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HTA (Health, Technology, Assessment)

+ H — Health: a state of complete physical, mental, and social well-being
and not merely the absence of disease or infirmity

« T—Technology: drugs, vaccines, devices, materials, procedures, and
organizational and support systems in the field of healthcare

« A — Assessment: any process of examining and reporting properties of
a medical technology used in healthcare
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Ti gival n agloAOyNon TwV TEXVOAOYIWV UYEIAG;

H agloAéynon TexvoAoyiwv Yyegiag ouvduadel Ta Oikovouikd Tng Yyeiag, Tnv Papupako-
olkovopia Kal TNV Epeuva Ymrnpeoiwyv Yyeiag yia va eEETACEI TIG BPaXUTTPOBECHES KAl
HOKPOTTPOOEOEG CUVETTEIEG TNC EQAPHOYNGS MIAG TEXVOAOYiaGg uyEiag

Oikovopika Yyeiag:
he discipline that deals with the application of
economic principles and theories to health and
the health care sector (eg: supply/demand of
healthcare, healthcare financing, optimization
of hospitals, healthcare as economic activity,
pharmaceutical pricing and reimbursement)

‘Epeuva YyEIOVONIKWYV
ExkBacewv

Health Outcomes Research?
The discipline that evaluates the
effect of healthcare interventions on
patient-related clinical, economic
and humanistic outcomes, usually
comparing treatment alternatives.
Outcomes data that are reported
directly by the patient are called
PROs (Patient Reported
Outcomes).

HTA1

(Health Technology
Assessment) is a form of
policy research that examines
short- and long-term
consequences of the
application of a health
care technology

Qappakooikovopial:
The discipline that assesses
the overall value of
pharmaceutical care
addressing clinical,
economic and humanistic
aspects.

Source: Simon-Kucher & Partners *Definitions have been interpreted by SKP from: 1. Marc Berger et.al. ISPOR Book of Terms Health care cost, quality, and

outcomes”, ISPOR, 2003; and 2. Lieven Annemans Health economics for non-economists, An introduction to the concepts, methods and pit fmgb
economic evaluations” Gent Academia Press, 2008

Be well



HTA: Atro@daoeig TIHoAOynong Kai atmmolnHiwong aAAd Ke

BeATiwong TNG KAIVIKAG TTPOKTIKNAG

DOES IT WORK? IS IT WORTH IT?
EVIDENCE-BASED HEALTH TECHNOLOGY
MEDICINE ASSESSMENT

CLINICAL GUIDELINES |€&——

| \

PATIENT LEVEL DECISION COVERAGE DECISION
MAKING MAKING




2LUYKEPAOHMOGC OIKOVOUIKWY Kal KAIVIKWV ETTIOIWEEWV

yia va BeATIWOEI n uyeia Tou TTANBUGHOU

Payers seek to manage health
care budgets

Evidence-based decision makers
seek to introduce effective
clinical interventions

HTAs are often implemented as
a solution to tackle both

considerations to improve
individual and population

health




H agia Tn¢ TEXVOAoyiag uyeiag

Economic impact
(budget impact, cost effectiveness, etc.)

Wider social benefits
(quality of life, reduced

hospitalization, productivity,
innovation, etc.)




[olo1 opyaviooi agloAoyouv TIG TEXVOAOYIEC UYEIaG
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O PoAog Twv Opyaviopwv AgiIoAoynong

H agloAoynon Tutnikd repiAapBavel duo otadia:
Ad1oAdoynon opéAouc, KOOTOUC KAl GUYKPITIKIG OTTOTEAEOUATIKOTNTAG TTOU
ouvodeUETal ATTO. ..

Arroriunon (dnAadr) aitioAdynon Kai TTOpIoUA) Twv OEOOUEVWY WOTE VA
TTPOXWPNOOUUE O€ ATTOPACEIC aTTolNHiWoNG Kal VioTe TIMOAOGYNONG

Ta dUo oT1ddIa UTTOPE VA EKTEAOUVTAI ATTO DIAPOPETIKOUS OPYAVIOUOUG
O1 opyaviopoi HTA dia@épouv auxva wg TTPOG TNV £TTIPEON OTN Anyn
QATTOQACEWY KAl TNV AUTOVOMIO TOUC WG TTPOC TNV KUPBEPVNTIKA dOMN
AMNAoI ekTeEAOUV puBuiIoTIKR AeiToupyia (atTogaacifouv yia Tnv TiuoAdynon N
atrolnuiwon)
AMNAoI eTITEAOUV OUMBOUAEUTIKS pOAo o¢e BEpaTa TIMOAOYNONG Kal atTolnuiwonc,
EVW N KUBEpvnon dlatnpei TNV atToPacIoTIKi appodidTnTa
EtTiong diakpivovTal o€ auTtoug TToU
«mrapayouv» HTA — dnAadr eKTEAOUV ETTIOKOTTNOEIC, EPEUVEC, UTTOOEIYUATA KATT.

Kupiwg «xpnoiuorroiouv» agloAoynoeig TTou UTTORBAAAOVTAI OTTO KATOOKEUAOTEG TIC
OTTOiEC AIOAOYOUV KAl ATTOTINOUV

-~
Commonwealth Fund pub. 1420 Vol. 91, 1-13. 2010 v MSD
Be well



ATtrotiunon Tn¢ EupwTraikng ko AigBvoug eutreipiog

MTropoupe va dIQUNOPPUWOOUNE HIO TUTTOAOYIO TWV
Opyaviopwyv AgloAdynong TexvoAoyiwy Yyeiac e faon
OUO0 KpITApIA:
Tov TpOTTO PE TOV OTToI0 «PUBOMICoUV» N «ETTITEAOUV» TNV
agloAoynaon Kal atroTiunon cUP@wva JE TIGC OIQOTACEIC
TTou £xel kaBopilel To Eupwtraikd Aiktuo Opyaviopwyv
AZloAGynoNng Twyv TeEXVOAOYIWV YYEiag
To KUpIOo KpITAPIO OTO OTT0I0 Baadiouv TNV ATTOTiUNON
TNG TEXVOAOYIOC TTOU a¢IOAOYyOUV



To EupwTraiko Aiktuo Opyaviopwyv A¢ioAoynong

Texvoloyiwyv Yyeiag £xel Tpoodiopioel To BACIKO TTANICIO TWV

(NTNUATWY TTOU OXETICOVTAI JIE TRV aCIOAOYNON

The Domains of the HTA Core Model®
- assessing dimensions of value

SCOPE HTA Core Model DOMAINS

-

1. Health problem and current use of technology

. Description and technical characteristics

A

. Safety

Rapid REA

. Clinical effectiveness

. Costs and economic evaluation
. Ethical analysis
. Organisational aspects

- Social aspects

CnmprehenlsiveIFull HTA
0w M ~N OO 0 kR W N

. Legal aspects

e
e

euncthta European network for Health Technology Assessment | JAZ 2012-2015 | www.eunethta.eu

Source: “From 1.0 to 2.0 in HTA Cooperation across Borders in Europe European network for Health Technology Assessment “,
HTA 2.0 Europe, Rome, October 30, 2014 Finn Bgrlum Kristensen

)

Reliable, timely, transparent,
information

l

Value 77??



MnTtpa A¢ioAdynong

/\
Conditional Real life
reimbursement Subgroup data studies
] —
After launch Compliance/ :
regular revision | | convenience Modelling
— o Indirect
Mandates | | Ad hoc revision | | Quality of Life Inetwork
Guideline analvsis
Mandates After launch Mortality :
Price new evidence Meta-analysis
L | =
Mandates After launch .- RCT vs
Access/Reimb. | | new indication Morbidity comparator
. At launch by Efficacy
Advisory indication surrogate Any RCT
- Low evidence
Reporting At launch by Safet : ’
only chemical entity / Unpggighed
Influence Submission Required Evidence
Requirement clinical Required
endpoint

/\

Best possible
care

]
Cheapest
alternative

|
Most frequent
|
Active control
/\
/\

Placebo

Comparator

/\
Cost/benefit
|

CUA with
thresholds

/\
/\
Cost utility
|

Cost-
Effectiveness

L

_ Cost -
minimalization

HECON
Metrics

/\
Equity
T
Cost-
effectiveness

]
Budget impact
—
Innovation
e

Patient
convenience

S —
Comparative
effectiveness

|
Efficacy

Safety
e

Disease
burden/severity

HTA Decision
Criteria



H unTpa agioAdynong Twv opyavigHwy TEXVOAOYIWYV UYEI

oUWV PE To TTPOTUTTO TOU EUNEHTA

Kpitipia:
Emippon,

MNoéTe xperaderal utrofoAn akéAou agloAdynong,
TTola KAIVIKA KPITAPIA aTTaIToUVTAl,

T1 dedopéva Xpeialovral,

TTOIEG Eival Ol TEXVOAOYieg EAEyXou,

TTOIEG OIKOVOMIKEG TTOPAMETPOI a§loAoyouvTal,
TTola €ival TA KPITAHPIA TNG ATTOTiNNONG

2TNV TTOPOUCIACT TWV OPYAVIOHWY TTAPAKATW Ol XPWHATIKOI CUVOUACHMOiI onUaivouv:

Modelling

Mpdaoivo kouti: H TTapaueTpog atraiteital, EQapuoleTal
UTTOXPEWTIKA

Kitpivo kourTi: [MpoaIpeTIK EQapuoyh




TutroAoyiec cuotnuatwy AMOTIMHZHZ TexvoAoyiwy

Yyeiog

‘Ep@aon o€ KAIVIKO KAl KOIVWVIKO . , .
'_ SPEAOC Epgaon otn oxéon K6GOTOUG -

2.1 A ATTOTEAECUATIKOTNTAG
‘Epgaon oTnv

KOIVOTOMia

2UYKPITIKR
KAIVIKA
OTTOTEAECHATIKOTNTA] \

IKAIvIKR - OIkoVouIKR |

‘Eppaon otov
ao0evi

BaBuovounon tng agiag
TOU TTPOIOVTOG
KéoTtog avda QALY oe
oxXéon ME TTPOoKaBopIoCHEVO
6pi0
KaAuwn : NAI 4 OXI

| Emippon oTnv TIHoAdynon
AvdaAuon MNMpouTtroAoyiopou
Kal AlaTTpaypdTeuon

Source: Simon-Kucher & Partners,



TutroAoyia 1: Cost effectiveness

More effective
More costly

(+)

Less effective
More costly

A 4

) AEFFECTIVENESS

Less effective More effective
Less costly (-) Less costly

Adapted from: Klok RM, Postma MJ (2004): Four quadrants of the cost-effectiveness plane: some considerations on the ﬂ
south-west quadrant. Expert Rev. Pharmacoeconomics Outcomes Res. 4(6)



TutroAoyia 2: ZUyKPITIKN KAIVIKI QTTOTEAECHATIKOTNTA

2.1. H agia Tng kaivoTopiag pe faon tnv faputnTta TG VOOOU Kl

TO EKTIMWMEVO OTTOTEAET MO TNG BEpaTTEiag

1 = Total cure

Comparative eftectiveness

0 = No change

Morgan S et al (2008): Toward a definition of pharmaceutical innovation. Open Medicine;2(1).e4—7

---------- Radical

——
—
—
-

Trivial

Gravity of unmet need

0 =
1



TutroAoyia 2: ZuykpITIKN KAIVIKI) OTTOTEAEOHMATIKOTNTA

2.2. 'Epgaon otov aoBevi

Assesses the benefits and
harms of interventions to
inform decision making,
highlighting comparisons and

outcomes that matter to Patient-related
people outcomes may consist of:

* An improvement in health
status;

* A shortening in the
duration of the disease;

* An improvement in overall
survival;

* An improvement in the
medicine's safety profile; or
* An improvement in
patients' quality of life.

uo Buisnodoj ‘spaau
pue Awouoine ‘sadualiajaid

Optimizes outcomes while
addressing burden to individuals,
(70OYH pue ‘swoldwAs
‘Buiuonouny ‘reAIAINS) 1noge
aJed a|doad eyl sawo9a1no
S,[enpIAIpuUl Ue Sapn|ou|

Based on www.pcori.org

resource availability, and other
stakeholder perspectives

- : Source: IHS Survey, 2012
Incorporates a wide variety of

settings and diversity of
participants to address
individual differences and
barriers to implementation and
dissemination

% MSD
v Bewell



[aAAia: Kpitipio n fadpovounon tng Kaivotopiog (2.1)

Haute Authorité de Santé (HAS)

Pricing
Committee

Transparency

Assessment / Appraisal

Negotiates price

Commission

based on ASRM

ASSESSMENT CRITERIA

Medical Benefit (SMR)

Improvement in Medical Benefit (ASMR)

e Product’s therapeutic value (SMR) is

based on five criteria:

— Efficacy and Safety

— Position of the medicine in the therapeutic strategy
and the existence or absence of therapeutic
alternatives
Severity of the disease
— Type of treatment : preventive, curative or

symptomatic

— Public Health Impact

- Based on relative efficacy according to
randomised clinical trials (RCT)

» Unless the product is first in its class,
the evaluation is done in comparison
with products of the same pharmaco-
therapeutic class that are already
enlisted.

Rating

Rating

* 4 possible ratings
— Important
— Moderate
— Weak
— Insufficient
* Impact on reimbursement rate

Ssible ratings
— 1. breakthrough innovation
— 1l Important improvement
— 1ll: Moderate improvement
— IV: Minor improvement
V: no improvement

Source: Simon-Kucher & Partners

€9 MSD

Be well



/\

Mandates
Guideline

|
Mandates
Price

|
Mandates
Access/Reimb.

/\

/\

Conditional
reimbursement

After launch
regular revision

Ad hoc revision

After Iaunch
new evidence

After launch
new indication

At launch by
indication

Reporting At launch by
only chemical entity
Influence Submission

Requirement

Primary Institution: HAS

Real life
studies

/\

Subgroup data

Compliance/ ,
convenience Modelling
|
Indirect
Quality of Life Inetwork
analysis

Meta-analysis

RCT vs
comparator

Efficacy
surrogate

Low evidence,
Unpublished
data

Morbidity

Evidence

Required clinical
Required

endpoint

Most recently
used

Best possible
care

Cheapest
alternative

Most frequent

/\

Active control
e

Placebo

Comparator

Patient
convenience

Cost-
effectiveness

/\
Cost/benefit
|

CUA with
thresholds

/\

Budget impact

Disease
burden/severity

Cost-

C Comparative
Effectiveness

effectiveness

_ Cost -
minimalization

HTA Decision
Criteria

HECON Metrics

« Assessment process: based on the therapeutic value - rated from ,insufficient” to ,important”-, and on the improvement in medical benefit rated
from ,no improvement” to ,breakthrough innovation”.

« Access: In the near future, HTA evaluation by HAS will be officially binding. If the MoH does not follow HTA evaluation, this should be justified.
« Guidelines: HAS is publishing recommendations on therapeutic strategies (used by national social scheme to review physicians’ practices).

*« BoD: In 2011, orphan drugs and cancer drugs have been granted a medical benefit of moderate/minor despite the severity of the @sMSD

Be well



[eppavia: KAIvikoi O€iKTEG ATTO TNV OKOTTIA TOU 0COEVN

Institute for Quality and Efficiency in Health Care

G-BA (Federal Joint G-BA announces
Committee benefit
) Assessment > e

commissions inspection

assessment and
resolution

CHARACTERISTICS OF THE ASSESSMENT

Assessment criteria: Added therapeutic benefit Generating evidences
* IQWIG was changed under AMNOG in 2011 * Morbidity, mortality, QoL are deemed to be
e Manufacturers are to submit a dossier (pre-filing patient related endpoint
consultation is optional) for approved indications » Surrogate endpoints are not patient relevant,
* Added therapeutic benefit (based on SPC and clinical relationship of surrogate and hard endpoints
studies) is to be evaluated with a scoring system might be validated with meta-analysis
« Patient relevant endpoints are accepted, G-BA can ask | ¢ Individual components of combined endpoints
for new studies must all be patient relevant
*  Cheapest appropriate comparator is requested * Indirect comparisons might be accepted but
(determined by G-BA) evidence considered to be lower (vs H2H)
« Patient groups with meaningful additional benefit should | « Modelling is not accepted (no QALY, CEA,
be indicated and sized BIM)
Scores for Added Therapeutic Value Impact of assessment: Pricing

» Added therapeutic benefit of the technology
was linked to pharmaceutical pricing

* Price is function of the comparator, added
value score

» Technologies scoring 1 to 4 qualify for
price negotiations, and may obtain price
premium over the comparator

» Technologies scoring 5to 6 get a price
under the reference pricing system or
negotiate a price with a maximum at the SD
comparator level Be well

< ~ \ T 77

1: Major benefit over comparator

2: Significant added benefit

3: Slight added benefit

4: Unquantifiable added benefit
5: No added benefit

6: Less than comparator

\




TEPMANIA: IQWIG

Mandates
Guideline

Mandates

—Conditionar—

reimbursemen

—After launch—

regular
/md&ion\
/\

Ad hoc

revision

/\
After launch

Subgroup
data

Compliance/
convenience

Quality of Life

Price new evidence m
—Mandates —
: After launch
Access/Reimb | I ERTeTTe
] — =
: At launch by Efficacy
Advisory indication surrogate
/\ /\
/\ /\
Reporting tclﬁgrg?galby Safety
only entity
Influence Submission  Required clinical

Requirement

endpoint

Real life
studies
A o —
Modelling WTP
%\\ /\\
Indirect/netwo | | Best possible :
rk analysis care Cost/benefit
//\ %\\
- Cheapest CUA with
Meta-analysis alternative threshold
|| ]
RCT vs -
comparator Most frequent | | Cost-utility
— L
i Cost-
Any RCT Active control offectiveness
/\ /\
i /\
Tow evidence i
Unpublished Placebo o eeEt
data minimalization
Evidence Comparator HECON
Required Metrics

/\
Cost-

effectiveness
|
Budget impact
/\
/\
Innovation

/\

Patient
convenience

Comparative
effectiveness

Efficacy
Safety

Disease
burden/severit

y

HTA Decision
Criteria

*Added therapeutic benefit is to be evaluated with a scoring system from ,less than comparator’'s” to ,major benefit over comparator”.

*Added therapeutic benefit of the technology was linked to pharmaceutical pricing.

*Morbidity, mortality, and quality of life are deemed to be patient related endpoint, surrogate endpoints are not patient relevant, modelling is not
accepted (no QALY, CEA, BIM)



Mapadeiypa xwpag Tou £0TIOfEI 0TV KAIVIKN / OIKOVOUIK

atmroteAeopatikotTnTa: AITAIA

National Institute for Health and Clinical Excellence

Technologies

Recommendations

proposed by NICE to Assessment & Appraisal to the NHS

Dep. Of Health

ASSESSMENT PHASE

APPRAISAL PHASE

Topic selection criteria

Factors for considerations

Burden of disease

Resource impact on NHS

Clinical & policy importance

Inappropriate practice variations

Timeliness of recommendation/guidance

Expected impact of guidance on public health, QoL
reduction in inequalities

Nature and quality of the evidence

Uncertainty generated by the evidence
Effectiveness and AEs in subgroups

Risk and beneflts from the patient’s perspective
Technology’ athway
opriateness of comparators
ICER, robustness of the result
Clinical and policy priorities

d and effective use
Impact of decision on NHS resources
Encouraging innovation on the long-term

ces

Scoping of the project

Multiple vs single appraisal

 Definition of the topic

* ldentification of relevant care settings, delivery systems and
providers

* Question development in policy context (on effectiveness,
CE, feasibility, acceptability, etc.)

» Specification of outcome measures and any comparators

Multiple technology appraisal (MTA)

Slngle technology appraisal (STA): usual

sole indication

— new pharmaceutical products close to market
launch

— most relevant evidence still lies with the
manufacturers/sponsors

—  Prompt guidance to NHS when new technology
is introduced

Source: Simon-Kucher & Partners

Be well



AITAIA

Mandates

Guideline

|

Mandates
Price

andates

Access/Reimb

revision

After Iaunch
new evidence

After launch
new indication

/\

/\ /\
, At launch by

Advisory indication

/\ /\

——  —— “Atlaunch by
Repoliting tclﬁggi:challoy

only entity

Influence Submission

Requirement

Subgroup
data

Compliance/
convenience

Quality of Life

Efficacy
surrogate

Real life
studies

Modelling

Indirect
/network

Meta-analysis

RCT vs
comparator

ow evidence,
Unpublished
data

Required clinical
endpoint

Evidence
Required/Used

Best possible
care

Cheapest
alternative

Most frequent

/\
Active control

/\
/\

Placebo

Cost/benefit

Comparator

/\

CUA with
threshold

Cost
effectiveness

. Cost
minimalization

Effectiveness
Metrics Used

« Access: HC organizations in the NHS are obliged to implement NICE recommendations on the evaluated technology.
« Cost-effectiveness: threshold has moved to £30k. A threshold of £50k applies to drugs that meet 'end of life' criteria (usually cancer area).
« Safety: NICE is always interested in safety but looks at it from the perspective of how adverse events might affect cost-effectiveness.

e Innovation: it has been recognized by NICE in a number of decisions; the question is now routinely asked about.

Cost-
effectiveness

Budget impact

Patie_nt
convenience

om parative
effectiveness

Efficacy
Safety

Disease
burden/severit

y

HTA Decision
Criteria



[MpoTuTtro 2.2: IQWIG

Mpotutro 1. NICE [MpoTutro 2.1: HAS

FRANCE GERMANY

BELGIUM CZECH  DENMARK  ESTONIA AUSTRIA SWITZERLAND
=2 00
\ 4

FINLAND  HUNGARY ITALY IRELAND

SV ®

LATVIA  LITHUANIA  NETHERL. NORVAY

POLAND PORTUGAL SCOTLAND  SLOVAKIA £ ‘
-

y
‘ SPAIN

SLOVENIA  SWEDEN 0:0 MSD

Be well

The Spanish system is under development


http://store.y-axis.com/product_images/f/811/Denmark_Flag_Button__09790_thumb.png
http://www.istockphoto.com/file_thumbview_approve/4209613/2/istockphoto_4209613-flag-lapel-button-ireland.jpg
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EpwTtiuaTta yia To EAANVIKO ZuoTnpa Yyeiag:
1) Nooo ypnyopa;



H avatTtu¢n Ogv utropei apd va givai

OTAOIOKN

Advanced +

Advanced

Established

Developing

Early

Devices, procedures,
Al prevention, etc.

/\
New + Existing + re-
review
|
New + existing
products
|

All new products

/\

New products in high
cost TAs

Individual products

Breadth &
Scope

/\

Mandates access:
tiered reviews
A
Mandates access;
accelerated

|

Mandates access

/\

Reporting only

Influence

Page | 25

/\
QALY with

thresholds
e
QALY

/\

Relative Cost-
RESNEIESS

Budget Impact

Relative Clinical
Effectiveness

Effectiveness
Metrics Used

Head to head trials

Multiple comparator
(ELS

/\
Meta-analysis +
societal impact

—————
Meta-analysis

/\

Randomized

Controlled Trials

Evidence
Required/Used

€9 MSD



EpwTtiuaTta yia To EAANVIKO ZuoTnpa Yyeiag:
2) Mola TutroAoyia 6a akoAouBouue oTnVv
aTTOTIiMNON;

26 6 MSD



[Mola n emIPPON KAl TTOIA TA KPITAPIN ATTOTIUNONG TOU Qopéa HTA

/\

Best possible
care

A
Cheapest
alternative

|
Most frequent
|
Active control
/\
/\

Placebo

/\
Conditional Real life
reimbursement Subgroup data studies
A - =
After launch Compliance/ :
regular revision | | convenience Modelling
Mandat o Indirect
Ga.”d ell. e Ad hoc revision | | Quality of Life Inetwork
uidaeline %
/\ /\
/\ /\
Mandates After launch Mortality :
Price new evidence Meta-analysis
Mandates After launch . RCT vs
Access/Reimb. | | new indication Morbidity comparator
. At launch by Efficacy
Advisory indication surrogate Any RCT
: Low evidence
Reporting At launch by Safet : ’
only chemical entity / Unpggighed
nfluence Submission Required Evidence
Requirement clinical Required

endpoint

Comparator

Cost/benefit

|
CUA with
thresholds

/\

effectiveness

Budget impact
—

Innovation

Cost utility

/\
Cost-

Effectiveness

A

_ Cost -
minimalization

HECON
Metrics

————
Patient
convenience

A
Comparative
effectiveness

Efficacy
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EpwTtiuaTta yia To EAANVIKO ZuoTnpa Yyeiag:
3) Moia pe@odoAoyikd TTpoTUTTA B
aKoAouBouvTal yia TNV UTTOBOAN PAaKEAOU

agloAoynong;



[lpoTuTrO (§loAoynong cupewva pe EUNEHTA (1/2)

*Subgroup data

Compliance/
convenience

*Quality of Life

*Practice
patters/usage

*Current
therapies

*Burden of
disease

Efficacy
surrogate

*Epidemiology JSRLE
1. Health 2. New «3a. Clinical
problem technology efficacy

endpoints

6/23/201
5

*Real life
studies

/\
Modelling

e
°|[ndirect
/network

analysis

/\
*Meta-analysis

/\

*RCT vs
comparator

/\
«Any RCT

/\
/\

Low evidence,

*3b. Clinical
efficacy
~evidence

/\
*Special
susceptibility
—
*Use/misuse of
technology

/\
*Technology

itself

4. Safety

*Best possible
care

*Cheapest
alternative

*Most frequent

*Active control

Placebo

*5a. Comparator



[lpoTuTrO (§loAoynong cupewva pe EUNEHTA (2/2)

/\

eIntangible

A
Indirect
(productivity

s
/\

Direct_non-
medical

/\

*Direct medical

*5b. Costs

6/23/201
5

/\
*Adjusted
QALY

A
QALY/DALY,
etc.
A
sLife years
gained
A
eNatural unit
(avoided

/\
*Cost/benefit
A

*CUA with
thresholds

/\
/\
Cost utility
A

Cost-
Effectiveness

A

aCosty ]
minimalization

«Vertical equity

/\

eHorizontal
equity

/\\

*Moral norms

cases)

*5C. Health
outcomes

*5d. HECON
Analysis

/\

*Social norms

*6. Ethics

/\

*Organizational
culture
A
sImplementatio
n/monitoring

/\

*Resources

*Delivery of
technology

7.
Organizational
aspects

/\
*Market
regulation
/\ A
Figgﬁﬂgﬂfg,o Patient rights
/\\
i *HC system
*Patient Syl
satisfaction legislation
/\\
Attitudes/conc | | «Constitutional
erns rights
*8. Social *9. Legal
aspects aspects
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EpwTtiuaTta yia To EAANVIKO ZuoTnpa Yyeiag:
4) Moia n 0éon Tou HTA oTnVv apXITEKTOVIKN
TOU CUCTHMATOG;

31 6 MSD



32

[ou evraooeTal 0 PopEag acioAoynong;

« 270 YTroupyeio Yyeiag;

« 210V EOO® — [OET - EKATITY;
« 21NV Emrtpotm Amrolnuiwong;
« 210V EOTYY;

» TeAeiwg AvecaptnTog;

* Ioleg OECIOTNTEC TTPETTEI VA AVATITUEOUE;




33

EpwTtiuaTta yia To EAANVIKO ZuoTnpa YyeEiag:
5) EpEiIg i} o1 aAAol;



H cuvepyaoia HETOCU TWV QOPEWV HTTOPEI VO

TTPOCPEPEI HIa AUOH

The timeline of reaching a sustainable
and permanent HTA cooperation in Europe

Health
Programme

2005
Call for
project

2009 2011 2015
Call for joint Call for Call for
action joint Joimt
action action 7

proposals

P 2006-2008 2009 2010-2012 201627
=L ElUnetHTA EUnetHTA ElUrnetHTA Scientific and
i Cuollaboration S technical
eunethta R e
Legislation 2008-2011 201112 2013 2013+
Draft Cross Border CBHC Directive EL HTA Mebwork
Healthcare Directive. now decided Cooperation + I and fi ial basis fi
Article 15 on HTA netwark on HTA e L
s permanent :-uppc:ur_t to sci &
Decision tech cooperation?
DG . 2011 FPT-Health Horizon 2020
201 2-Innowation- 1 Calls
Mew methodologies fi B Health Care
Consorfia ?
TR
eunet h‘[a European network for Health Technology Assessment | JA2 2012-2015 | wwaw.eunethta. eu 5

€9 MSD
Source: “From 1.0 to 2.0 in HTA Cooperation across Borders in Europe European network for Health Technology Assessment “, Be well
HTA 2.0 Europe, Rome, October 30, 2014 Finn Bgrlum Kristensen



KaBwg o1 KateuBuvoeig d1a@EPOUV OTTO XWPU O

XWpa n TomiKN diaoTaon Ba gival TAvVTA ATTaPAITHTA

Table 3.2. CUntarna for assessment

Criteria AT 8B CH DE = FRONL NGO SE LIk
Thermmpeutic benafit X = X x b4 b oy x b b
Patient beneafit > x x x x x x x x x
CE x x x x x x x
Budget impact x oy x o x x
Fharmacautical/innovative x x X b X
characteristics
Aovailability of therapeutic X oy b b
altermatves
Equity considerations x b b
Public health impact b

R&D x

Sowrce: Adapted from Jenfner et all (2005) and case studies.
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To diAnuua: Ti cuoTnHa BEAOUNE;

1

January 2074 Figure 3
Traditional health systems Value-based health system
\nteltigence Reimbursement Byvolume of healthcare By patient outcome compared
m activity or product with alternatives
Regulatory approval Demonstrate high quality Formal systemsin US and
requirements and process manufacturing standards, EU now require clinical
clinical safety and clinical effectiveness to be proven
effectiveness, butonly against  against comparative therapies
a placebo for best outcome over cost
Pricing of supplies By volume purchased Relative pricing correlated
with health benefit delivered
per unit ofinput
Data and records Lack of measurement of Transparency ofinput (activity
- o ¥ i : T Y ; health outcomes, leading to and product volumes) and
: = A ' an inability to purchase or outcomes
performance manage against
this metric
Health system planning Lack of planning against Integrated and collaborative
present and future need care, budgeted and planned
Se‘ forin accordance with
. ina va\u&‘ba population health needs,
Z Su cceedI“g n access and universal coverage
w“‘:ﬂ‘::; . A70 of essential services
i en
x:\g\i%%:; eNew pusiness
ynit

Source: The Economist (2014), Succeeding in a value-based environment
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DOCTORS

What my Mom thinks | do What sna:mry thinks | do

=
What the government thinks | do What I think | do Vvhat | really do
.
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