HIA

20
020
o'o

THE WAY FORWARD FOR HTA COOPERATION
TEAMING UP FOR VALUE

CONFERENCE

Best Practices (do’s and don't’s) for
effective HTA

Athens, 22nd January 2018

A Escuela Andaluza de Salud Publica 5:'*?\‘75 WHO Collaborating Centre on Integrated Jaime Espl’n’ PhD PrOfessor
JUNTR DE ANDALUOR CONSEJER[A DE SALUD 5% Health Services based on Primary Care Andalusian SChOOl Of PUb“C Health



Advance HTA- ”

Health Technology
Assessment Toolhox
for Emerging Settings

Best Practices and Recommendations

/ A \" Escuela Anqamzade Salud Publica @3 aaeg&hm i § by g‘;’al':“’z'gag: I-SE
Turopean Jurm ot pavisce. CONSEJERIA DE SALUD ¥/ Organization '_._.A;..'ncr -
Commission




Agenda

« Seftting the scene about HTA In Europe
 Why to use HTA?

» Best practices about HTA based on
European experiences.

e Do’s and Don’t’'s in HTA.
 Q&A - Debate



Institutions and advisory bodies responsible for HTA activities in selected EU
countries, 2009

3
[ SERTA L |

* Reimbursement Committee/Danish Centre for Evaluation and Health

1. Denmark Technology Assessment/ Center for Evaluering og Medicinsk

s i m i Teknologivurdering (DACEHTA/CEMTV)
i * Pharmaceuticals Pricing Board - PPB
vnee Kamaroe’, Lhoas Vacof Jowes Eiga’ ot worry o e 2. Finland
: * Finnish Office of Health technology Assessment (FinQHTA)
IS e iy * Economic Committee for the Health Products (CEFPS)
3. France * Transparency Commission (CT)
oo, * Haute Autorité de Santé (HAS)

* Federal Joint Committee (F]C)

4. Germany e Institute for Quality and Efficiency in Health Care (IQWiG)
o German Agency for Health Technology Assessment (DAHTA)

e *» Committee on Pharmaceuticals (CIP Farmaci)

. Italy

* [talian Medicines Agency (AIFA)

6. Netherlands # National Health Insurance Board/Committee for Pharmaceutical Aid
#  Spanish Agency for Health Technology Assessment

7. Spainl e (Catalan Agency for Health Technology Assessment (CalTA)
»  Agency of Health Technology Assessment of Andalusia (AETSA)
* Dental & Pharmaceutical Benefits Board (TLV)

8. Sweden
*  Swedish Council on Technology Assessment in Health Care (SBU)
*  National Institute of Health and Clinical Excellence (NICE)
e Scottish Medicines Consortium (SMC)

9.UK! »  All Wales Medicines Strategy Group (AWMSG)
¢ National Coordinating Centre for Health Technology Assessment

(NCCHTA)
Source: The authors from various sources; adapted and enhanced from Velasco-Garridg and Buysse 2005
Zetner et al. 2005,

Note: 1 These are not an exhaustive list of the agencies available in the country,

Fuente: http://ec.europa.eu/enterprise/sectors/healthcare/competitiveness/pricing-reimbursement/national-systems/index_en.htm



Table 4.2.1: Criteria for assessment

) e el TR el

Therapeutic benefit

Patient benefit X X X X X X X X X X
Cost-effectiveness X X X X X X X
Budget impact X X X X X X
Pharmace;ul‘lcal/mnovatlve X X X X X
characteristics
Availability of therapeutic

. X X X X
alternatives
Equity considerations X X X
Public health impact X
R&D X

Source: Adapted from Zentner et al. (2005) and case studies.



Table 4.2.3 : Clinical and economic indicators used across 6 agencies to reach
decisions on value of new treatments, 2010

Clinical evidence Economic evaluation Safety
information

economic model units considered adverse effects
NICE All available evidence CUA QALY Yes Some
including:
Phase 11 RCT (head to head
where available);
Phase I, Clinical and patient
expert opinion

HAS Phase III RCT, n/a n/a No Strong
pharmacovigilence
information, observational
studies

TLV Trial data used rarely specified CMA (CEA, CUA, CA) QALY No Weak
in pubic documentation

SMC Phase II RCT CUA (CEA, CMA, QALY, LYG Yes Some
DES)

Source: The authors from the literature.



Why to use HTA?

“Legal” reason

SIXTY-SEVENTH WORLD HEALTH ASSEMBLY WHA67.23

Agenda item 15.7 24 Mayv 2014

Health intervention and technology assessment
in support of universal health coverage



Recognizing the importance of strengthened national capacity. regional and mmternational

networking. and collaboration on health intervention and technology assessment to promote evidence-
based health policy,

1, URGES Member States:'

(1) to consider establishing national systems of health intervention and technology
assessment, encouraging the systematic utilization of independent health intervention and
technology assessment in support of universal health coverage to inform policy decisions,
including priority-setting, selection, procurement supply system management and use of health
interventions and/or technologies. as well as the formulation of sustamnable financing benefit
packages. medicines. benefits management including pharmaceutical formularies, clinical
practice guidelines and protocols for public health programmes;

(2) to strengthen thel link | between health technology assessment and |regulation|and
management. as appropriate.

(3) to comsider, in ad
as appropriate. nationa
health intervention and S5e
policy relevance of related assessments and research:




What can we gain by using HTA?

Transparency?

Natond nstitute for NICE =
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NICE technology sppraisal goidance [TA320]  Published date: August 2014
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What can we gain by using HTA?

EFICIENCY

Total Drug Cost Per Patient ($)

180K
160K -
140K

0K

54

64 74 8 94 104 14
Effectiveness (weeks)

® (1) FOLFOX + bevacizumab (2) irinotecan (3) cetuximab + irinotecan
& (1) FOLFIRI + bevacizumab (2) FOLFOX (3) cetuximab + irinotecan
A (1) FOLFOX + bevacizumab (2} irinotecan (3) cetuximab

(1) FOLFIRI + bevacizumab (2) FOLFOX {3) cetuximab

(1) FOLFOX (2) irinotecan (3) cetuximab
O (1) FOLFOX + bevacizumab (2) irinotecan
<> (1) FOLFIRI (2) FOLFOX
I (1) FOLFOX

¥V (1) Auorouracil/leucovorin




FROM ASSESSMENT TO MONEY

Assessment of Decision Expenditure/
value making Revenue

©,

— @
 HTA report \
» Therapeutic report. ;
« Economic evaluation & ad
(QALYs, ICER, etc) Al v,
with different )/
Perspectives (social, \
payer, ...)

/ ‘ ; '
o\




NOT ONLY HTA for Pricing and Reimbursement, but also GUIDELINES

N I c National Institute for NICE NICE Standards Evidence
Health and Care Excellence Pathways = Guidance  andindicators services

-

C —— NI
Search NICE...

Home 2 NICE Guidance

Savings and productivity Local practice About the collection
Filter Do not do H Published H Impact Level H

Do not routinely use confocal microscopy or computer-assisted diagnostic tools Do notdo July 2015 Unclassified

Do not offer imaging or sentinel lymph node biopsy to people who have stage 1A melanoma or those  Donotdo July 2015 Unclassified

who have stage |IB melanoma with a Breslow thickness of 1 mm or less.
Do not offer adjuvant radiotherapy to people with stage I1lA melanoma. Do not do July 2015 Unclassified

Do not routinely offer screening investigations (including imaging and blood tests) as part of Do notdo July 2015 Unclassified

follow-up to people who have had stage 1A melanoma.

Do not routinely offer screening investigations (including imaging and blood tests) as part of Do notdo July 2015 Unclassified
follow-up to people who have had stages IB-11B melanoma or stage 11C melanoma with a negative
sentinel lymph node biopsy.



National Institute for Chimical Excellence and its value
JUdgTIlEIltS BMJ VOLUME 320 24 JULY 2004 bmj.com

Michael D Rawlins, Anthony | Culyer

Probabilty of ;}g"ﬂqicrn avi
grounds of cost ineffectiveness

Increasing cost/QAL Y {log scale)

Relation between likelihood of a technology being considered as cost
ineffective plotted against the log of the incremental cost
effectiveness ratio




Most credible ICER for technologies appraised by
NICE 2007 — Sept 2013

¢ Recommended/ optimised B Not recommended A Recommended under EoL
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Fuente: Dr. Freiberg. NICE International



Table 1. Economic evaluation in the HTA process.

Is an economic evaluation How  often an  economic | Are there explicit ‘thresholds’ for cost-effectiveness? If | What is the perspective
Countrv* required for the decision- evaluation is explicitly | not, what other approaches are used to decide whether § normally wused of the
v making process? considered in the decision-} an intervention is potentially cost-effective? economic evaluation?
making process?
BU Yes Always No Third-party payer
CR NO. Only BIA NEVER No No answer
cZ Yes ALWAYS NO( 3xGDP per QALY is used as reference) Third-party payer
EE Yes Always NO. (1-3 GDP per capita is used as reference) Third-party payer
GR Not Yet. Rarely Not applicable Not definded yet
HU Yes Always Yes Third-party payer
LT Mo answer No answer MNo answer No answer
The ICER for an additionally obtained year of life or
LV Yes Always progression-free year of life shall not exceed the ICER of Third-party payer
pharmaceuticals already included in the Positive list.
National Health Fund
Always (for reimbursement ublic payer) perspective
PL Yes ys | o 3x GDP per capita for ICUR/QALY or ICER/LYG (P N p yer) p p
submissions) and joint perspective of
payer and patient
RU Yes Freguently No Public Sector
| No rarely Yes Third-party payer
It is mandatory based on Threshold 1 is 24 x average monthly salary € / QALY;
SK Al Third-part
the law 363/2011. ey | B P RCE L SRR T T E S Aa T R - | reperty paver

BU: Bulgaria; CR: Croatia; CZ: Czech Republic; EE: Estonia; GR: Greece; HU: Hungary; LT: Lithuania; LV: Latvia; PL: Poland; RS: Republic of Serbia; RU: Russia; Sl: Slovenia; SK: Slovakia;
BIA: budget impact analysis; QALY: Quality adjusted life year; ICER: incremental cost effectiveness allocation; ICUR: incremental cost utility ratio. * No respond was obtained
from Republic of Serbia

Garcia-Mochén L, Espin Balbino J, et al. HTA and decision-making processes in Central, Eastern and South Eastern Europe: Results from a survey.
Health Policy. 2017. pii: S0168-8510(17)30085-4.



A YES means YES; a NO means “Pershaps”

Velcade Risk-Sharing Scheme

Individual NHS Trusts Janssen-Cilag

*patentintdon vkade
h*
-

Fuente: PPR Sept 07



Civinive |l -

Expertences and Impact of Ewropean
Risk-Sharing Schemes
Focusing on Ouncology Medicines

Jatme Espn, Joun Rovivn snd Leticla Garcla

dndutmvew Lotowt of Pabir Mradh

JANUARY 2011

:'))

MLA OF ALY

A

Payment of a fixed sum for a
patient commencing on a

regimen irrespective of
actual costs incurred

Reimbursement of initial
phase of treatment

C

Reimbursement of
treatments after an agreed

period

Yy

D

Reimbursement for
treatments that do not
ts

result in anticipated benefi

L

Discount applied to the total
monthly cost

F

Other M{

B+E .

Gefitinib
(Iressa®)

Sunitinib
(Sutent®)
Sunitinib
(Sutent®)
Sorafenib
(NexavarR)
Sunitinib
(SutentR)

Cetuximab
(Erbitux®)
Lenalidomide
(Revlimid®)
Ranibizumab
(Lucentis®)
Trabectedin
(Yondelis®)
Lapatinib
(Tyverb®)

Bortezomib
(Velcade®)
Cetuximab
(Erbitux®)
Sorafenib
(Nexavar®)

Erlotinib
(Tarceva®)

Azacitidine
(Vidaza®)

Bevacizumab
(Avastin®)

Degarelix
(Firmagon®)

Everolimus
(Afinitor®)

INDICATION

1 line locally advanced or metastatic non
small lung cancer

1% line advanced/metastatic RCC

Unresectable or metastatic GIST

1%*and 2™ line
advanced RCC

2" line advanced RCC

Metastatic colorectal cancer
Relapsed myeloma

Wet age related macular degeneration

Treatment of advanced soft tissue
sarcoma

Metastatic breast cancer

Relapsed myeloma

Metastatic colorectal cancer -

pretreated
Hepatocellular carcinoma (advanced and
metastatic) -1 line

Non small cell lung cancer

myelodysplastic syndrome, chronic
myelomonocytic leukaemia and acute
myeloid leukaemia

1%line treatment of metastatic colorectal
cancer -negative ACD

1% line treatment of metastatic breast
cancer in combination with taxane
chemotherapy

advanced hormone dependent prostate
cancer

2" line treatment of advanced and/or
metastatic RCC- negative ACD

Link: http://ec.europa.eu/enterprise/sectors/healthcare/files/docs/risksharing_oncology 012011_en.pdf

NICE Technology
Appraisal

NICE Approved drug

NICE Approved drug
NICE Approved drug
NICE Rejected drug

NICE Rejected drug

NICE Approved drug
NICE Approved drug
NICE Approved drug
NICE Approved drug

NICE Rejected drug

NICE Approved drug
NICE Rejected drug

NICE Approved drug

NICE Approved drug

NICE Rejected drug

Not reviewed by NICE

Not reviewed by NICE

NICE Approved drug

Not reviewed by NICE



AN IMPORTANT IMPLICATION

Has NICE been nice to cancer?
EUROFEAN JOURNAL OF CANCER 42 (2006) 2B81-2886
Maxwell Summerhayes®*, Paul Catchpole”

_“Medi-:ul Department, Koche Froducts, Hexagon Flace, 6 Falcon Way, Shire Park, Welwyn Garden City ALY 1TW, UK
“Healtheare Management, Roche Products, Hexagon Place, 6 Faleon Way, Shire Park, Weluyn Garden Ciry AL7 1TW, UK

MICE Review Announced V \i
March 15 2002

Fig. 1 - Monthly sales of trastuzumab from UK launch.



COST EFFECTIVENESS v. THERAPEUTIC BENEFIT

Added Therapeutic Benefit Scores Granted by IQWIiG Since the Implementation of AMNOG

1
Jevtana
2 @ v @
Brilique Zytiga -
g Gilenya
®
3 3 ¢ Price Negotiation
2 _
% Victrelis Incivo
g 4 - < .
R e e e S e A S
Rapiscan Esbriet
S5 Reference Pricing ¢ * 4 *
Yellox Trajenta

Fuente: http://healthcare.blogs.ihs.com/2012/02/02/amnog-german-health-reform-pharma-market-access-2012/




Resultados de las negociaciones de precios en los dos primeros anos de la
normativa AMNOG

Marca Principio Precio de venta Beneficio Descuento Descuento
comercial activo en euros en euros | en porcentaje
Brilique® Ticagrelor 99 Signifiticativo 13 19
Zytiga® Abirateron 4.400 Signifiticativo 1.144 26
Benlysta® Belimumab 742 Signifiticativo 244 38
Yervoy® Ipilimumab 4.250 Signifiticativo 950 22
Jevtana® Cabazitaxel 4.395 Discreto 912 21
Gilenya® Fingolimod 1.850 Discreto 550 30
Vyndaqgel Tafamidis 15.239 Discreto 2.438 15
Edurant® Rilpivirin 358 Discreto 65 18
Yellox® Bromfenac 8 Sin beneficio terapéutico anadido 6 77
Rapiscan® Regadenoson 70 Sin beneficio terapéutico anadido 27 39
Victrelis® Boceprevir 3.200 No cuantificable 680 21
Incivo® Telaprevir 9.921 No cuantificable 1.910 19
Halaven® Erebulin 2.400 Menor que el comparador 384 16

EL GLOBAL Fuente: International Law Office.



COORDINATIONI!!

Institutions and advisory bodies responsible for HTA activities in selected EU
countries, 2009

E2
* Reimbursement Committee/Danish Centre for Ewvaluation and Health
1. Denmark Technology Assessment/ Cepter for Evaluering og Medicinsk
Teknologivurdering (DACEHTA/CEMTV)
* Pharmaceuticals Pricing Board - PPB
2. Finland
+  Finnish Office of Health technology Assessment (FinQHTA)
* Economic Committee for the Health Products (CEPS)
3. France * Transparency Commission (CT)
» Haute Autorité de Sante (HAS)
* Federal Joint Committee (F]C)
4. Germany * Institute for Quality and Efficiency in Health Care (IQWiG)
o (German Agency for Health Technology Assessment (DAHTA)
5 Tiad * Committee on Pharmaceuticals (CIP Farmaci)
. Italy
* [talian Medicines Agency (AIFA)
6. Netherlands * National Health Insurance Board/Committee for Pharmaceutical Aid
e Spanish Agency for Health Technology Assessment
7. Spain?! * (Catalan Agency for Health Technology Assessment (CaHTA)
*  Agency of Health Technology Assessment of Andalusia (AETSA)
* Dental & Pharmaceutical Benefits Board (TLV)
8. Sweden
* Swedish Council on Technology Assessment in Health Care (SBEU)
* National Institute of Health and Clinical Excellence (NICE}
*  Scottish Medicines Consortium (SMC)
9. UK? »  All Wales Medicines Strategy Group (AWMSG)
e National Coordinating Centre for Health Technology Assessment
(NCCHTA)
Source: The authors from various sources; adapted and enhanced from Velasco-Garride and Busse 2005
Zetner et al. 2005,

Note: 1 These are not an exhaustive list of the agencies available in the country.

Fuente: http://ec.europa.eu/enterprise/sectors/healthcare/competitiveness/pricing-reimbursement/national-systems/index_en.htm



CLEAR CRITERIAS

Assessment of Clinical / Therapeutic Benefit

Actual Benefit (AB);

Improvement in Actual Benefit

Severity of disorder Added Value compared to

+ Clinical effectiveness existing treatments (I1AB)

+ Impact on public health

| Major
Major Il Important
Important Il Moderate
Moderate IV Minor
Low V No Improvement
Insufficient

dil




Table 4. Key limitations faced by institutions that perform HTA in CESEE
and the Americas

Countries

Central, Eastern and South Region of the Americas
Eastern Europe
1%t Lack of funding 15t Skills training
_ 1%t Lack of institutional

Main

S support

limitations — .
2™ |nsufficient human resource 2™ | ack of funding
allocation

Source: Mapping report 2015 (2)



Do’s and Don’t’s ()

HTA Is not only pricing and reimbursement; also
for defining health priorities, setting guidelines
(do not do)...

A explicit cost effectiveness threshold is NO
mandatory; clear rules and transparency in the
process, YES.

Training and capacity building is the first step

Misalignment of HTA with decision making
needs



Do’s and Don’t’s (ll)

Clarifying the roles and responsibilities of the
different stakeholders

Financial resources and specific funding
(considering HTA as investment and not as cost).

HTA body independence.

HTA can play a difference roles: Advisory
(NICE); Regulatory (TLV) or Coordination

HTA is not only CE studies but also MCDA...

HTA Is not for introducing new HTA, also for
disinvestment



Thank you very much for your attention.

jaime@easp.es



