NECA - TR Z2H 7

RIIEHIt BHY Y
OJAFAX M S HiO} .

= X| Al I£ X| A

=z
)
Ep
o
3
=
m
s
[oR
1]
3
n
?
[on
o))
un
(1}
[oN
I
D
=
~
=
n
QU
=
D
N
=
QU
o
o
=
]
ch
3
Q
>
(o]
D
=
(]
<

2013. 12. 31

NECI tl‘;';|=|7-|_|_._al_c.)_=|_?_o_|

National Eviden sed Healthcare Collaborating Agency







o
[==}

F— 2R A X

HIle|

N
=

|27

9|

ol HIMNE SR A RHT Yol A

1.

Ju

of

ofF
)
il
ol
3l
of

8l

2.0 EnAM U

-

_UO

ol
op

YACIM Al

SELE

St F=Al7| gL,

HENo| 29|

Kk



o
[==}

b— =& &l =X

ﬂ._

of
gl

K0

Bl
<o
Ki

_v_.._
i,

oJ

o

T 3

o
AMBAEHA A9

of
eyl
of

N bl

e
o

)



o|®7|Eegrtel By oAREY HE deot - IAMEX Y
S #
Executive SUmmary ................................................................................................................ i
B OE D s i
L AR et s bRt bbb s 1
2. MBHGITL QI BIBE o 4
21 U O BIIETYTE  covereererrerrsrrstnsiststit s 5
IR e T = [ - 6
Y B I - 12
31 DRIAEXY TR THQ vttt sssaes 13
3.2 Q2|Lt2to] A2 7|A It HME AT HIHE e, 14
33 Oga- ............................................................................................................................ 16
34 E B s 19
4, R Q1 F G oo s 292
LT L 25
6 $§ ................................................................................................................................ 28
H
31 2HAEXY TRIB s 13
a2 xta
O2 21 MOR7IETIE U QUT O ZHO AFMIAE o 6
021 2-2. NICES] QI 27IA b ChHAF MA MF e, 8

:L'ré'.l 2-3. N|CE2| ]]gjl- _TI_I-%I ............................................................................................ 10






AL

olzrlEElel BENY SRy HE Yot - IHAEX|Y

Executive Summa ry

Health Technology Assessment (HTA) is the research method used for a reasonable
allocation of healthcare resources in many developed countries. Decision-making process
for an efficient use of resources has to be based on the agreement and support from
experienced experts since they are the providers of healthcare services. In case of UK,
decision-making strategies combined with evidence-based medicine (EBM) have been
applied, in order to make the process familiar to healthcare providers such as physicians.
Furthermore, HTA has been undertaken by systematizing the appraisal process as a tool
for assessing social values including economic evaluation. Using HTA, an agreement can
be reached among providers in terms of prioritizing health technologies for coverage
determinations, taking its public impact into account. In US, since the President Obama
took office, Comparative Effectiveness Research (CER), which is a similar to HTA, has been
promoted to streamline the national healthcare system. However, CER has been
understood as the American-style HTA by european experts with extensive experiences of
HTA. In addition, many European countries including UK has conducted similar type of

researches to assess health technologies.

NECA hosted an international symposium with a theme of "Applying Health Technology
Assessment on Decision-Making." The symposium brought together outstanding HTA experts
of the United Kingdom, one of the leading HTA countries with the rational health care
system. By learning a lesson from the UK experiences, we sought for a Korean style
healthcare decision-making tool using HTA. During the symposium, it was presented that
there are two decision-making processes in the UK: one is a decision-making process by
National Institute for Health and Care Excellence (NICE) in England and Wales and the other
by Scottish Medicines Consortium (SMC) in Scotland. Besides an assessment step, both have
an "appraisal” step within the decision-making process. The appraisal is to reach an
agreement on the result of the health technology assessment and its social value. Similar to
general decision-making committees, the appraisal committee of the UK consists of

clinicians, pharmacists, health economists, pharmaceutical industries and general public. The
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UK appraisal committee, however, is distinguished from other committees in terms of how to
derive participants or how to arrive at the agreement. The appraisal committee members in
Korea, for instance, are representatives recommended by relevant organizations and societies
to guarantee procedural justification. On the other hand, any rational expert not necessarily
recommended by the professional society can participate in the UK appraisal committee. The
committee ensures transparency and furthermore, procedural justification by opening and

accounting for discussion to public.

To build an evidence based healthcare system, the HTA experts emphasized the
importance of differentiating the commonly confused terms, “assessment' , “appraisal”
and ‘"the decision-making process". Currently in Korea, all three terms are commonly
translated info  “assessment. In UK, “assessment” is commonly known as the health
technology assessment. This further serves as a basis to produce evidence on the expected
benefits, needs, impact and cost. On the other hand, “appraisal”® is a term that indicates
a separate process of assessing the evidence generated by the “assessment” process.
This further contributes to the reimbursement decision-making process and influences
healthcare policies. Final decisions on whether introduction of a new health technology
would be effective are made by the policy makers. Synthesizing evidence of health
technology through assessment by NECA and determining coverage through appraisal based
on NECA's evidence by committees in Health Insurance Review & Assessment Service (HIRA)
would be ideal to apply the current Korean system. The fact that CER has no clear
appraisal process and focuses on provision and dissemination of assessment's results to
professionals who are suppliers and decision-makers is the biggest difference between CER

in U.S. and HTA in UK.
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2) Goetghebeur MM., Wagner M., Khoury H., Levitt RJ., Erickson LJ., Rindress D., Bridging Health Technology
Assessment (HTA) and Efficient Health Care Decision Making with Multicriteria Decision Analysis (MCDA).
Medical Decision Making 2012; 32:376-388
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10) Rebecca Taylor and Rod Taylor, What is health technology assessment? The NHS and HTA 2009
11) James Raftery, Health Technology Assessment in the UK. Lancet 2013; 382:1278-85

12) NICE, Process and methods guides. Guide to the methods of technology appraisal 2013
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N
Weeks from Notification
notification The sponsor notifies the medical technology to NICE
0 v
0-2 Eligibility

The Programme team assesses the technology's eligibility for evaluation against the
eligibility criteria
L]
Briefing note

8 The Programme team compiles a briefing note about the technology, including its
uses, costs, expert and patient/carer advice, and benefits to patients and the NHS

v

MTAC meeting
10 MTAC decides whether to select the technology for evaluation, based on the
information in the briefing note

.

¥ ¥

Selection Non-selection

MTAC selects the technology for MTAC does not select the technology

evaluation for evaluation

¥
Routing
MTAC decides on the most
appropriate guidance producing

programme for the technology

[
¥ v L] L L] ¥

Technology || Diagnostics Medical Clinical Interventional Nen-NICE
appralsals assessment | technologies || guidelines procedures programime
evaluation

a3 2-2. NICEe| ol=7|&=H"Jt s M™ :E (X=: NICE. Medical Technologies
Evaluation Programme - Process guide 2011)

13) Pinson, N., Thielke, A., King, V. Health Technology Assessment. Portland: Center for Evidence-based Policy
2011. Available at: http://www.ohsu.edu/xd/reserch/centers  institutes/evidence—-based-policy-center/med/index.cfm
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Weeks from
start of
evaluation
r !
0-3 Scoping
MICE produces a draft scope
. ~
*
Comment on scope
4 Draft scope is available for comment by the sponsor, expert advisers,
patient and carer organisations, and anyone who registers an interest
LN A
¥
r -
Scope finalised
B The scope is published on the NICE website and the sponsor's submission
is requested
i A
¥
i !
Submission Part 1
B The sponsor submits
clinical evidence
"
[
r + Y * -
12 Submission Part 2 Assessing clinical evidence
The sponsor submits The External Assessment Centre
economic evidence ) assesses the clinical evidence
[ i g
“
Assessing economic evidence
16 The External Assessment Centre
assesses the economic evidence and
produces the assessment report
. S
v
g ™
MTAC draft recommendations
MTAC reviews the sponsor's submission, assessment report and
21 summary, contributions from expert advisers and patient and carer
organisations, and makes draft recommendations on the use of the
technology by the NHS )
L3
o '\
Consultation
24-28 The public is invited to comment on the medical technology consultation
document, which contains the Committee’s draft recommendations
., A
¥
o ™
MTAC final recommendations
a0 MTAC reviews the public consultation comments and makes final
recommendations on use of the technology by the NHS
e -y
¥
r !
Resolution
33-36 Consultees are able to raise concerns about the medical technology
guidance before it is published
e
¥
9 38 Py [ Medical technology guidance published

a3 2-3. NICESl "7} 2 (XFR: NICE. Medical Technologies Evaluation Programme -
Process guide 2011)
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A w1, o]= 2002 7HA¥ National Health Service Act 197791 HA|E o] QItH5),
2012 W7kA] HTA Z2a38e] Xs e A= F 73271019 o]F 143719
AF7E ek D Habel]l agHATE 3 ol E ProtectT A7 A@Aeke] 2z v
¥ ool o2 ulgow HTA ZaIa3e dAgd  Eo] FA(PSA,
o
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prostate-specific-antigen) & ©]-8-3F ~a o] GaAdo] tis] 2719 AAZ E3
TSI TE A Aol ot PSAE o] &3k ~aE|de g3 S Qlo] gl
A koo upEbA ARE HE WA E3199TE ProtectT 723} whe} PSAE o]

89 F714 222 e NHS Fo] thael Salx) sperio,

14) zl2d, =3, 27587 U™ drot oA AZESHAMARE L 2012

15) Department of Health (2003d 79 19¥). Directions to Primary Care Trusts and NHS Trusts in England
Concerning Arrangements for the Funding of Technology Appraisal Guidance from NICE

16) James Raftery, Health Technology Assessment in the UK. Lancet 2013; 382:1278-85
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<2013 NECA International Symposium Program>

Main Theme: Applying Health Technology Assessment on decision—-making

(Moderator :Seon—Heui Lee, NECA)

14:00714:05 . Sun-Hee Lee
. Opening Ceremony
(5 min) CEO, NECA

Byong—-Ho Tchoe
Congratulations CEO, Korea Institute for Health and Social
Affairs (KIHASA)

14:05714:15
(10 min)

Chair: Tae-Hwan Lim

[Session 1] .
Professor, Asan Medical Center

Assessment, appraisal and decisions:  Chris Henshall
Honorary Professor

:15™15: developing systems for HTA-informed
141571500 PIng ¥ Brunel University, UK

(45 min) decision making at all levels in
9 v Founding President of Health Technology
health care Assessment international from 2003-5
HTA in NECA

Moo-Yeol Lee
15:00716:00 nHTA in Korea ' .
(60 min) Senior Director, NECA

Jeonghoon Ahn
Senior Director, NECA

Method for CER

16:00716:15 Coffee Break
(15 min)
. Chair: Jeonghoon Ahn
[Session 2] Senior Director, NECA

Optimizing HTA in Scotland Karen Facey
16:15717:00 and Enaland: Honorary Senior Research Fellow,
(45 min) ganc: . University of Glasgow

A Decade of Experience Evidence Based Health Policy Consultant
17:00717:40  Panel Discussion Karen Facey
(40 min) * R&D support and HTA process Chris Henshall
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17:40717:50 Sun-Hee Lee
(10 min) CEO, NECA

= Policy related HTA

* Who generates evidence in HTA?

* Quideline development and implementation

* Decision—-making process at the different regional
levels

= External environment affects HTA?

Summary and Closing

3.2 SE|Liajel MelR7I& LI HIZE T
e

1 - = RN (S R s g o
o)]%4 Senior Director, NECA

a2} s HAoZ 20079 =YEATE AEA Ve olg5]Eo] Rdgel =UEY
S RAEXYE S ad o] Ao gr|EHr9Ys|s B8l Aldar|Ed

¥ ouulE 7IEVEA AFEEA ARSU B AlEEY S WA A, e A
AFAFAGe] B7E dasitka 1S omr]Eolrh ofwf V|Ev]se Y= 4
Qo= AZRFAE Lo R BT AeHr|4S SR AEATLA FdT]
Zo] kA fFads Hrisla o8 Fuet Alosr|ed sl AR INAE
oA Foois dAdstA] Hrh.
Ao 571EH 998 = 58 Az 9A, ﬂﬂiﬂ%ﬁéﬂoﬂ ek AFS Alelst
Helom HAo g Fopdert 208 o8 FAE] gtk opdHiE el
Si= Aol Rr|Ed kel s|e] AHoatas HEHoR 7450}31 Z 57 BoHulaHA, <]
TA, -, Az B skl s AR AS) R o] Foj A ek Ropd AT e U]
o] HE Zi= tA] Aeu7ER AR Hasa 1 Ave T Eﬁ%ﬂl’ﬂ—ﬂl
HaEe) oleh e AoTr|EHrt A F 19 AE7F o5 200795 E F
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1123719) 2elirl&e] PrEon ofF 518de] AelnrlE gl sgsle] BE
of AFH o sFoin el ¥FEIA

Aol Holea AINE oJ3] sjAsor & HEo]
71Ee] SR QAEATL HEG 97} got o2 Bk A

o]
2, AbelA dxls sk WY Sl

N
2
oX,
o,
N
N
r:[o

94y 2 AR ESAT PYHE
¢t & Senior Director, NECA

FaRAEATdY HE ATHLS P2 vuEdATel tigk B E st
Atk HagAATE ARS o, 9, AR e RYEESHAY o Bk Al
& FNE 7 = WAEE vasy] A% SAS A ddshs Aolthn.
HlaL g abede] 542 nal AR 2 AR So] JH]l R Al Bl

] i Aotk vl R IATe] AlF
S

WHgo] EEpith
O

2473 (evidence generation)sh= o] npgzlsit), 12} A7E S8 Aol AA
A i, WEREY, el vE-ad B4S ol8she oA (evidence

synthesis)®] PO Bk Alo] vheHsich eln AebEa 2ol BiHel ak

1=3 H

=0] 28 el WY Sl vagdATE agsor s 9= Stk
AREAQD 29 el A 542 As(efficacy)& B Aol wbsl, Hluayt <
I P M effectiveness) & B Aol FHoluh, FARY gAIE S a9
AR g etrlell= ATIzke] Fal AL o] SxE iR o ddud Ay
AT} whebA] ARl FAkepul A RS vl

ui
o
i)
e
flo
>
>
oSt
o,
=
14,
A
2
)
QL
Aui
P
=2
fru
2

&
8]l #7t Fasith dE S0 A =119 A, st ol e ERbds
H

17) Institute of Medine (IOM). Initial National Priorities for Comparative Effectiveness Research. Washington, DC. The
National Academies Press. 2009
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Developing systems for

HTA-informed decision making at all levels in health care

appraisal and decisions:
— 16 —

Chris Henshall, Honorary Professor, Brunel University, UK

9E 1. Assessment,

18) Concato J. et al., Observational methods in comparative effectiveness research. American Journal of Medicine.
2010;,123:e16-23
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Brunel th3}i29] Chris Henshall w5 J5¢] ol& TAORE Sur]sw7te] Ao}
B el s Ak o A A2 2 ZIEE o8 AlsEE 55
el UntA o7 T=w]7] HE assessment®; appraisal @ JAF A 3] R xpo)
£ 83| dlof ghth= Zlo|Atk assessment® 7= 7HE ojn|sh, 54 7= EY
of ol 7IthE= o5 (benefit), oA, G, v]&ol gk 2AREE W

A7F AE7eel oJdl] ¥ ). appraisal assessmentol] ]3] A|gE AR}

o5 7]

S5 Wrlele AR 5o 44 5 Hilo=m 7‘3&"?&%394 7Iake] Hk T4 AL
oful gt o|mr]Eolt AEHS AFshs Zlo] 7P EEHAA e gk Ao olg
2788 o5 AA delA A ARAA7E Wi

Health Technology Assessment International (HTAi)<] el w2 o g 7]wH 7}
= = 7= =94 Bioll gk A AR 3E oA AA ] #gE A Eofol
= e b b b 7§11V—1 AR A JEAQl F¥ES ek A wEokE
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I, ARRAQL ZHA], JHQ1 @A) Bk S)S e AH AAS Wigof sk B9t
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o1 =

darellre] elmrERrE W 240 B aks vt 2k 1991 57 B
Alzagle] Atk Hgf 22 73S (NHS R&D Strategy and Programme) =% 3FS
1993ell= o5 7|s7F 2ol ERlsklaL, 1999+ NICE7F &WHstit &4

w7l = Q1354 (in vitro fertilization, IVF)¥} 22 317Fke] kA9 %]

gol Ao mE Edd Azl 5 9 Wse] wE AW E7d (post-code

prescribing)”’dl] tlak WX A 97} ol ] wio|t)k NICE: appraisal®} 24

el 71delth NICEd AlEs= o8r]ewdrt waurs o57]|ewrt 22093 A
1

ofglAtell A 2Hd7h Folal NICE: of2f3h A S HS4es HEIIT

W¥ 2! Optimizing HTA in Scotland and England: A Decade of Experience
Karen Facey, Honorary Senior Research Fellow, University of Glasgow, UK

HTAi Seoul 20132] ISPC (International Scientific Programme Committee) &5 2%
oz} d=to] TATA olaAA AMLYHES] Karen Facey AYAT+9Ye ~aE5H=
F=rol mrlEH7HA tete] A5k

Facey A9AT99e #eHA TA, Awrbse] dd, e} disse] 34, 44
Azl a5 Adsk] flEiM elwrIeER7PE AldE oo dithal Siglt. A3EE
o] 9g7)&Ar} /\] qS 9lsle] olm57]s 91993 (Health Technology Board Scotland,
HTBS)7} =1 717 AJ8]2 (National Health Service in Scotland, NHS Scotland)®l <]
OFES EES 29t E VIS gmT]Ee] P 2 ulg gl igk H7} (evaluation) <}
245 AFsH7] fgk HFHo= 20001 49 AHE AT

M2 ofoE 9 ASTo] digh B7F (assessment)= ~FEAE 9]‘?7‘*% A%
(Scottish Medicines Consortium, SMC)ell ¢]3f] o]FojxIth. SMC+= 200110l A H=|
ow Qe ofAl Bl AAEAL Aok AL LRk AR thER o] Fo A lr/}. SMC
= Aok 3ol AE HEE v o® ooREo] Wl 1 ypA e AHdS A%
th SMCE =3F f47]4 =794 (Horizon Scanning) 7]5% <=33tal glck. SMCE=
Horizon Scanning < &3 ' Q1 M2 ookre] 7] ARE Ao
NHS ®= el A7 9 Mul= Algs 7idekar vk 28]al 'Forward Look’ o] #h+=
%17} Horizon Scanning ¥4 % viid 1090l wHaiata Qlch

o] oz ]|EHrE TR e 1995 0] University of Southamptons 7|Wto.2 A
HERom, 200095 g NHS =@ 7dd79 (National Institute for Health
Research)®] ¥5-7F HAtkaL gk dlik 7R+ 2011 129 7] 0® of 9%nt de=

i
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ol @@ e A WA (Commissioned research) =& A7AF T WA

(Research-led proposals) 2.2 o] Fo] Xt}
A A A oab AR ARt ofal] Al HANE NHS el At 57

o2 JYH A a1, ok Mkl o ApHE -4 =93 S AT 37t

S8 A S fstel Aol daAdd A A7 s A
EE A3 5 67 oo, AL AR, A AR dpg, A dldee] =e
AR FA7F A

AT FE PAE ATAE TR Al B AT AF AL AP 5 9

o] Eeage g5t ATRAT AAEl NHS E T Ansa Svely $44

7} At A4 Aok = kAol A (scientific quality), EFEA (feasibility) ¥} ]

&

of gt 7}l (value for money)oll e} H7ksw 4 F7F 2 AlE 91993 (Clinical

Evaluation and Trials Board)e] HEE AXIt

3.4 EE

alol Axbel AEAQ AR o] A Eeo] thg) e Yo aEn),
Dr. Henshallel |8t o] 87149 R&D 4|99} o] 271457} 28l glo] RRD:
Aol Bgel glom olF ol wA ANH BN AU Sa oJus|ERrtE
siFolofsity. AE7ME Wlel FANT|AY thsto] Hlel Helgtomn Frpui)
2 249 WY 5 glom. 279 ol ua Bt el kol FAHOR 589

ojof shfar Argeint wheba] FA1AQ scientific communitye] 284S AF

o
Dr. Faceyell olshd A= Bilejsrldel d4do] glom, d=re] e Her]s

ozl el F&Ee = IS Aoz Yoyl 53] A VA E SHseE AL
HAWE vfg- T3k ol 7] AFAAEE intent innovationol thdk vl

USSR

o271%%7te] 43 28 Aol s, Dr. Henshalle €27]%%7ks elabael
82 Folopsty] AAHS Swlo] Fekrka Mk oAt BAEE lckeld] o
S3 W ARE lneled us gov, mebd AR <R7)Egsll ol
QA Tk 2 ol AFdrh v B mr|ewsbt gAe 4SHow
wede7] Sla) Bad aat A543 B 470 279 WAH Dr. Faceydl |
s AR PR BE A4S A5ks 257 Bouk oldd Aol A Jwe
2% Aol 33 FxAt 3 ASANF ARE Fash, A% 2 Pl
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MOUE AAste] z-g7} A-ole] FHe o] ERsk= Zlo] Tasithal At
A 7IRke] Aol gk ARSA HAe tiEiA= BE R Rk ol A4
=1 55 AEA A HESa, s AFAAES B AT 4 @Y
ato] =ofsfjof ghrhar stk ob2w] A A o] WARAte] HAEE B
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o|m7]ER ol Al AR FAZE 7 2 ATl tigk =2]o|A] Dr. Henshall
oAE vEE 3L UM Ade] oflEt AAIA R HESHE SANS S8 =

geflokatal, o]l wh xn;u S7F destral denk SAbAAdd diE <A B
22 ARE Fa7 s, TFAA IS Uglr] S AA(EEA, 7 5ol Bas)
t}. Dr. Facey: ©l HW}XHC’*?M 2 5)ET 3 %945401% shtbal s, o

B2 ARE TRrdes g0l wokd o vkl 4
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S oA or} FAY Sl BA0E A2 Agetn oS gE
e 7 sk gk s
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7hel=2kel el tisiA Dr. Henshall> NICES] Zi}Eo] 7o|=glRlo g 7H= H
T2 109670l A7 2715E A 7ukste] shol=eRl vHEAL 1S ARk
Zrel=l AEaiel glo] Al 8avt wom slo|Egele o T
of A gHgolets SHAAAN T8-S EITE Dr. Faceyw Ye=dltst ~3E5WE9)
A7F THES AR NICEE 97163710 7lol=al’l solels #717)%0]

7} bottom-up A& 2231 9l Wb, NICEE top-down 4%
2gska ok Aelote] g B3l ARE ATME-EA)sE HAE AXH O
Sloll o] w5 B o]Z oldslaL glrkar Ak

A 7+ JAbAZ A 2lo] Dr. Henshallol ©8hd 32 1997d57E] o] HEo|
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o) 57]%%7HHealth Technology Assessment; HTA)&= 22 AR oA AZE S A
o] FAHRQI HHlE skl AREE I gl AFdHelth o Yk e AR AR
AEo] FHE 989 B BIAY a&stE 93 o JAEAES A7l ¥
w2 AAgE Fo] glo]l 1 2dE 7HY] ek 9= dETERvbe O 3o
oJabEo] 9J&e AT R (Evidence Based Medicine; EBM)$}F A4S &3}
o EBMO <7AFws wolsols sk AAE7EE 233 A4 /X7t &
NICE Appraisal®] 2 Algste] st & Rl 2g8ES Alste] o
ARso] Folekal AAE = Q= FHlE Akl vk vselde enbi dieE 3
ol oznel FEstE & vlwEHAT (Comparative Effectiveness Research;
CER)® ol&¢ HTASH frAkgE dejo] dA75S delsta vk CER HTA 7430l
B H PFelA= HTAS] v Hdom QAL 9l J=s X3 e #
e S7FEA R Hs=g 755 HTAR o]F o2 s}

I ATellAe dErlegrte] Ad=elat Al 8AAE Zaar vkl £73
v G AHIES 9w AES AAES st AEADE B8l A= AE

Hom FFNE J8/14 S B9 FelH nEgH oAl
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kl
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oAztES] Zxst Fate A Hkek o= AlIAELS FE3] flE] dRbd e
557] 1% assessment®} appraisal % JAF 2 HAH O I AolE HEE] s
oF ghth= Zloqlth. gh=melld= F Work &3] Aol glo] HrtR Weju]o] AREE AL
UATE Aol A assessment® 7]EB7HE Sulah, 54 7] =Yl & 7t
o]5 (benefit), do7d, @3, v]&o izt AEE W=7 98 57l=R7
HAE7VE] o8] =a3Etl. WhH appraisale assessmentol] ol&] A&E SAAEE ¥
7hehe AoR wol AR T Biols AHAA e 7]‘*"] ek T2 A A4 ojugh
o|g7lEolv AmHS AlFste 2ol 7P E&FRIA ] tigh Ao ® ojg A4
|z AA WellM A AAAAE W™tk o] Al2=glo| A A-gsl B
A5 A0l assessmentE &t 5A7IEE ] g ZAARSS WHEY]
Wi o]l ARES nlgoR AR dstal = ofAl, AEAE, 3
9 AEH7H A3 Sl appraisale A wol7F AAE = FEE ool &
A2} w=e] CERY =12 HTAS] 7Fg & #fol= olvl= CER®|+: appraisal 24
o] Wes] L assessment®] AIE HALAESQ FHA} APAAGAEON A AlEskaL
A7t e aA]al = Aoldt & 4 Atk CER¥ HTA®] A3Hde &
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Aol R 7|EH A EE AH|o]#] Available from: URL: http://nhta.or.kr/nHTA/commit—-

tee/intro.jsp

olgy Al 4% A3z A1E, Available from: URL: http//www.law.go.kr/IsInfoP.do?lsi—

HaA, 277 o57EE7E I e A AR AAAEZHE 2012

Concato J. et al., Observational methods in comparative effectiveness research. American

Journal of Medicine. 2010;123:e16-e23

Department of Health (20031 7€ 1%). Directions to Primary Care Trusts and NHS
Trusts in England Concerning Arrangements for the Funding of Technology
Appraisal Guidance from NICE

Goetghebeur MM., Wagner M., Khoury H., Levitt R]., Erickson L]., Rindress D., Bridging
Health Technology Assessment (HTA) and Efficient Health Care Decision Making
with Multicriteria Decision Analysis (MCDA). Medical Decision Making 2012;
32:376-388

Institute of Medine (IOM). Initial National Priorities for Comparative Effectiveness
Research. Washington, DC. The National Academies Press. 2009

James Raftery, Health Technology Assessment in the UK. Lancet 2013; 382:1278-85

Luce BR., Drummond M., Jonsson B., Neumann PJ., Schwartz JS., Siebert U., Sullivan
SD., EBM, HTA, and CER: Clearing the Confusion. Milbank Q 2010; 83(2): 256 - 276

NICE, Process and methods guides. Guide to the methods of technology appraisal 2013

Pinson, N., Thielke, A., King, V. Health Technology Assessment. Portland: Center for
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APPENDIX

29| Meo|R7|&H I} (Health Technology Assessment in Korea)

Contents

HTA 1 Korea

9 Assessment state of HTA

9 Challenges T Solutions

N
HTAin Korea

HTAin Korea

HTA systenin Korea

= Introduced in April 2007 by the changes of
Medical Law

= Aims to assess the safety and effectiveness
of new health technology

= To encourage the development of high
technology in the health sector

=k
v b W

T, Health & Welar=
aswelan Review Effscthoanscs
T mennTeay and Safty In HECA

|

. -.
im'e..-:n;?w
-“f amactivansss In

HIRA

Lis= newr
tachnalogy

Which techinology should be assessed by HTA?

Committee for HTA

= Newly developed health technology
= Current technology that has been modified

= Technology valued by the Minister of Health
& Welfare

= An independent committee was established
under the Medical Law

« Consist of 20 members: Medical Doctors

(including dentists & oriental medical
doctors), Health Specialists, Lawyer and
Doctors nominated  from Consumer

Representatives

= Members are appointed by the Minister of
Health & Welfare

R -7, . |
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Subcommittes for HTTA

= The Committee for HTA has 5 special
Subcommittees

= The Special Subcommittee consist of 448
medical doctors

= Subcommittess  practically  assess  the

) Baic Medicine
submitted new technology 1om

= The results are reported back to the
Committee for HTA

e i R TR |

HTAProcedure Administration and research

jipuioito = The HTA Department in NECA provides
| necessary administration and research services.

LTI T e HEaEE
T ey

= MNumber of staff - 26 Persons
B Lo + Director : 1 Persons
SN N — ¥ Planning team member: & Persons
= + Research team member: 19 Persons
oty e e et ‘

»
e e

Assessment of the new fealth technology

= 55 applications in 2007, 359 spplications in 2008, 14
applications in 2009, 135 applicstions in 2010, 194
applhcabons in 2011, 238 applications n 2012 have
been submitted to the committee.

*  Totally 1,123 applications have been submitted.

Assessment state qu * 513 applications were eligible for assessments.

" 489 zmessments have been completed by the
committee and reported to the Ministry.

= 363 of them are recommended for public funding.

HER L e N 7 - |
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Numberof Applications by Fields

Numberof Applications by Technology

CEr ] = Dwgmmase smt
L= e o
u Crmrxl P mcions » G s
e I o | e V0
Challenges of HTA in Korea
= Support health technologies which are
insufficient in clinical studies.
= Support is needed by technologies which
) possess potential profits to the people, but
Challsnges ef Solutions are not able to get evidence through
literatures because of ethical reasons.
o e S |

Others

aspect?

and organisational pressures?

» Howto do the economic evaluation?

» When (and How) to consider ethical or social
= Rational assessment or political, economic

= HTA-based policy or clinical freedom?
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HE (Korean Comparative Effectiveness Research)

Medical Evidence FEras in the US

1970's: Health Technology Assessment (HTA)
1980's: Effectiveness Research

1930's: Outcomes Research

2000's: Evidence-Based Medicine

Current: “Comparative Lfectivensss Research”

Jowd Hay, peseniaon &t T MNECA

Evidence Based Medicine

* The Cochrane Collaboration Website

Evidence-based medicine is ihe conscientious, explicit and
judicious use of cument best evidence in making decisions about the cane
of individual patients, The: practice of evidence-based medicine means
mtegrating mdnadual chrecal experisse with the best avadable extemnal
clinical evidence from sysiematic research [1lssse.

Originally from David Sackett et al. 1996, S0 312
(F023) 71-2.

Contradicted and Initially Stronger Effects
in Highly Cited Clinical Research

[

——

Non-RCTStudiesare much -

ISSES LS

contradicted by later
| findings

Pl 13 B 1+ JH
FALUE am HEALTE

Health Technalogy Assesamaent and Evidence-Based Medicine:
What Are We Talking Abour?

[T

v, b, e, Frunas, G, 18

HTA and Eviderae-Bawed Sedowre ‘Whot Ao We Tobng dbost

Evetarrn Based reding N i
ey e s T

Lo m benard 0 b e -
nmenn =

[r———— -

Bopme i e b g e

The IOM definition of CER

“Comparative effectiveness research i the generalion and
synthass of evidence that comparas the banafits and
harmes of altarnative methods o prevent diagnosa freat
and monidor the or improve the dalvery of care. The
purpose of CER iz fo assist consumers chmaians
purchasers and policy makers fo make informed decizions
that will improve health care at both the individual and
populaton kevels”

[m=euom of IMmdone (IO ffe e e Ananfe (Br Corpeoter
Tmmercr: Wikntrgion O e ietone Acedes Swey 0T

e . s, b 8 g | o -
Patiers Potential for P —
Chamcienstics Banaf
| High |
) \
\.‘ — .ﬂ
— DED=
o 1/ = Effect
e ——— ¥ v
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INSUFFICIENCY OF EFFICACY TRIALS

* Use of surrogate (intermediate) outcomes
— Efficacy trialsoftenuse sumogate outcomesand hawe
shaort follow-up period
* As Tunis and Chalkidou (MTAHC 2007) pointed
there are other importart gaps in evidence
remaining after efficacy trials for regulatory purpose
— Informetion aboutrisks, benefits, and costsin a real world
satting
— Comparatiwe eflectivenessand values
— Risk= and benefitof combination therapy with existing
technology

— Sub-grouptreatment effects

Conventional Methods

= Generation of Evidence
— Primary research
— Original research
— Clinical trials + outcomes research
= Synthesis of Evidence
— Systematic review
— Exhaustive search on completed research
— Systematically summarizing search results

— Characterizing strength and shortcomings of
each research

More Methods

* Methods for Effectiveness

« Comparisonto active comparatar not placebo
* Bayesianmeta analysis

* Propensityscore

* Machine learning approach

* Prediction modeling bysimulation

« Patientpreference solicitation

* Andsoon

Sax and Gooanan 2912
Ann R, Pubic Health 3342548 0

PCORI Methodology Report 2012

e et B s s o s

R AL

MECA Rasearch Mothods
Series 7: A Summary of
Methods for Comparative
Effectivenass Rasearch

B YR T2
W2AZAT Y ‘

MEG
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' Korean Compargiive Effeciiveness Research Scheme ' Special Considerations for Korean CER

« Evidence Generstion
— Maxcimizing tha utility of tha Naticnal Haalth Insuranca
Claims Database Obsarvational Study with a good rassanch
dasign analyzing a EMA data inkad with NHI claimes may

baan afficiant sclution
+ Ewvidence Synthesis
— Ganarally mora afficiant mathod accapt whan athnic
diffananca should ba considanad

_ m + Maore sophisticated flow chart needs to be
m developed in the future

Dlagnoste Methods &k NECA NEGA

EESSSS—— 000 |
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=2| &F {: Assessment, Appraisal and Decisions: developing systems for HTA-informed

decision making at all levels in health care

Overview

HTA—definiticn and development
Assessment, appraisal and decisions
Decisionmaking in health care

HTA capacity

HTA Agencies

Appraisal needs and support

Organization and development of HTA and
appraisal capacity withina country/system
— General considerstions

— Example of England

HTA (HTAI definition)

HTA is 2 fizld of scientific research to inform policy and
clinical decision-making around the introduction and
diffusion of health technologies. . . HTAIs 2
multidisciplinary fizld that addressesthe health
impacts oftechnology, considering its specific
healthcare context aswell as available alternatives.
Contextusal factors sddressed by HTA include
gconomic, arganizational, social, and ethical impacts.
The scope and methods of HTA may be adapted to
respond to the policy needs of 2 particular health
system.

Origins and development of HTA (1)

Originatedin U5 Congressional Office of
Technology Assessment [OTA)

Initially appliedto “big ticket" equipment eg CT
and MRI {cost concerns)

Developed to address specificequipment-related
interventicons eg laproscopic cholycistectomy
[safety and efficacy concerns) . . .

...and thento address drugs (cost-effectiveness
concerns), frequently using incremental cost
utility analysis

Origins and development of HTA (2)

Increasing worldwide interest and use of HTA approach and
framework to support decisions, particularhy in cost-limited
systems

application of HTA to devices and procedures in increasing
Imcreasing demands from industry, patients and dinicians
for HTA systems to be transparent and contestable
Increasing use of “managed entry agreements” in response
toincreasing pressures on health care systems to manage
costs while allowing patients access 1o promising and/or
Expencive new treatments

Increasing interest in HTA and disinvestment

Increasing awarensss of the need to ass=s:s clinical care
options/pathways as well as individual technologiss

Overview

HTA—definiticn and development
Assessment, appraisal and decisions
Decisionmaking in health care

HTA capacity

HTA Agencies

Appraisal needs and support

Orzanization and development of HTAand
appraisal capacity withina country/system
— General considerations

— Example of England

Assessment, appraisal and decisions (1)

* Importantto distinguish between

— Assessment: the technical 3ssessment of technologizs or
care options to develop or synthesize evidenoe on bensfit,
need, impact, cost, context etc

— Approizal: the appraizal [consideration - formal or
informal) of evidence from assessments, alongside other
relevant information (g availability of financial and other
respurges, political or system priorities) to develop
recommendations for a

— Formal decision about what technologies/care to
offer/provide
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Assessment, appraisal and decisions (2)

= Assessments are undertaken by HTA experts

* Decisions are made by those with relevant
responsibilingfauthaorityin the health care system

* Theappraisal of assessments and other relevant
evidence can be complex. Decision makers may
undertake appraisal themselves, or (particularly
when decisionare likelyto come under public
scrutiny) may seek help from expert advisors
and/or formal structures such as an expert
committee or external body with representation
orinput from relevant stakeholders

Overview

HTA - definition and development
Assessment, appraisal and decisions
Decision making in health care

HTA capacity

HTA Agencies

Appraisal needs and support

Organization and development of HTAand
appraizal capacity withina country/system
— Generalconsiderstions

— Example of England

Decision making in health care
De=cisions relating to the us= of health tachnolagy take place ot variows
lewels in the health e system:
* HNationalhealth system bewel
— Awailability
— Recommended usefzaod practice in system
* Sub-national level |az region)
— A5 for naticnal
* Hospitals,clinics
— &g for national
* Professional bodies

— Good professional practios

= Patient lzvel {individusl patizntfdoctorFamily)
— Bestoption given symptoms, a-marbidities, patient
prefarances and circumstancss, availability and osts

Overview

HTA - definition and development
Assessment, appraisal and decisions
Decisionmaking in health care

HTA capacity

HTA Agencies

Appraisal needs and support

Organization and development of HTAand
appraisal capacity withina country/system
— General considerations

— Example of England

HTA Capacity

* HTA may be undertaken
— 'Within government ar gowernment-sponsansd bodiss ar agenoes —
iy ar regiansity
— 'Within the health cure system or heafth-spstem-sponsoned bodies ar
agences - retioneily, ragioneily or lacily
— In unirersities or public or privete nesserch institubes for customers et
il bisils in the hesith care spstem, and slsewhane
= 'Within governments or heslth care syshems ar their spenoss, ar
unrrersities and institutes in other countries
= In industry
* HTA mvy bee funded by
— (Sovernment hesith minisory
— Hemithore spstem
— lindustry
— GOVETNMENT neseanch SOsncs minstry
— Independent foundstions

HTA Agencies

HTA Azencies

— Term “agency” narmally ussd to refer to s public body of same kind,
funded, meneged and/or respansioke dirscly or indirectty T
Eowernment ar & public ar not-far-profit health system

— May b=t netionsd, regionsi, koo kevel j2nd note discussion in Euraps
whout Eurapssn “amency”|

— Mazy be responsiole far some o 2l of the ilkwing:

' Umicaneg AT oo

Factors relevant to astablishment of Azancy in 3 cuntryfragion
— [Extent aind locetian and avilsbility of relesnt soentific padty
— [Extent to which = unit within or dinsctly soocountaible to gowernmert ar
the heRith SENVICe B S5en 10 b Compstent to
Y
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Overview

HTA —definition and development
Assessment, appraisal and decisions
Decisionmaking in health care

HTA capacity

HTA Agencies

Appraisal needs and support
Organizationand development of HTA and
appraisal capacity within a country/system
— Generalconsiderstions

— Example of England

Appraisal needs and support

= HTA findings may be complex, and decisions typically need
totake acoount of factors not addreszsedin formal
assessments (eg affordability and opportunity costs, wider
costs and b:-r!sﬁrs, zorial values rsgpaF;c:':Iing E;ui‘l‘y :-fa::ssa,
“rule of rescue”, individual patient preferences, ste)

= Decizion makers often therefore look for help with
“appraizal”

= This can come in various forms

— Experts or expert cxmmittezs
— Analytic reportsfadvice —as part of “"HTA™ rapart andfarin

levant HTA
s}

addition |perhaps providing adv n agro
reports and taking account of other relevant
— Dacisizn support tools
= WD = withvarging use of numernsed algorthms
» Evidence-besed decsion tookiis forsysem and indradusi kel use

Overview

HTA - definition and development
Assessment, appraisal and decisions
Decisionmaking in health care

HTA capacity

HTA Agencies

Appraisal needs and support
Organizationand development of HTA and
appraisal capacity within a country/system
— Generzlconsiderations

— Example of England

Organization and development of
HTA and appraisal capacity

v Amoscs mmads of decisian mabsrs
— ocfirciurdoaiand whal oSt whoe im P bl yatom —rdudierg ool
apaydrc)ed oy o
— Dciomies #r mociyd el Sooaoe makon formanameet et aspeal vopor
ASSESE QUMTENT CEROTE
= 33T ooioel e baioe
resire o MR ez

7 capacly morditerlfasdiea et akla
ieformaticr Toecs, Aalomalic L.

smitemiclegy Fesl ® sosmem, gl e e e et 1imesbe it e vz bemee T
*  Qnganipe and dewelop Crpacty 1O SUppart dedision making
— Wioe peooaany, Bem row spco, Seeimect, weilu s wilie goemmet,
Eosl o vl Avm ol
= murd aryirconm e i R ey
— Dowdic amd imdiomoe Trcruilm el e g prgramma o e dila ool
- smeeiea e rgessimeslen = o gagsfomaes maksa r iy

e e R

Development and organization of
HTA and appraisal capacity —England 1

= 1221 launch of NHS RED Stratezy and Programme
= 19293 HTA programme launched

— District Health Autharity “Commissicnears™ jcirca 100), hospitals
{cirnca | and doctarsfpatients se=n as key decision maker
customers”

— Decision toindude both primary research {CER —of rale of

Medical Reseanch Coundl) and semndary researchfsyste matic
reviews {what most countries call HI)

— Systematic rewview-typs HTA reports commissicned with user-
friendly summaries

— Decision not tocraata DH ar NH5 “Asency”: work commissionsd
from universities, and major training programmes launchad

— Toolkits and =xpert advisory systems developed o suppart
commissiening

Development and organization of
HTA and appraisal capacity —England 2

= 1999 National Institute for Clinical Excellence launched
— Incressing conosrn at “past-code prescriting” for high cost drugs snd
procedures jex IVF]
— MICE remit wis b0 look =t shart] list of such interventions, referred ta
inisters
CE 15 an appracsal aind decissan body

weritians referned by Minsters included higgh oost drugs, sa BICE

mchad moute scrutiny fram industry

= Tihis and gther Swchars bed to 2an intersree “Ralls Ropo=™ approsch
"which places hesy demands an sppraissl committes memoers snd
techinical Suppart from unfrersities

= MICE now s much wider remit — incuding, Susdelines — but ks
‘techinology spprassals still use & lot HTA resources for relatrosly Sew
nbErnEntions

— COMMESSIaNETs NEmain responsile fr most key dedsions, DUt often
heve litthe mooess to HTA and appreissl support |of Sootiend! |
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Concluding comments

To achigve an evidenoe-informed health care system:

Important to distinguish between asssssment, appraizal
and decision making
Important to understand
— what decision are made and by whom in the health care systam
{including at haspital and doctor/patient lewvel]
— what their neads neads for are for assessmants and appraisal
Support
Important to organize and develop asses=ment and
appraizal capacity to address those needs credibly and
efficiently (remembering the role of the university sector
and the wide availability of international resouroes)
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=2 WE 2: Optimizing HTA in Scotland (and England): A decade of experience

HTAIn Scotland and England

* Health systems — Scotlandand England

* Development of HTAIN Scotland
(with reffections on England)

* 18 years of primary HTA
(comparative effectiveness)research in England

wwvw. healthearsimprovernentscotland . org
www. nice org. .ukand www.netsee ac uk

= Peopulation =5.2 millicn, budgst

- Texation based heslth sy stam, no

= 14 heslth boards - pay ers/providers

= Challengzes — financisl susiznty,

= ~12% spent on prescribing in

= Dirug prices set by UK, devices

~E11 billion

NHS

WEOTLAND

CO-pEY MENS

prowviding primary, community, scus

care

ageing populstion, expensive new
treatmentsidevices

primary cars

negotisted through Scottish and
local procurement

» Population = 56. 1 million, budgst
£109 billicn

= Taxation based health sy stem, with
capped co-pay ments

» NHE Trusts manage hospitl,
community care and mentsl health

sErvices

» Clinical Commissioning Groups
{involving all GP practices) can
commission from NHS ar private
providers (=200}

» Dirug prices to set by Value Based
Pricing, devices negotiated through
lecal and national procurement

Health Technologies

Anyintervention that may be used to
promote health, to prevent, diagnose
ortreat disease orfor rehabilitation
orlong-term care.

Theterm encompasses
drugs, devices, clinical procedures and
health care settings

Barriers to Using HTA

[MilbankMemorial Fund, 2000)

* lLack of access

* Complex andtechnical language
* Questionable data quality

* Absence of real-w orld applications
* Marrow focus

= Arrives too late

Health Technology Board for Scotland
(Into foree 1 April 2000)

TheBoard will exercisethefollowing functions of
Scottish Ministers:

the evaluation and provision of adviceto the
Mational Health Servicein Scotland (MHZScotland)
ontheclinical and cost effectiveness of new and
existing health technologies, including drugs
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Forms of Evaluation

Adaptation of NICE Multiple Technology
Appraisals for Scotland

Full HTAs oncomplexissues involving arange
oftechnologies

Assessment of all new medicines andnew
indications viathe Scottish Medicines
Consaortium

Annual budget: £2 million

Full HTAs

- Clinical effectiveness
* Cost effectiveness and budget impact
* Patients’ perspectives
*Organisational issues

To provide a bridge betw een scientific evidence,
thejudgement of health professionals,
theview s of patients andthe general public,
andthe needs of policy-makers

HTBS Process for HTA

[
lug Tpecific Open

th Trchrology Board for Sootlind

Status of HTBS Advice

*“MHSScotland shouldtake account of advice and
evidencefrom HTBS and ensure that
recommended drugs and treatments are made
availableto meet clinical need.”

Health boards not follow ing HTBS Advice will
needto explain their position, whichshouldbe a
clinical view about w hether a treatment is

appropriate, nota board going againstHTBS
Advice.
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Scoftish Medicines Consortium (SMC)

SMC established in 2001 to provide advicefor
Scotland on status (clinical and cost
effectiveness + palient issues) ofall new
medicines, new formulations &new indications
as soon as practicable after market launch.

Uses structured evidence submissions from
manufacturers and patient organisation.

fa medicine has notbeen assessedby SMC it
shouldnotbeused routinely in Scotland.

www scottishmedicines. org.uk

SMC Process

Appeal bo
Independent
Revlew Panel

SMC New Drugs Committee

* Membership: approximately 20 professionals
skilledin critical appraisal

— Pharmacy assessors, economists
— Hospital and primary care physicians
— Murses, Public Health Consultants

* Moreanalysis, but *clarifications™w ith
manufacturers

* Produce Draft Advice

SMC Appraisal

Consortium of the 14 health boards in Scotland -
Health board managers; clinicians, pharmaceutical
advisers, economists from each Area Drugand
Therapeutics Committees

Three public members

Three members from Industry Association ABH
38 members w ith equal voting rights and process
for management of interests

Fool of clinical expernts

* Review company submission, expert advice,
patient evidencesubmission, MDC Draft Advice

SMC developments — Modifiers

= Mo formal Cost'QALY threshold, only part of wider
judgementofvalue

= When Cogt/QALY isrelatively high other factorsmay
madifythe decision, including

#* Substantialimprovementin life expectancy(e.g
median gain of 3 months) or Q0L

# Specific orextrs beneft to a sub-group that can be
targetedin practice

#* Mo otherlicensed therspeutic options of proven
benefit

#* Bridging toa definitive therapy (curative surgeny)

SMC advice

SMC advice issued to health boards one month
before publication on w ebsite
> Accepted for generaluse
» Acceptedfor restricteduse
* Motrecommended foruse

MHSScotland shouldtake account of advice and
evidencefrom the SMC and ensure that
recommended medicines are made available to
meet clinical need

# Adviceis consideredin local formulary decision

_41_



olR7|EEIIl BHEM oAAH

AL

SMC Collaboration with Industry

* User Group Forum chaired by ABF member
* 11 individual industry members, 1 otherfrom ABH
* 2MDC members and SMC secretanat
* Dialogueand joint workto improve processes
# Evidencs submissionform
# Summary Information for Patients ‘
#* Communication
* Workshops oncommon pitfals
# Haorizon scanning database ""‘\ ]
L] I

* Involvementinteam that develops
Patient Access Schemes

Scottish Collaboration with patierj’ﬁs

K

Patient and Public Involvement Group

Led by umbrella patient organisation
Development of evidence submission form
Examples of good evidence submission forms

Public Involvement Officer supports evidence
submissiors and provides feedback

Fain English explanations of process (andwhy all
medicines cannot be made available)

SMC and the decision makers

Since 2005, SMC issue annual confidential
*Forw ard Look™ report estimating potential
budget impact at 1 and & years after launch for
drugs identifiedin horizon scanning
# Review of actual costs vs budget

ESTIMAales undeny ay

mpact

Health Boards expected to reach a decision on
SMC Advice in 90 days and publish within next
14 days

Deadly cost
of delays over
drug .approvall

S —

&

-

Scottish Health Technologies Group

* Advisory body establishedin 2007 by Scottish
Government, Independent Chairsince 2010

* Produces HTA Horizon Scanning and Update
Reports of published HTAs and systematic
review s oftopics that are ofinterestin Scotland

* Performs review s ofinternational research
publishedin English onnon-drug technologies
andpresents a balanced and impartial summary
ofthe evidence

SHTG Evidence Products

= Scoping Report (1 month, 1000words)

— Secondary research relsting to clinical and cost
affectivenass (HT As/Cochranasystematicreviews)
— Mo formal appraisal, highlightlimitations

= Ewidenoe Mote (3 maonths, 2220 words)

— Update scoping search and add in new primary studies
— Mare on heslth technology description & epidemiology
— Limited appreisal of internal and external validity

= Systematic Reviews

= FullHTA
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SHTG Advice

Quantity/quality/consistency of evidencefor
* Clinical effectiveness (including safety)
Costimpacts
# Context

Evidence products are accompanied by

“Advice Statements” - independent, objective
adviceto support planning and decision making
in health boards

Peer review by topicreferrer, clinical experts,
manufacturers, patients

SHTG members

Health Boards: Chief Executives, Medical
Directors, Directors of Public Health, Primary
Care, Finance & Planning

Mational Procurement and Planning

Public partner (2}, Industry (2), HTA Expert
Scottish Government

HIS + researchers and economists

Sub-group form Evidence Review Committee —
staffdo the assessment

Topic selection

* Lots of potential topics!

* Standard referral form, mainly from health
service planners

* Must provide clear additional benefit, or have
uncertainty about clinical and cost effectiveness,
or show widevariation in use, or have major
impact on resources or on NHSScotland

* Quality improvementifassessment done now ?

* CanfocussedHTA guestions be prepared?

* Is there sufficient publishedresearch?

Recent SHTG Advice Notes

Silver dressings
Temporal artery thermometers

Radiofrequency ablation (lung cancer, renal
cancer, Barrett's oesophagus)

Referral for firstand second eye cataract
SUrgery

Functional electrical stimulation for droppedfoot
Bariatric surgery

':1 Health and Wealth

The Scottish
Government

Statement of Intent for Innov ationin Health

“fision: Scotland isa world lesding centre forinnovationin
healththrough partnershipworkdng between Govemment,
MHSScotland, industry and the ressearch community.

Aimsto double economic contribution of Life Sciencesto
Scottish economy by 2020.

MHS should become s pivotal imulatorof innovative
products. Strong partnershipwith industry to ensure MHS
encouragesdevelopment, marketing & adoption of medicines
that are better matched to tsneedsand are evidence basad.

=

The Figures
MICE £6% million — 500 staff forall functions

SMC - 15 staff
SHTG — A few staff and growing

Lots of valunteers from health boards
{and industry and patient organisations)
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English Context — HTA Programme

* HTAProgramme establishedin 1995 in
University of Southampton (John Gabbay)

* Primary and Secondary HTA research

* Since 2009 as partofthe NHS Mational
Institute for Health Research

* Budget approximately £80million - 2011412

Comparative Effectiveness Research

£.5 years o publication
£2.210,800

4 yesars, b0 peoinilication
EX7.500

Other UK HTA CER published in 2013

= Randomized Confrolied Trial (RCT) formanagementof
asthma in school age childrenontherapy

Cluster randomized trial of physiotherapy telephone
sss=s=mentand advice ssrvicas

= Development of & iskmods! foridenffication of non-
neutropenic, crticallyill adultpatentsat highiskof
nvasve Candida infection

UK HTA CER published 2012

RCT fortreatments of whiplash injures

RCT studying melstonininchildren with
neurodewelopmentsl disordersand impaired sleap

RCT of reminiscence groups for peoplewith dementia
RCT ofurethral cathetarsin hospits

Pilat RCT in Intensive Care Unitcomparning anfibiotic
regimens for hospital acquired infection of unknown osgin
Longitudinal cohort study ofeffectivenessand cost-
effectivenes=sof enzyme replacementtherapies in
ysosomal storage disorders

UK HTA CER highlights

201Mm

= Cohort study of safety of antidepressantsin older
people

= RCT of treatmert for urinary incontinence after prostate
surgery

= RCT of panel gs=ssy of POCT cardisc markersin ED

= RCT of radiotherspy following breast-consarving
surgery

= RCT of sutomastion vsmanual cervical screening

2010
= Ewvslustonsof varousaspectsof national flu
vaccinaion programme in lightof H1M1

UK HTA Commissioned Research

Fourcallsperyear

Six Panels [pharmaceuticsls, screening, therapeautic &
interventional procedures, prevention, psychologicsl)
Wiable potential topics— ultra rapid review to identify
unmet research needs & potential research questions
Discus=ed by Panel

Selected onesdeveloped intofull Commissioning Brief
All Panelssend Commissioning Briefsto Priortisation
Strategy Group

Selected ones advertised

Commissioning Board reviews proposalsand researchis
commissioned
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UK HTA Researcher-Led Proposals

Open and Themed Calls

Qwtline Proposals to Panel forscoring

Selected Cutline Proposals to Priontisation Strategy
Group

Shaortlist about 30 for Full Proposals

Full Proposals reviewed by Clinical Evaluation and Trials
Board and selected research is commissioned

National Institute for Health Research

Faculty
T T R
Banlor Tralrmes, Az ociabes

.

Infrastructure Research
u# Reseamh Fmjecks

Clinical Reseanh
atwons ¥ & Frogmmmes
|

R

Reseanh Units &
Bchools

Rz ey Rz manch
Govemance nidcemaiion
Systems Systems
= Systems

A Needs-Led/Science-Added
approach

. Proactive engagement with decision makers to
identify needs for research

. Development of commissioning briefs to encourege
high quality applicetions in important areas of
research

. Multi-faceted determination ofneed andimportance
of research applicatons

. Rigorous assessment of the scientific qualty of
research applications

. Targeted review by extemnal experts

A Needs-Led/Science-Added
approach

Active monitoringto supportresearchers
High quality publications of all studies
Patients and public at the heart ofresearch

Research onresearch to improve quality and
efficiency.

0oL ~Nm
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