or advisory group for patient involvement to assure appropriate patient
involvement in processes and promote best practice; and

= Having a conflicts of interest policy which is accessible and applicable to patients
The formats and approaches that HTA agencies may want to use, alone or in combination, when involving patients could
include:

= Web forms, at events, or through email correspondence

+ Workshops for patients or patient organisations

+ Interviews, focus groups, Delphi panels and other preference elicitation methods

« Opening online fora

+ Patients presenting to committees

+ Use of templates to gather specific written information

= Patients sitting on assessment or appraisal panels, or methodology and process standing groups

WHY: Patient involvement is recognised by INAHTA as an important and valuable element in the conduct of HTA.
IMAHTA believes that:

+ The processes and outputs of HTA concern patients either directly or indirectly, and therefore patients have a
right to be involved. This is especially the case when HTAs are funded by public money

« Identifying what is important to patients in terms of their health care needs and the wider health care goals
of society, helps ensure that HTA outputs are more responsive and of greater relevance to those needs and
goals

+ Involving patients in the production of HTAs helps to build patients’ confidence in, and acceptance of, the
processes and methods used, and thereafter the findings and related recommendations

+ Involving patients in the production of HTA can improve the overall quality and can accelerate its translation
into action. Patients can draw out messages from the evidence that might otherwise be missed, contribute to
resolving ethical and social issues and provide intelligence on the national and local context not available
from other sources.

» Relationships and linkages with formal and informal patient networks benefit both HTA agencies and
patients, by encouraging dissemination and implementation of HTA products; and

» Involving patients and gaining an understanding of their views, perspectives and experiences leads to more
informed decision-making both in HTA production processes and in drafting their related recommendations.
This supports patient-centred decision-making within individual patient and clinician interactions

WHY INAHTA HAS ISSUED THIS POSITION STATEMENT

INAHTA wishes to highlight the importance of patient involvement and to support agencies in their efforts towards engaging
effectively with patients to enable them to contribute meaningfully to HTA processes and outputs. This statement describes
the different aspects of patient involvernent in HTA and shares best practice.

HTA agencies may choose to include some, or all of these practices into their local processes, as appropriate.

References:

INAHTA website: http://www.inahta.org/

INAHTA Strategic Plan 2017-2020: http://www.inahta.org/about-inahta/

Publications by INAHTA member agencies relevant to this topic — Under development, link to be odded
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A

SBU, AgE

Swedish Agency for Health Technology Assessment and

Assessment of Soical Services

INESS, 7HLICE

Fostering Collaboration with Patients, Users, Caregivers and
Citizens at INESS

MaHTAS, Z{|0[A|Ot

Patient Engagement Learning Group: The Malaysian Experience

IHE, FHL{CH

Developing Patient Involvement in HTA in Alberta, Canada

James Lind Alliance, §=

Challenges and Lessons Learned

Patient and Public Involvement in the NIHR Evaluation Trials

NIHR, &= _ - .
and Studies Coordinating Centre and wider NIHR
CDE, CHZt Patient Values and Engagement in HTA - Experience of Taiwan
NECA. 2 Engaging Pa.tient and Public in HTA: The group on Pulbic
Involvement in NECA (PIN)
NICE, &= Patient involvement in HTAs at NICE: understanding the impact

CADTH, ZHL{Ct

Patient Engagement at CADTH

KCE, @710

Patient involvement in health policy research

INESS, 7HLICE

Collaboration with Patients, Users and Lay Caregivers during COVID-19

COVID-19: what happened to patient and public involvement

NIHR, &= . _ .

and engagement with the arrival of the Coronavirus?
IACS, AH[Q] Patient Involvement in HTA: The Spanish Network of HTA experience
HAS, TEtA Patient participation in standardized systematic consultations

and early dialogues

HIS, G= ATSHE

A partnership approach to patient and public invovivement
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(EX: K B. Frgnsdal et al. Health technology assessment to optimize health technology utilization:
Using implementation initiatives and monitorina processes. IJHTAHC (2010) 26:3, 309-316)
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2) Framework
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A= AL A, AL DA Z BEEHL

H7HAGA (Preassessment)ollX= A4l & 71€ 4&FARE0] S71d 5o 8742
E 8" 2AE Ev 2 AT o U=E AFoE k3T AYUdiTe &7
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LC-HTA indicates Life-cycle health technology assessment; HTA, health technology assessment; ROMA, research-oriented managed access.

12 3-12 The Life-cycle Health Technology Assessment (The LC-HTA) framework
(EX Erin Kirwin, Jeff Round, Ken Bond, Christopher McCabe. A Conceptual Framework for Life-Cycle
Health Technoloay Assessment. Value in Health (2022) (DOI:https://doi.ora/10.1016/i.ival.2021.11.1373))

oYt &% 7 GA(The Safety and Efficacy Assessment Stage)s Ui
w9 UollA A4 71l A si7kel BEe AR A A1 Sith o]
9A9] B7k= 5o Y 85 Iy Alx FEd FEeth 7 94
(regulatory approval stage)x= 7|&< EFS A7 AlEdks 24 ZHE 54
o= B7P} o]RoZith. UWHAQl Yw7|&B7t oo HIEA|] o]FojX|= o]
ok oo H3j| 57} 7|t mrierpIEE AAAQ Ve A9 dAe 584
= ¥o7| 98l WrEAl HEE RSt o] Axp Ao sl 2JAkAEsfoF jt
ct.

o=7]&%7t @Al(The HTA Stage)e 317F e S8 LAY 24579
57k 2 7leto] "ide] "o SEH ElEY Aed ARE EdE 9=
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vy 7leS WEA ZeEE Yesolt X 2Ee 47
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o ox]o] that Z4o] AR AL RAH XS AR WEL AAo
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7o A% ANE FAAY & Yt w8 LIHol

A7 Q1 T Ak <l
Aol U= 71eY AA Akt F3Koverall budget impact) EZF %3 Hjidolt.
Site] A oAtgde] YAE oletz 7HEE BAehks Aold, tiek ot

YTl 7l e AP HFs HEste Ae LHske Aol

27 252 $H4(evidence review and synthesis)@} st} 9w 7|&H 7]
2 A" ARl AXNE ZAE ESsP] A AAA A 13y S 44
stojof gttt A = @A A= 7ji(pathway) 42 Zotolo] Qm7|&0]
AAE AR EE T2 EHOP olsE =olal, At Aol oA FESH= ZAY
Auts} 7I5AS Grker 4 QL E St A glis el JAF AR 1239
oS mslo] TAA F ATEHR Lo =93l AyE Aol AAFH QoE
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evidence development) 4% 7FsAdS H7Ieict
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#E Ym7|eB7lolA BAGB7IRES AEAFY o 840|1 TR
% HIEA] AAE FrKsloF 3t LC-HTA9A = M=% de novo model
A MY B tAlstAY 7o R iR ofof Stk BAS 27| BTt

}E} Al AEASS A =, AHae= ROMA, AR A4 B4 HAR,
AB7F gARIe] w3 E e De novo model 72 of2] QAREA Fx &0
A Agm AR dBdor Qg HAske 2% B3 (structural uncertainty)
= 8oty ysol +3E Aed EATANA I BEASH] flsf EdEHoh
mjAiAs(parameter) BAAL 27 RO RE 7Ms% ARYS FEIIC
=X JfAE He 24, HolRQt AU, Aert 4%, 181 "R B4
22 27] upEs T4 A P ol AEsHA aiEofof jitt RE A
7e JHe|EE AA @ 2A 4k WT tE AFERE AUolEsk:
AL A5 Y /fE=Et. Vol methodsd] A-8-& 1C-HTAY dHAilo|H
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323 2) EBVPL 3) 7FA 2 9% 78t 7F4(Value- and risk-based prices), 4)

The expected value of perfect parameter information (EVPPI).

LC-HTAY 2we Az &H) A3z Feed 1) 24 gol A2 4% 7
o] YA olatl A, 2) ZAR/AFA AE Wi TA% B
B4 dolet 48 WRAS U5 49 e AN Aol AAPE
A7 o] 918 JlE AHAuT ke A9 A4 3) AN o] 9A
A3 JE ARG B Q@ NPHEETE we W oR/eusbine
ROMAZ AusoF 3. ROMA SolH A7 224e 4aA717] 918 S0
4) A7} oJ@r1%o] Fo| NMBE UF3H) Rokdl Q2rlewrne Ade 1
TF & 9om s} Ag50) S Puuich BHUY S WEAE AL 9

A5 m2e of 41y &9 A8e F39E 5 AUt

= rlr N
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H A

ri

=9 A8 DA (The Adoption Stage)x= ROMA Z-& ofFo] w2} F7HA] 43
o] g HNE AJZETE ROMAE A5l Y= ARt $=8(regular adoption)®]
ol o=7|&H771e] Axo et BiAs HSAA7HE0] AA 7 EY 2
4<% ROMA ¢l= 3340 A oA "ok Aoy Algte AL A 4
€ o Stk A FH=E AFsH =Y e FA(inputs), FxHprocess)2t
S A ER S ko] AL AR 8% HARE 4= Sloh ] AlkollA
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A, 55 w71, Al o A ], B oA 803 22 A9 Wl 5]
T o]: HAog AAH WolA9 &5 8% 57t 9 AREolY HohAL
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3) ROMA

ROMA-‘E A+A-(protocol)?] 7Nz AgPo=w FLEET ROMA HIE HR2
71&& EVPPL 24 Aol 7|zsto] /g ROMA AJE A7AR FH= A4
Stojof gttt Z|Fof= RWE 8450] HABA| R A FUS AUolEstsE
AET AREEE AAET ROMAE 92130z HA+4-8(only-in-research,
only-with-research) UAQIY} B9tett REo 27 ik AAS A=
fgtel=d 97 7]&2t H(tecjnology diffusion model, TDM)S S35 A3=
4 9= AMEY fxjelo] EAJo] il RWE A HEl HErlAo] 24 S =
Ask= Alw 7|&9 A&y Aol F7ig] Wt A= /YU ZAE &
Asketctt, ZF AEF YRl %lojA TDMI} RWE A4 Edo] AEEL 37 H
A7A oA mEnE FEE JHO|E Sh= H ARHT

ROMA AH FH F &A% sibt P49 7|t ®E(expected net

benefit of sampling, ENBS)E 7AW A3PS T Hfof 3t} 7} =2 ENBSE

Hel AFo] 7H 7HASl= &A i Aeho] o ROMA A3 @4 & A
= ]

ofo] o]Fojxl & AlZH Aok 7HAL upgs| ZHA|7|HE 7hA KT Yolok St
AkE 7HEo] YA dEpintd $H A2 AALE 7HY =2 71
9] ZZlo] AgE 4 =T ot AdEAL A LS g ”}57] (& A S
St S 242 8% 7 wETIZolA FUHARl Al BY AT 4
o] FHx7o] AHIAE dHst= 42 St HE} S shue] S 270
=W FF 37k A 4 Ak VoIt ENBS 345 A= 27| B7t
ZAL 1ot Fo] AL AL A HA @A(the De-adoption Stage)
= oH 7HeEL AV} didEE 384 «HYS AAGHA| EHAY, 384
A W] 8= 7H4o] oA &R = o WA

H7Hthe Reassessment Stagel= LWF o|7F8 HRE 7|&of tidl 47}A] Aok
Z279 w2t A2 247 ROMA A8 HaAE Bof FP=S o AE7iot
AZtEo] e HTA £43 d1E AHclE 57| fs M= 5‘74 } dg€t.
ROMAZ} AEEA] %= 7|&, & dut A9/ AH HAE AX 7 e
e ARGA, ddY E= A dAVE A7 QA E AES & 9\1‘:}. J=77]
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LC-HTA frameworks 7]&9] 9z7|&Wy7te] EAQY S HYst] A3t =

A2 AT AT B3] £ 70t £ PRS Holk 7|4e WAL AR
sfof @ ) WAISH A47isA, 29 [ Tel3 BIAHS s Folk

O

S
N
l-'II.
N
-~
i)

LC-HTAE® S=AL"e] A&rbs4d e 98 A 71t 2 7
FHstL AeAE %t BT e EASkA otk fd 7 72
MR %E 4 Qledl 53] HHdt 4% Y s o® FUHARI flol o
HAo]l "ad wol, AEAke FEERt AR oRRY Hod o Qi e
Aol Hot B}Eﬂl Adste 7led] 7S 98 = e 7I9E #EY & Sl
AurlePIE2 A e AT frakel A=A 8sketl LC-HTAC]
A AEHL YL AT AT R JHsshe E3bg Aol AusiAy o
AZVAY & olfol| WML 7hssitt. LC-HTACIA A8 #7482 EAdm4A 9
AL7Fs4S 28+ et ole 7ol Ak oY 7HIE WAk k=

AR $85 FolAoIt HE% QA o8 FEME Tesit.

LC-HTAS] QA2 142 Hekote 7o Higt HHeAoR ole2 9AEH 7]
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i E f 2AE Aske Aol sHARE =AIARl A4S A/dste wdd
ohE GAEA S Pl 719 4 Sl

gote] 7lee] 7HA el Uro}xlj A=A ArEH %9—%_1*3 01 dase 2a9E

s %VMI 4 4= ot Walstal ?ﬂdﬁ} 749} Vol 4t «l ae&i &S ol 719
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EVPPI= SAREA 7H 3A 7|ofoke o=t
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of EgdAol w2 Wl AR 24 oF fdE w24 59] 7P|l V&
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o5 QIR fol| §Hgstel ROMAE &3l AEARE AXA 7Ho] fgE 29
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LC-HTA framework® A3 Ho} 8491 or7|adr7|d, a1 9 AEX}
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7TEARIARE durieg7t A& DA o277 2710 St B FolE B
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O=7|&7t 71t A B 99 B3 F8351. drrleS 7K Ak Hie- A
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Survey on the major international HTA issues:
RWD/RWE and Patient and Public Involvement (PPI)

What is the name of the organization do you work for?
Crganization name: |Country: 1

What is your ofganization's role in Health Technology Assessment and in the healtheare degision-
migking process? {Check all that apply)

[ Heaith technobogy approval

[ Heatth technobogy reimbursement

O Heatth technobogy assessment

| Safety and effectiveness of health technology
[ others:

Check the range of tasks your organization covers (Check all that apply}

O Dirug — Rare diseass O Drug - Cancer ] Drug - Others
[ medical Devices O medical practice [ Health program
O others:

RWD/RWE

4, Hac your organdization been conducting RWD/RWE related projects?
O o (== 4-1) O es{= a-3)

4-1. Does your organization have a plan to condwct RWD/RWE related projects in the future?

[ yes [ na

4-2. What are the health technelogles related to RWD/RWE projects in your organization?
[Check all that apply)

O Drug - Rare disease | Drug - Cancer O Drug - Others
[ Medical Davices [ Medical practice [ Health prograrm
[0 othess:

4-3. What type of RWD s prefarable for you when conducting RWD/RWE projects or research?
[Check all that apply)
[ Electranic medical resource 1 Reglstry [ commen Data Model
[0 Relmbursement data O Drug survelllance data [ cost data

[ others:

5. For what purpose does your organization use RWDSRWE? (Check all that apply)
[ 1o reduce the uneertainty in clinical effectiveness
[ 7o reduce the uncertainty in cost
[ 1o reduics the uncartainty in cost-effactivenass
[ others:
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8

Choose the stage whare your arganization utilizes RWD/RWE
O Stage that plans the project using RWD/RWE

O Stage that generates AWE wsing RWD

O Stage that uses RWE In the decision-making

[ others:

Does your agency have the department or staff in chame of RWD/RWE prajects?
O Ne O tesi-= 7-1)

7-1. When was the department established or a staff in charge of AWD/RWE designated?
| =
7-2. Describe the size of the department with the number of related persannel.

[-

Piease make additional comments on the use of RWD/RWE In HTA declsion-makings.

[-

Patient and Public Involvement |PPI)

.

11

Has your arganization been implementing PPI related programs?
O Ne (- 5-2) [ ves{-+ 10)

9-1. Does your ofganizathon have a plan o implament PP related programs in the future?

[ yas [ na

. Which stage of HTA are patients and the public invalved? [Check all that apply)

Identifying and priotitizing research/fassessment toples
Participating im the research/assessment
Participating in the reimbursement declisbon-making process

Disseminating study/assessment results

R e

Evaluating the impact of the studies/assessment

‘What are the major challenges of implementing PPl program in your agency? (Check all that
appiy)
Selecting the participants

Training patients and the public
Translating reports into plain language
Lack of consensus/awareness on the importance of PPl within the agency

ooooog

Others:

. Does your agency have the department or staff in charge of PPI program?

O Ne (1 Yes (- 12-1)
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12-1. When was the department established or a staff in charge of PPI designated?

= |
12-2. Describe the size of the department with the number of related personnel.

E |

13. Mease make additional comments on invalving PP in HTA decision-makings.
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