(3) HTA v 7' 7 L DMMEE

B ML, AEE/ ZESE, b LTI O EBI T2 4HEEIC L > TEES
T3, TOELIE, TRNETHAEIT N —FICFMEERIT L L 2BRLTEEN, E
BCIE T — 2 R L TS M BEREEZFZaVIALFZ U FELTOREOIEEZIT CEBL
TWa, =IVT7 -mv—=%M, ZI0Y - T=2RXY 47 - P=2UTIM, Tz M, 7
Ux i, F U TINCiE, HURCE 7213 5 ORE IS - TEFHl 7" v £ X 2 EAT T 5 FREHE(L
ENHPRERBEE TS, TR L, BoX=TH, V7 —=UTINTIE, Rz ERE LE
B OFEFEHNF— 2 2R L TND, BT o THIE, i E2 ERT 20 HBEMFE 2 T4
LTW5,

TIVT - mv—= ¥ N CEREIMTMZ YT 2 k@ ad (ASL) 13, RifEICEE
MAXNERATEDD TRINLZEBETHL D, FRT 7/ o P —OFMICH T 25 Z OBE DR
RiE, B—ORBEETI3FERAy PV —2DRREBMLETH D, Ml S RIZERE &
BMEOWMEICKRT, 4/ N=Va VOPRALER L EHEOTDICERET XEEBMEEITH
RICFICERANELNL TV D,

k=1110)

TIVT sy —=% ML MRBICHER SN EFEOREMRMRCEELEVNT, MR
Y —EADBREICHT D HTA Fr RO — M b FTeEME., Frft rTaEMER K OB EE AT ae e 2 R L
TWd, V=2 MITIE 2 00FEN HTABREEFOERZHE L T 5, BHEB LI OFHRIC
LEAHELZER L ZEELORFHTMOLDD=2=y b (UVEF : Unita di Valutazione
dell’ Efficacia del Farmaco) &, @ffiz7 7 /oY —%WVE I EERY — R IZE T 5 #Hisk
R — X & (ARSS : Agenzia Regionale Socio Sanitaria) T %,
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4. A2V TOEELTHO > bo— v b B
(D) #E8

AZ VT ThH, BEFFEarsbr—zBE LT, EELIHDOTEDIZWNL DO BR B
DANDITWD, ERbOik, 51 & T (2005 48, 2006 4, 2007 ), & - KHBE.
Vax Uy s /EOFERMEEREN DY ich, EFRLHIC ERRE, EELIHEE=
Z Yy WEESHOFETRES. BEREL (e EE) REbERINLTVD,

INbEBELTEBINTND S ONGEMEMBTERY (Managed Entry Agreements;
MEA) Th 2o, MEA XEELZHAME T 57200 FETHY | EEEEZ S RERERL
MG Ly | HEHOFE bR LD, AIFAICE 5 & 2011 4 12 BB\ T 25 BE 3%
BLpoTWHEDZLETHD, MEAIZIEE, UTD 3 oDAXF—LNHY ., BH 2 F kit
T 5,

O BHHHE, BEEEEWMITOWTEAOIBEYT A 7 VO %5 & T,
@ VA HHE, BEHLRVWEBEIZONTRAOIBET A 7 VOl x5 & T,

@ ERITIG LIV, BRLRVBEIZOWTEYO I A 7 Va2 RARBBREE » 24
HIE (B LI BT OW T NHS B 25 1ER),

MEA D217 5 72 iZid, BARZE TCOFARR (Fohik) OoFMENLELRD, £
ST, BEEBICEABEOEKBRELBEEDE=F Y LR MU ICERET AHHL S EA
SRTHY . BRICE T, BEOT— 4 OERRRNET BT 7 4 VBT 5 B8 E AFT
HZELHEEERD, T=H Y U FICES MEA OFIZEEERHNE T v hBIO TEAX
R CELIREEEOFEEREENTVDIN, Z0HIZ-5NTH, EBRICEAMNDRET —
FIZESE, MEA ORMBFHEHBINZFIEnEDZ L ThHE, £, T=F J v 7ITES
IRV MEA bH Y, TOPFITIE, BHREMICEBEINWTWVWIE - iRBESHEALSELR SN D
Do

E - MIEHBEE FECEERBIZOVWTHEAMICERAXIHEZRET 2EAMFRTHY . &
FORBEDHW & TEOREOERNEMN TH D, 2014 FIZB W T, K 100 BEOEER
NFHEFBROGGE L 2> TWVWD, XHEREZBBLEGEEIMN~OBVWELOMAEALZELT
B@sEHBNESRTERE2V, Zhbd MEA O2FHNRAF— 2R 4R Lz, £
. RO EPBVELFREER SR L,
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4. FHEOXFFEELY (Managed Entry Agreements : MEA)

HET : ATFA

DRY548 < | FALLRE | =3 | REBENHSISEoTHE |
B BULBVEE =5 | SHGAERO—BEXHS {

BRICELT > EuLEAE ARRENHSIZ Lo THE |
XL EULAVEE = | RHICARRELLET |
BEsaE > | BaLERE | =>[hEes [

4 EHLEVEE
| £ERBEOVTRIOY (I LOMRESIETY |
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5. HFHEOSFHVWELFHRE

HET : AIFA
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ZE- D YN

1. NBIEPE, INBIRS, SR, BRET, PISEF, HREE  BRA 2 ) T ORRRE

—a = N—Y U A AE AT AL, 2009

Oriana Ciania, Rosanna Tarriconea, Aleksandra Torbicaa : Diffusion and use of health

technology assessment in policy making:What lessons for decentralised healthcare

systems? Health Policy 108 (2012) 194— 202

3. A&V T7EERLF (Agenzia Italiana del Farmaco,; AIFA) EiLHIFHHE
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3) EunetHTA

DHMA (Danish Medicines Authority) &
EUnetHTA(European network for Health Technology Assessment)
AERER
ﬁﬁF'ﬂEl 20144 9 A 23 H

ver.0.1 2014.9.24
AV HE 2—F:

Finn Berlum Christensen

1) Trv—7 OEAEMHFIE L HTA OB Y FlzonT

Fov—7 OEAGMAREDT, AREELLRREEL L THERRRS, AREEROK
ks f+ DA E 1L, Danish Medicines Authority THRE I D, liIIEENBHICERETE S
B, AEOEERPFET I HEIE. RRTHEMINISEITR DRV OLEEL L THE
SN, EESIIREECABELERD,

SAEMEOSZRITR, EHMICMitErE=F—352 LT, Aft@BELZABL VS,

BHEFETLIEEPBRETMOT —F2EBICRMATHZLEFARTH D, 7—F O
NHolHEIT, HABOEMEZEED CLE 2 —%EET D, ERTIOELERET —XD
LE2—FTC, MBOESTIEIT> T2,

THEEERT, EELID QHABRCREFMEOT — 2R3/ - S TW5, HPV U 2
F U DM OFEZHWT 2RI, BRYASHTOT — & BRIt &hiz,

BARARMERDEERIIL LB DR, ETERFEFMUADOERGERE L TEBREN
nENDTD, BEMTEAMDROBEI 2 BHICHEHMT LR o mERLIT RV,

FRERESIT, ABRERD 5Region + 98Municiparity O M ES TOFEEH % L > TW5H T
B, JRANE Region BT HTA NERINDZ L2 b, FELEBERAREELZOLA

ll[l

IZ. “Danish counsil for the use of expensive hospital medicines (RADS) " 2VEFBEAL TDEE

MEITH, fle LT, CHFFRIEEED sofosbuvir (Sovald) BN EHEDO XIS L 72572, RADS ®

xR ITEROE AEB L OCERTFE~OEE (budget impact) BRE LR oTERY, BAX

MR OFEIL R, ZDO—F T, EELOHEIR FEEMT D72HIC. AMGROS LIFiTH
BEAEETORKREAVATLAEZEAL TN,
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2) EUnetHTA OH#f %

EUnetHTA (X, BN HTA BEBI O E A2 - ML F A RET L2 L2 A& Lex vy b
J—7Th b,

2006 FAZ i ¥ O"EUnetHTA Project" 28 34 CTA % — k L, & D% 20094 DO "EUnetHTA
Collaboration", 2010-12 £ D "EUnetHTA Joint Action 1"Z & C. HIEIL 2012 FEN D D 4 4F
5 C"EUnetHTA Joint Action 2 (JA)" 2R #E4TH TH %,

JA2 \ZI33EE NICE « 77 > 2 HAS - R4V IQWIG 72 & 44 O ZHW L TRV, FTH
FARIL 940 T+ — w1 TdH 5, "Project" THEANY R A2 HE L. JAL TEEOWREME 2 FEE L |
JA2 TEERZEEAL TN ZLERELT D,

LB M C'Project" D & LT, 92D NAA 572 5 "HTA core model"28M 2% S LT
5, BAKENILITOMY T, B 4 FAA % "Rapid HTA", #¥ 5 FAAL V2B D E2TO
B A"Full HTA" & EET 5,

1) Health promotion and current use of technology (JE B4EI - BEfFE DO/ AT B EH)

2) Description and technical characteristics (FEAXI£2 DI A DFEH)

3) Safety (Z&1t)

4) Clinical effectiveness (ERFRZN5)

5) Costs and economic evaluation (% f & & i x40 5)

6) Ethical analysis (¥ & o $E4H)

7) Organisational aspects

8) Social aspects (*-& B9 1A )

9) Legal aspects (J%AY18I )

JA2IZB VT, L9 RAALA VUV ERENICOWTEMRTA FIA UBERENETFETH
5o

723 EUnetHTA l3H < ETHRLEF L RXMEELZEN L T2 D THY . Core model B
BEELTWLEEO HTA BEICML20RE N2 RET Z i3y, SEOHEENRME O
AL BRET D &, BRICHFEINLD,

JA21 X8 207 rY=/ b WP)EEATWDH, 2To7rvzy MIETOHEBERSN
TODLT TR, FRYOBERFZ 7 baERL, e Y= MIBML TV 5 MO
Brta—7T25WELED,
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COI ORI, JA2 THEM SN TV D, HBERETIIARLEEIFELRY, —E4L%H
UEDRIBHEEBFETLIHEICA LV AN=PEANDEAZ AN TIERL, AU N—RNIZFIZHE
ROBGEZAR (FRAOT—FRXR—2RZBELTCVWD) LELT, ThzBEL (EHRmETT
DEFREER > TWVD,
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Qutline

+ General Information about HTA

= Dirug regulation and HTA in Denmark
+ The Making of EUnetHTA

« EUnetHTA and the HTA Network

« EUnetHTA Achievements and Tools

evapuas pefwiek iy Heal Techadogy Sevennitad | BF 0RO Pt s
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Denmark (I)

1. In Denmark, do you require manufacturers to submit economic data {(e.g.
cost-effectiveness analysis) for reimbursement or pricing of phamaceuticals?

2. Do you use results of HTA or economic evaluations utilized for decision
making? (e.g., reimbursement, pricing, etc) If yes, how to use results?

3. How do you determine targeted technologies by HTA/economic eva;ﬁaﬁ,oh? -

4. Current siuation of vour HTA department; budget, funding SGHEGE numbeg of
staff efc.

i
&

&

-

Brovpais autei R e Taoduus PR B

Denmark (II)

. Process of evaluation

wn

* who perfiorms the HTAMsconomic evaluation? {a.g., members of your depariment,
manufaciurers, academic groups, sfe.)

«  who reviews the HTAeconomic evaluation? (e.q., members of the organization,
academic groups, eic.)

= Are academic ressarch groups invalved in the evaluation process?
«  Are citizens of patient groups involved in the evalualion process?
+  How long does ¥ take o perform: one HTAfsconomic evalustion?

5. Does your organization have a recommended methodol ogfy or gi&de ines for
economic evaluation?

7. Do you have referable thresholds used in your economic evaluations?

S ek fo! Heslf Teesiogy Stasevas | S I0IDEIS s imtiles 0
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EUnetHTA

1. The objectives and the background for the start of EUnetHTA.
2. Please explain on current and future project of EUnetHTA
3. Current situation of EUnetHTA; budget, funding source, number of staff eic.

4. Do you have any agreement on “conflict of interest” in EUnetHTA?

- Brgopeat atiy R Reddlh Teudealgy Redeiniontd ] 0 BRGNS Laen slrn it

HTA definition

HTA is a multidisciplinary process
that summarises information about
the medical, social, economic and
ethical issues related to the use of
a health technology in a
systematic, transparent, unbiased,
robust manner
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HTA aim

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

Despite its policy goals, HTA must
always be firmly rooted in research
and the scientific method

HTA as an input to priority-setting
and decision-making

g ek i Hiekh Tedtviokiy Sese
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Policy making
- paradigm

Planning
ipolicy
question

HT@}‘ | project "| of the
questions - | assessment

Based cp#risiensen 7O et al. Seminars in Colon aksBe

Ergrapenn estwviek for Houdlh 3 HELS A b LA . 55

Denmark ()

1. In Denmark, do you require manufacturers to submit economic data (e.g.
cost-effectiveness analysis) for reimbursement or pricing of phamaceuticals?

2. Do you use results of HTA or economic evaluations utilized for decision
making? {e.q., reimbursement, pricing, etc.) If yes, how to use resulis?

3. How do you determine targeted technologies by HTAfeconomic Evaiﬁgﬁcn?‘ |

4. Current situation of your HTA department; budget, funding stsarc'e~;i humbe;f of
siaff etc. .

Susope nebipat for Hesdh Toudetg Sebonteatt{UAX DITPRINE v sctatitens 0
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Denmark (Il)

&. Process of evaluation

= who performs ihe HTAsconomic evaluation? {e.q., members of vour depariment,
manufaciurers, academic groups, efc.)

= who reviews the HTA/sconomic evaluation? {e.q., members of the organization,
academic groups, s}

«  Ars acaderic research groups invalved in the evaluation process?
«  Ars citizens or patient groups involved in the evaluation process?
«  How long does i take to performy ong HTA/economic evalustion?

5. Does your organization have a recommended methodology csg;gmesmes for
econamic evaluation? o

7. Do you have referable thresholds used in your economic evaluations?

Senoan e i Heeh Testociegy Setestne LIS RS INE e senelitens L 1

Denmark

Administrative levels
Ministry of Health and Prevention
5 Regions

88 Municipalities

Feyre: setvor foe Mol st S § 4 TR D FE T 2
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b Health and Medicings

Health Medicines Education }: :::Wt =
& & & % News

. X R . 3 Campung
treatment medical devices registration % Bublication

Denmark

Danish Regions

Five iradividual Reglons

Danish Reglons assists the reglons with
senvices and relevant information

Easeianes hebent T Hedh Tachesbyy Seasiarnst ] 100 DUROIE Povevanetidn o . 14
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CILFORTHEUSE
PITAL MEBIQNES o

Faveges ediork St Madl Tauhinbag £ R TR i : 53

Denmark
Purchasing

AMGROS

Feivgean bk fo Headh ety Asosiman{ 382 DS Peassontneiiin g : s W
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DI PRBARY TANE AT And
NOURE TH PUSUIC HORPTALG N

ERLAA RECENVE THE NDIESSSAY
T OF sEOmEs o ALS0
HAT THE WEDICIMES ARE

HrISSE0 AT THE LOWES :
BT ONE B

Srpers phde e
SUIEEE GOrrTe

EUnetHTA

1. The objectives and the background for the start of EUnetHTA.

Erraren ook N el

2. Please explain on cument and future project of EUnetHTA

3. Current siiuation of EUnetHTA; budget, funding source, number of staff eic.

4. Doyou have any agreement on “conflict of Interest” in EURstHTA?

e [STe— “
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EUnetHTA has
facilitated...

« Increased collaboration between European HTA organisations

» praciical efforts in improving efficient use of resources available for HTA
« the creation of a susiainable system of HTA knowledge sharing

« the promotion of good practice in HTA methods and processes

- the basis for delivery of reliable, timely, fransparent and transferable
information contribuling o HTAS in European countries

T e : {80 ITRDNE Pritwratestitaies x S

28




Participants in EUnetHTA

ElnetHTA Pariners and
Associates inJA2,

44 Partner organisations
designated by Member Slates

Large number of regional

agencies and non-forprofit
organisations that produce
or contribute to HTA

#® T N © 580 S wa

Some of the Partner Organisations
m Joint Action 2 (2012-15), e.qg.

UK, NICE, NETSCC (+HIS)

Germany, IQWIG,DIMDI (+GBA, Medical Valley — EMN)
France, HAS

Italy, AGENAS, AIFA, ASSR Emilia Romagna, Veneto Region
Spain, ISCIII, AETSA, OSTEBA, Avalia-T, AQUAS
Croatia, AAZ

Poland, AHTAPOL

Austria, LBI, HVB, GOG

Netherlands, CVZ

Belgium, KCE

Portugal, INFARMED

Sweden, SBU, TLV

Norway, NOKC

Finland, THL, FIMEA : ;

Denmark, DHMA (Coordinator), CFK Region Midt

»

® &% & * ¥ & @

5 % 9 & & @

Bagngons Hibesy R Heat Tesbidoy Savueet im;’&i}:ﬁﬁ&i § v e A
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Health Technology
Life-cycle

S nevan S il Tacniny Seererast | ST RNADES e st s

EUnetHTA Tools

s ek Tor et Tatrssbogy Sedosinaed LU0 WHERNE [ v satnthis o
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The HTA
Core Model®

Ersindns et i Sl & 24§ S D $E8 e suia il w -
The Structure of
the HTA Core Model®

Fursstas palvenst fot Halh Yotk Sosivest |0 BUEHNE Deswausdtineg

31




