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I modelli di HTA disponibili

Evaluating HT A reports by a checklist based on 14 items 16 June 2008

- Andrea Messor,

Coordinator
Laboratory of Pharmacoconomics, ¢/o Azienda Sanitaria Fistoia, Italy

CHECKLIST OF ITEMS TO BE INCLUDED IN A “GOOD” HTA REPORT EVALUATING
AN INNOVATIVE TECHNOLOGY

HTA CORE MODEL - INAHTA

Current use of the technology (implementation level)
Description and technical characteristics of technology
Safety

Effectiveness

Costs, economic evaluation

Ethical aspects

Organisational aspects

Social aspects INAHTA
Legal aspects

Mo 0 ok B A B R

A checklist for health technology
assessment reports

fonte:http:/swww.eunethta.ew'upload WP4/EUnetHT
FirstPublicDraftRevised-2007-07-11 pdf

The checklist
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Analisi di alcune valutazioni di HTA pubblicate
(GIUGNO 2009)

HTA database INAHTA: archivio implementato in
collaborazione con I'Universita di York e contenente piu di
7000 riferimenti di articoli relativi all’'Health Technology
Assessment prodotti a partire dal 1988

parola chiave: “drug eluting stent”
17 citazioni estratte

6 reports selezionati. Sono stati selezionati in specifico i
report prodotti da organizzazioni istituite iIn Paesi
particolarmente attivi dal punto di vista delle valutazioni di
nuove tecnologie e nei quali la disciplina dell’HTA & una
realta consolidata e utilizzata sia a livello nazionale sia a
livello locale: , , , ,
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r HTA Effectiveness of invasive treatment for coronary artery disease: 2005
overdew of systematic reviews

r HTA, Drug-eluting stents for the treatment of in-stent restenosis 2007

r HTA Drug eluting stents in comparison to uncoated stents in the treatrment 2006
of cardiopathy

r HTA, Drug-eluting stents 2005

r HTA Economic evaluation of drug eluting stents 2005

r HTA, An economic analysis of drug eluting coronary stents: a Quebec 2004

Lratork

Finnish Office for Health
Care Technology
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Medical Services
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L, OhF

Brophy J, Erickson L

Source
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for Health Care
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Institute far Clinical
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Boltzmann Institut fuer
Health Technalogy
Aszessment (LBEIHTA)

Canberra: Medical
Services Advisary
Committee (MSAL)

Dttawa: Canadian
Coordinating Office for
Health Technaology
Azgessment (CCOHTA)
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publication
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publication
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publication
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publication
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Full



Analisi di 6 valutazioni di HTA relative ai
“drug eluting stent”
I s

1. FRANCIA - Haute Autorité de Santé (HAS) - CYPHER®,
endoprothese coronaire (stent) a libération de sirolimus

2. SPAGNA - Agencia de Evaluacion de Tecnologias Sanitarias
(AETS) - Endoproétesis coronarias liberadoras de Farmacos

2. United Kingdom - National Coordinating Centre for HTA
(NCCHTA) - Drug-eluting stents: a systematic review and
economic evaluation

4. SVEZIA - Swedish Council on Technology Assessment in Health
Care (SBU) - Drug eluting stents in coronary arteries

5. CANADA - Canadian Coordinating Office for Health Technology
Assessment (CCOHTA) - Economic Evaluation of Drug Eluting
Stents

6. CANADA - Agence d’évaluation des Technologies et des modes
d’intervention en Santé (AETMIS) - An Economic Analysis of Drug
Eluting Coronary Stents. A Québec Perspective



COMMISSION D'EVALUATION DES
PRODUITS ET PRESTATIONS

REFUBLIQUE FREANCAISE

Avis de la Commission

25 septembre 2002

Dizpozitif: CYPHER", endoprothése coronaie (stent) 3 ibération de srolims

Modéles : lz stent CYPHER® scse an phudsms Gilles avec autat de réfirences CRSIDIVYY, on
0 et la longueur nommale da lendoprothess et YTV son diameétre nonymal.
Lomgeewr novemale
E 13 mmy 18 mm 23 28 mm 33 mm

[ 225 oum | CR308225 [ CRS13225 | CRS18225 | CR523225 | CRS28225 | CRS33225
7 25 nm CE508250 | CES13250 | CRS1B250 [ CRS23250 | CRE28250 | CRS533250
g 275mm CES08275 [ CES13275 | CES1E2TS | CRS23275 | CRS28Y75 | CRS3327:
E‘ 30 nm CES08300 | CES13300 [ CES18300 [ CRS23300 | CRS28300 | CRS33300
E 315 nm CER508330 | CES13330 | CRS18350 | CRS23150 | CRE28350 | CR5331350
4.0 nma CES08400 | CES13400 [ CES1B400 | CRS23400 | CRS28400 | CR533400
8 4.5 nmm CES08450 | CES13450 [ CES18450 [ CRS23450 | CERS28450 | CRS533450
3.0 nom CES1BS00 | CRS23500 [ CR528500 | CR533500

Conditionnement : wuiaie sterle.
Le stent est foos sur le ballommet dim catheter dinserfion qui sert a sa mise en place. Le systéme est
eballs days ym et stenle, ho-méme amballe dans wn st en shoemnm nen stale

Fabricant et demandeur : CORDIS Europa NV

Nature de la demande
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FRANCIA

(2002)

17 pagine
francese

elaborato per conto dell’Haute
Autorité de Santé (HAS) francese,
da parte della CEPP, Commission

d’Evaluation des Produits et
Prestations

valutare la richiesta di
inserimento nelle liste di
rimborsabilita nazionali di uno

specifico stent coronarico medicato
in commercio, CYPHER, da parte del
fabbricante Cordis

En conclusion, la Commission d'Evaluanon des Produits ef Prestanons estime gue le service
rendn de CYPHER" est suffisant pour 'inseripiien sur la liste des Produtrs et Pressations prévue

al'arficle L. 165-1 du code de la securice sociale.
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Endoprotesis coronarias liberadoras de
farmacos.

Datos generales

Descripcion de la Tecnologia

Tratamiento endoluming’ de |as estenosis coronanas con protesis coronaria (stent) liberadoras de
un firmaco o combinaciones de ellos (rapamizing, faxel, inhibidores glicoprotzinas 1Ib/lla) con al
fin de minirmizar o prevenir \a reestencsis arterial.

Pacientes y condicion clinica a la que se aplica la Tecnologia
Pacientes con isquemia coronaria que puedan tratarse por angioplasta (ACTP)

Indicacion o condicidn clinica segin CIE-9-MC
1.EMFERMEDAD CARDIACA ISAUEMICA.
2 INFARTO AGUDOD MIOCARDIOD,

Clasificacion de la Tecnologia
Terapeltica

Importancia sanitaria de la condicion clinica a la que se aplica la
Tecnologia

Prevalencia
La prevalencia de angina en poblacion espancla de 45-T4 anos es de 7.5%.

Incidencia
125.000 personas al anc con enfermedad coronaria.

Carga de Enfermedad

Enfermedad cardiovascular es la primera causa de mortafidad en Espafia; 38% de las
defunciones. Enfermedad isquemica ocasiona & 20% de las muertes cardiovasculares. Perdida
de calidad de vida y discapacidad laboral.

SPAGNA

(2004)

» Full text: 5 pagine

» Lingua: spagnola

» elaborato dall’'organizzazione
spagnola di HTA costituita a livello
centrale, AETS, nell'ambito
dell’attivita di informazione precoce
e aggiornata sulle tecnologie
sanitarie di nuova introduzione
denominata Deteccion de
Tecnologias Emergentes. SINTESIS -
nuevas tecnologias

> fornisce dei commenti relativi
all'impatto per la salute, impatto
economico, etico, sociale, legale e
organizzativo spagnolo.




Likemedelsavgivande stentar
i hjartats kransartarer

L1}
W an
Alerts beddmning

Matod cch malgrupp: Koronar pereutan infervention (PCI & il samingsbegrepp fr ingrepp via kateter | hjSnats
Kkransandrer, § ex oallongvicgning, meg sye it vidga en tanrangning (sfence). En Brrangning som wdgats kan
emelertd Stareomma (restencs]. ini2ggands av lunra metaliprobeser, farmage som nat (shant) nar visals minska
fskan o resbenos U namare tatten |amidd med omoman vidgat med enban bafong. Man har inbe funnit skilinader §
ris 9r dho eller nEarEnTarkt vid JAmiorétser melan enoat balloaguiogring och ballongviogning med Uldgg av stent
Undar & 2002 uiftrdes ok 13 000 Ingrepa med FCI I Sverige. varay de Nesta med Hiiagg av stent. Bt kvarstiande
proolem 3 att symbam kan Alerkamima pga NyE 3v vAnad fran kanvEggen in | stentel JIn-stent restencs). Man
peowar nu 33t pd stentyian f2sia Mkemeds! 0m 553 Mingra vavnadsinyaxt (g Ehsng Stent — DES).

ALERT TIDIGE BECFOMMINGAL AV MTA MEDICINIEA FETND ER RSB L

Patientnytta och risker: | su randomiserade swdier, omfattands 3 558 patienter meg Todrangring | bt k3r,
|3mioroes benanding med iakemacsisavgiande si2nt (DES] mad behanding med et stent ulan [kemedsl (Bare
Iaztal Stent — BMS). Uppitning (upp 10 et &r) visade 341 geromenitt £ procent av patienriema som behandiats mea
DES gencengdlt mins: et frmyat ingeepp | ferirdngringen. Molsvamance ancel I gruppen som behandlais med BME
varizradz melan studema TAn 11 5 21 procenl Er del av de resianaser som kegde T Amyade Ngreop upplacites
| 5amband mied anglegrafer sam el prosokolen siulis gAras under Loptalningan. Dt 3r EArDr okiar | viken
uisirackning o suule ha traniet tmyade MOrEDp om Ce553 grundals entart pd a7 patienterna dtertdit symbom.
Frar =r. analye av & hoiandskl regisser, omiattarce 958 konsekutlva patenter, Jamitroes resulizian Trin
rulinmassig tehanaing med DES respakiive SKS, Resutlazen, oar pallercermas symiom var mdlkasion 1or relngrap,
visads ait 3,7 procent 3y dem som fiot DES [SmeSr med 10,2 procent av dem s0m fici BMS genamglck minst st
fomyat Ingrepp | fonm av SO eller CABG (bypassoperation) nom st Ar.

Irga jJamtireiser melan grupperma som ftt OES respekiive BMS dveeende symibom, [vsivalfet eer ldkemedes-
aMvAndring eher ngreppst nar redovisats. Erer uppEiining ta m est &r visates inte rdgon sailingd | didighet les
frekomst av rjatntarkt medan gruoperma som behandiats med DES respekiive BIA3, vare slg | 4e randomiserads
sludierna eller f regisiral. Risken %r sLoakut Fombos var vid s3v3l DES som BME, mindre 8r 1 procent | de
randemiserads priwningama. Anvindning & DES tyoks vars firenad med Skad frevens av =3 kallad malapposiicn
JArfest med BAES, s 3R slentama vid upprikancs undersSining e Ut fast | katvaggen dver helz 5 pE. Med
LEEfaining upe 12 minader har man nte fiarit att detts maofbn nigra kompllkaboner

Ekonomiska aapekter: EX Iakemadeisavgivance stent kostar | genomendt clrka 11 000 kronor mer 2n it stant utan
|3kemedel Merkostnaden 107 svensk s{Utyard am man gemrngﬁqenue skulle Bverpd tll DES. v nuvaands voiym av
FCl. upoekstias 1 grks 220 miljoner kronor per & En def av denna Kostnad Uppvsgs av &5 minskat behov 3v att
ghra fhrmyade Ingrepr [ fSnrdngningen. En kalkyl har visal att denna kostnadsbhesparing & | storeksordningen

E miljonar kranar per r for vare niznnes 50M behaves av Termyade Ingrepp MiNGEr. Magon sudle 3y
kosmadsesfeitivitet vig Svergang 8ll DES har inte ideniHigrats

KunskapsiEgat: D2t onrs siarkl velenskapigt 5020 o alt benanding med DES, [Emfon med BMS, mirskar fsken
I ressenoe Irne § stentet (Svidensstyrka 177, Upafafning upo Bl el & har wisat 3t fame tormyade Ingrepp har
gEnomans Miand patiznter som benanalats mes DES [Emfan med cem som behandiages med BMS (Evidensstyia
1) | vilen mdn desta vars av besydelss for patientens syméiom, ldtemadetsanvindning efier wilbefinnande har Inte
recavisats. Det fnns, vid upproining b1l &3t &, ke stod o7 skEinader | sk far hj@tintarkt aler 404 medan DES cch
EMS. Del frme inte siod T0r s&ilinader | olverkningar och Rompliationer mellan DES ach BMS.

stapiga underag som en siulsats grindas pd. Gragerngen gors | fyra nivier;
Eviterastrka 2 = mimigh ssarkt wetenskanily! underiag, Swdensshyka 3 =
underiag, Evicersetyrka 4 = olirackigh veterskapiigt croerag

"Di=a & en gradering av shrkan | 9 veten:
E: teria om siaThy

SELLAfar egnvs [ samyeran med Liksmedeisverks! Sociwisiyneieen och Landsinpantrbumsger

SVEZIA

(2004)

» Full text: 10 pagine

» Lingua: svedese (summary disponibile
in lingua inglese)

> prodotto dal Consiglio Svedese per
I’'THTA - Swedish Council on Technology
Assessment in Health Care (SBU)
istituito dal Governo e successivamente
divenuto agenzia pubblica indipendente

> la valutazione rientra nell’attivita di
identificazione e prima valutazione di
tecnologie sanitarie innovative della

SBU, denominata “Alert”
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(2007)

Drug-eluting stents: a systematic review
and economic evaluation

RA Hill, A Boland, R Dickson, ¥ Dindar,
A Haycox, C Mcleed, R Mujica Mota,

T Walley and A Bagust » Lingua: inglese

» Full text: 260 pagine

» prodotto dal National Coordinating
Centre for HTA (NCCHTA), centro che
coordina il Programma di Ricerca e
Sviluppo del NHS (National Health
Service) inglese

» Obiettivo: valutare efficacia clinica
(clinical effectiveness) e costo-
efficacia (cost-effectiveness) dei DES
rispetto ai BMS (stent metallici nudi)

— e

MHS R&D HTA Programme

e - l




CCOHTA

Economic
Evaluation of

Technology
- Issue 53

D : Drug Eluting
Stents
February 2005

AETMIS - 2004

An Economic Analysis
of Drug Eluting Coronary
Stents

A Quebec Perspective

AGENCE D'EVALUATION DES TECHNOLOGIES
ET DES MODES D'INTERVENTION EN BANTE

Québec aa

Canada

(2004-2005)

1. CCOHTA 74 pagine
2. AETMIS 53 pagine
inglese/francese

» prodotti dal Canadian Coordinating
Office for Health Technology Assessment
- CCOHTA (ora CADTH) e dall’Agence
d’évaluation des Technologies et des
modes d’intervention en Santé - AETMIS

> analisi di costo-efficacia e di impatto sul
budget (BIA) per gli stent medicati al
sirolimus e paclitaxel secondo |Ia
prospettiva dell’ospedale e delle province
dell’Ontario e del Quebec




I contenuti delle 6 valutazioni di HTA relative ai

“drug eluting stent”

CONTENUTI ESSENZIALI IN UN RAPPORTO DI HTA

Francia

HAS
2002

Canada

AETMIS
2004

Canada

CCOHTA
2005

UK

NCCHTA
2007

Svezia

SBU
2004

Spagna

AETS
2004

1. Informazioni sul DM e inquadramento della
patologia a cui & destinato il Dispositivo medico, * * * * * *
con cenni di epidemiologia
2. Trattamenti alternativi disponibili per trattare la % % % % % %
patologia
3. Analisi degli studi clinici di efficacia e sicurezza % % % % % %
pubblicati
- stima dei costi / benefici
incrementali rispetto ai trattamenti * * * *
4. Analisi alternativi (CEA/CUA)

economiche
- analisi di studi economici pubblicati

- informazioni sui prezzi del nuovo DM
e confronto con le alternative

Budget Impact Analysis

Analisi dei dati locali di utilizzo del DM

Proposte finalizzate a migliorare |'appropriatezza
(linee guida, protocolli di impiego; raccolta
prospettica dei dati di utilizzo / registri dei casi;
registri, etc)

Implicazioni etiche, sociali, medico-legali

9.

Aspetti organizzativi

10. Giudizio finale

11. Fonti bibliografiche consultate




Discussione

v forte disomogeneita, soprattutto in termini di forma

v In tutti i 6 i casi I'oggetto di indagine e stato individuato sulla
base della rilevanza epidemiologica ed in considerazione
dell'impatto sulla spesa sanitaria

v Tutti concordano sull’assenza di dati a lungo termine in grado
di dimostrare efficacia e sicurezza dei DES

v HAS, CCOHTA, AETMIS suggeriscono istituzione di registri ad
hoc. Il report inglese (NCCHTA) raccomanda la conduzione di
ulteriori trials clinici a lungo termine

v 5 dei 6 report analizzati forniscono raccomandazioni generali
(SBU, AETS, NCCHTA, CCOHTA, AETMIS); solo uno (HAS) ha come
obiettivo quello di elaborare un giudizio per l'introduzione del
device valutato tra i prodotti rimborsati dal SS francese

» risulta importante la condivisione e armonizzazione della
metodologia e degli strumenti operativi per lo sviluppo di un
modello di HTA efficace e sostenibile da applicare a tutti gli studi
in materia di HTA, pur nel rispetto delle autonomie regionali e
locali



PubMed:

"Drug-Eluting Stents"[Mesh] AND ("Health Technol Assess"[Journal] OR "Health
Technol Assess (Rockv)"[Journal] OR ("health"[All Fields] AND "technology"[All
Fields] AND "assessment"[All Fields]) OR "health technology assessment"[All Fields])

Results: 5

1. Tthe {easibility of harmonizing health technology assessments across jurisdictions: a case study of d rug eluting
stents.

Trueman P, Hurry M, Bending M, Hutton J.
Int J Technol Assess Health Care. 2009 Oct;25(4):455- 62.PMID: 19845975 [PubMed - indexed for MEDLINE]

1. Cost-effectiveness analyses of drug eluting stent s versus bare metal stents: a systematic review of t he literature.
Neyt M, Van Brabandt H, Devriese S, De Laet C.
Health Policy. 2009 Jul;91(2):107-20. Epub 2009 Jan 9. Review.PMID: 19135756 [PubMed - indexed for MEDLIN E]

3. Drug-eluting stents: a systematic review and eco  nomic evaluation.
Hill RA, Boland A, Dickson R, Dundar Y, Haycox A, McL  eod C, Mujica Mota R, Walley T, Bagust A.
Health Technol Assess. 2007 Nov;11(46):ii, xi-221.  Review.PMID: 17999841 [PubMed - indexed for MEDLINE]

4. Economic evaluation of drug-eluting stents: as  ystematic literature review and model-based cost-ut ility analysis.
Kuukasjarvi P, Rasanen P, Malmivaara A, Aronen P, Sinto  nen H.
Int J Technol Assess Health Care. 2007 Fall;23(4):473 -9. Review.PMID: 17937836 [PubMed - indexed for MEDLI NE]

5. Stent data show shift in physician preferences.
[No authors listed]
Hosp Mater Manage. 2007 Sep;32(9):8-9. No abstract available. PMID: 17896550 [PubMed - indexed for MEDLI NE]
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Copyright © Cambridgs University Press, 2009
gai 10101 7/S02864 62 3060500

The feasibility of harmonizing
health technology assessments
across jurisdictions: A case study
of drug eluting stents

Paul Trueman, Manjusha Hurry, Matthew Bending, John Hutton
University of York



itk fphp yvork, ac.ukfinst fvhec/fg=aboutus j Wi |G

Frowviding Consultancy & Research in Health Economics for the NHS, Pharmacedtical & Health Care Industries Ha e |Sear|:h ,O

O Services O Projects @ About Us O News O Contact Us

) Summer School Course

Y & B K
Health Economics
CONSORTIUM

®,
PRVERTUE 1% e

THE UNIVERSITY oF Jork

About Us

The York Health Econormics Consodium (FHEC) at the University of Yorkwas established in 1986, The Consodium was established in
recognition of the increasing application of economic principles to healthcare, with the intention of providing economic supportto
organisations within the kational Health Service.

Cwertime, the range of senvices offered by the Consaortium has expanded to incorporate health technology assessment, health service
reviews and a wider range of applied health serices research. Whilst YHEC continues to work with a range of healthcare providers and
commissioners ata local and regional level, our client base has expanded to include national hodies such as the Department of Health,
the Mational Audit Office, MICE and other health related organisations.

Curwark in health technology assessment has expanded rapidly due to demand from the pharmaceutical and medical device sectors,
YHEC has long-standing relationships with a number of global pharmaceutical companies, having developed analyses to support pricing,
reimbursement and market access throughout Europe and beyond, We also have extensive experience ofworking with medical device
manufacturers and understand the challenges that occur in the development of rapidly evalving technologies.

YHEC is entirely owned by the University of York and ¢ i mremuent part of the university health and socT artments
which include the Centre for Health Ecnnnmica,@e Centre for Reviews & Dissemination and the Department of Health Sciences.
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Protocollo di studio
.
Obiettivi

Determinare il grado con cui i rapporti di HTA convergono:
* nell'approccio
 nell’evidenze considerata

e nelle raccomandazioni finali



Protocollo di studio
1. Selezione deil report HTA

e HTA report elaborati dopo il 2006, in modo che siano

incluse le evidenze relative all’efficacia a lungo termine
(Ong AT et al. 3 Am Coll. Cardiol. 2005; 45: 2088-2092)

1. The Liverpool Reviews and Implementation group (LRIG)
commissionato dal NICE

2. The Belgian healthcare Knowledge Centre Belgium (KCE)

3. The Ludwig Boltzmann Institute, Austria (LBI)

4. Programme for Assessment of technolgy in health (PATH),
Ontario, Canada

NB: NICE (S PATH hanno correlazione diretta con il
rimborso/raccomandazioni della Tecnologia nei SSN, LBI e KCE non
hanno diretta correlazione con rimborso, ma indirizzo per la miglior
pratica clinica




Protocollo di studio
2. Valutazione dei report

Sviluppato uno specifico framework per valutare in
modo sistematico le informazioni relative a:

Scopo del report HTA

Numero e tipologia degli studi clinici inclusi

Altre fonti di evidenza prese in esame

End point clinici considerati

Numero e tipologia di studi economici considerati
End point economici considerati
Raccomandazioni sull’utilizzo della tecnologia

Stima dell'impatto sul budget della raccomandazione,
quando disponibile

VV YV V V VY V V



Risultati: le evidenze cliniche

Core set di 7 RCT in comune

Harmonizing health technology assessments
Table 1. Clinical Evidence D*Idared |
- Papers on Assessment of
Typeof  RCTs{(DES RCTs (DES published Meta-analysis clinical
Agency  clinical study  vs BMS) Non-RCTs  vs DES)  registries from literature Source cffectiveness
NICE RCTs, 16 5 b 32 Na Published, Meta-analysis
Non-RCTs manufacturer’s
submission and
unpublished sources
# such as conference
. abstracts and
presentations
KCE RCTs 24 None 1 29 Yes Literature Meta- analysis

from

cta-analysis
both RCTs
and registry
data
ET-AMaTysis
from
lterature

BATH RCTs 9 MNone 1 13 Mo Li_teraMrc

LBIHTA RCTs 17 MNone 1 i] _ 1 Literature

RCT, randomized controlled trial; DES, drug eluting stents; BMS, bare metal stents; NICE, National Institute for Clinical Excellence: KCE, The Belgian

Health Care Knowledge Centre; PATH, Programme for Assessment of Technology in Health; LBI, The Ludwig Baltzmann Institute; HTA, health technology
ASSERSMENE.




Risultati: end-points
.

In comune:

e Mortalita ad un anno

Infarto al miocardio ‘
e Target lesion revascularization

Eventi avversi correlati al device

NICE: ulteriori quattro end-point

Conclusioni:

> LBI: Sirolimus eluting stent potrebbe portare ad un aumento della mortalita
non cardiaca

> Altre agenzie: non vi e differenza tra DES e BMS
» KCE: Sirolimus eluting stent minori infarti miocardio vs paclitaxel eluting stent

NB: differenze nelle valutazioni di fonti non pubblicate e dei registri
nazionali

Questi registri includevano un numero di casi che variava da 2.000 a
20.000. I dati provenienti dai registri sono stati utilizzati come fonte
d'informazione supplementare ai trial pubblicati che prendevano in esame
un campione eterogeneo e spesso non trasferibile in un contesto locale.

I registri hanno inoltre fornito dati su outcome a lungo termine e la quota
di reintervento



Risultati: le evidenze economiche

tudi molto eterogenei!

Table 2. Summary of the Econamic Evaluations Considered by the Asse¥ément Groups

CE ratio
Price difference Source of health CE ratio {cost/ (cost/revascu-
Countrigs (DES vs BMS)  Outcome measures gutcomes QALY larization avoided) Conclusion
UK (2} ES00-£520 QALY ARTS/508 Tnal  £30,600-£1,009.000 CE in small
minority of
patients who
are at high risk.
USi3) £1000-£1200  RR/RRA, TVR Stent-PAMI, £18,500 <£26,700 £339 CE for high risk
database, patients
RCTs
Canada (5) £540-£860 QALY TLR,RR ARTS, £26,500-£114950  £3100-£4900  CE for high risk
meta-analysis, patients
APPROACH
Europe (8} £450-£950  Death, TLE, RCTs, ARTS, £3,000-£49,700 E2R7-£18,400  CE for high risk
MACE, RA,TVR  APPROACH Eroups
Australia (1) £650 QALY APPROACH £19,000-£32,000 £1300-£2500  Inconclusive

repeat revascularization: RRA, repeat revasculasization avoided; RA, revascularization avoi

DES, drug cluting stent; BMS, bare metal stent; CE, cost-effectiveness; QALY, quality-adjusl;j life-year, UK, United Kingdom; US, United States, RR,

revasculanization; MACE. major adverse cardiac events; D77 ~odn i e d cmaeniiod et

Dipende dalle caratteristiche dei

pazienti considerati

R, target vesset revascularization; TLR, target lesion
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Table 3 summarizes the key findings from the economic
evaluations. Despite significant differences and very wide
confidence intervals around the cost-effectiveness ratios, the
interpretation of the economic evaluations is broadly similar
across the agencies, with DES being economically justified

Table3. sumr  differences in the definition of high-risk individuals.

Price difference  Source of health CE ratio {cost/revascularization

Agency  (DES vs BMS) outcomes {cost/QALY) avoided) Conclusion

KCE £670-£1010  Registry and £860,000-= €3M — There is no good economic
meta-analysis, Justification of implant DES in
ARTS , patients currently receiving

BMS.

NICE £620-£720  Registry - £182,000-£562,000 — DES is not cost-effective for the
Cardiothoracic whole population. They may be
centre Liverpool, CE for specific subgroups.
RCTs, ARTS

PATH £550 ARTS Trial §63,000-=>8IM  $2,630 - DES dominated DES may be cost-effective in very
(QALY). high-risk populations at lower

CARIMACESS prices
REGISTRY

LEI £309 DAHTA (Gorenoi — €£3.464 Cost per revascularization is
metz-analyses within accepted range of
resulis) =15%10,000,

DES, drug eluting stent, BMS, bare metal stent; CE, cost-cffectivencss: QALY, quality-adjusted life-year; KCE, The Belgian Health Care Knowledge
Centre, NICE, National Institute for Clinical Excellence; PATH, Programme for Assessment of Technology in Health; LBI, The Lodwig Bolzmann
Institute; DAHTA, German Agency for Health Technolopgy Assessment.

only for high-nisk individuals. However, there remain some




Recommendations

Despite differences in the clinical evidence considered, the
patient populations considered and using different sources
of health outcomes data, agencies nonetheless came to fairly

similar conclusions. NICE, PATH, and LEBI all identify high-

risk_patient groups who couid benefit most from DES in

their recommendation. KCE came to a more negative con-
clusion which advocates clearly that DES should not be re-
imbursed. Table 4 summarizes the recommendations made
following the appraisal of the HTA of DES compared with
BMS.




Conclusioni

e Tutte le valutazioni hanno preso in considerazione un
comune core data set di evidenze cliniche ed
economiche

e Queste evidenze hanno un limitato impatto sulla
raccomandazione

o Evidenze generate localmente (es. registri) sono

risultate parte essenziale per la formulazione della
raccomandazione finale

e [’'analisi suggerisce che vi sono elementi:

/

< indipendenti dal contesto locale (es. considerazioni
su efficacia e sicurezza)

\/

< altri dipendenti dal contesto considerato (es. analisi
costo-efficacia, implicazioni sull’'organizzazione e sul
budget)



APPLICAZIONE PRATICA ?

> Nelle nostra realta siamo costretti a
prendere decisioni tempestive

» Lavoro quick and dirty

» Ricerca da fonti secondarie possono
dare anche esiti discordanti



Esempi di valutazioni



Caso 1: HAS francese
- INTEGRA, matrice per la rigenerazione del derma
- Terapia a pressione negativa

H A S @gio 2008 - Integra viene incluso neIIe\
A

liste di rimborsabilita solo per il trattamento

HAUTE AUTORITE DE SANTE di:
COMMISSION D’EVALUATION DES PRODUITS ET PRESTATIONS
AVIS DE LA COMMISSION 1. ustioni gravi (3° grado)
27 mai 2008

2. perdite importanti di sostanza cutanea

nel caso in cui i trattamenti tradizionali

(autoinnesti, alloinnesti) non siano disponibili,
\\%ti 0 accettati dal paziente /

P

WH raison de :

interét therapeuti greffe classique (autogreffe ou allogreffe)
n'est pas di st pas techniquement possible ou présente

Service Attendu (SA) : d’importa d'échec (en termes de prise de greffe ou de

antes, selon la localisation).

santé publique, compte tenu de la gravité de la pathologie et de
ence de besoins non couverts

- brilures graves, du 3™ degré, aprés excision lorsqu’une autogreffe
adequate ou de taille suffisante ne peut étre effectuee.

- pertes de substance cutanée totale, apres excision, lorsqu'une autogreffe
adequate ne peut étre effectuee et quand I'expansion cutanee n'est pas
recommandee ou acceptee par le patient (notamment lors de séquelles de
brllures ou de retraction).

Indications :




Gennaio 2010

BON USAGE DES TECHNOLOGIES MEDICALES

Traitement des plaies
par pression negative (TPN) :
des utilisations spécifiques et limitées

Les systémes de traitement des plales par pression négative (TPN) sont des
adjuvants de la cicatrisation de certaines plaies chirurgicales a haut risgue de
complications ou de certaines plaies chroniques ne cicatrisant pas en premiére
Intention. lls sont utilisés Jusqu'a obtention d'un tissu de granulation ou de conditions
suffisantes pour un geste chirurgical.

Du falt de 'absence d'étude clinique de bon niveau de preuve, I'évaluation de
la Haute Autorité de Santé (HAS) est essentiellement fondée sur I'expertise
d'un groupe de travail multidisciplinalre composé de professionnels de santé.
La HAS a tenu compte de 'intérét potentiel de la technique chez certains patients
solgneusement sélectionnes.

L’ESSENTIEL

1 Le TPN consiste & placer la surface d'une plaie sous une pression inférieure a la
pression atmosphérique ambiante. Pour cela, un pansement spécialament réalisé
est raccordé & une source de dépression et & un systéme de recuell des exsudats.

LaHAS aretenu pour le TPN des utilisations limitées dans des situations cliniques
ciblées.

©  Lerecours au TPN ne doit intervenir qu'aprés avolr envisagé, et selon les cas
essayé, des traitements conventionnels. On tiendra compte des inconvénients
de la technique et des contre-indications, précautions d'emploi et effets indésirables
mentionnés dans les notices d'instructions.

“ Un objectif clair entermes d'évolution de |a plale doit &tre fixé & I'instauration du TF(
et assorti d'un sulvi rigoureux de cette &volution. En I'absence d’amélioration lors
de deux changements de pansement consécufifs ou a I'issue d'une semaine
d'utilisation, le fraitement doit étre arrété.

= De plus, le TPN doit respecter des conditions d’emplol précises.

« |l exige une formation spécifique de tous les soignants.

« L'information du patient sur I'objectif du traitement, ses effets indesirables et _
ses contraintes est nécessaire.

« Le TP doit &tre prescrit aprés avis spécialisé (chirurgien plasticien, dermato-
logue, diabétologue...) et commencé dans un établissement de santé (il peut
ensuite &tre poursuivi en hospitalisation 4 domicile, avec évaluation hebdomadai-
re par le prescripteur initial).

« La durée maximale de prescription recommandée est de 30 jours, renouvelable
une seule fois par le prescripteur initial.

= 1l n'y a pas d'argument clinique pour distinguer entre eux les différents dispositifs
disponibles sur la marché.

“Per l'assenza di studi clinici con buoni livelli
di prova, la valutazione dell’Haute Autorité de
Santé (HAS) é fondato principalmente su
l'esperienza di un gruppo di Ilavoro
multidisciplinare composto da professionisti
della salute”

“In assenza di un miglioramento ad una
settimana dall‘inizio della terapia, il
trattamento deve essere interrotto”

[...]. La prescrizione deve essere fatta da uno
specialista (chirurgo plastico, dermatologo,
diabetologo,..) e va avviata all’interno di una
struttura sanitaria (possibilita di
prosecuzione a domicilio con valutazione

settimanale da parte del prescrittore iniziale).
La durata massima di terapia raccomandata é
di 30 giorni, rinnovabile una sola volta da
parte del prescrittore iniziale”

“"Non ci sono evidenze cliniche per suggerire
una marca commerciale rispetto ad un‘altra”



Caso 2: NICE britannico

- CANALOPLASTICA: tecnica innovativa per il trattamento del

3 glaucoma primario ad angolo aperto
r‘_Sections 2.3 and 2.4 describe efficacy and safety T B :;;mofﬁ ?ﬁ;ﬁ&;lﬁg T;?e[p?mreed

in the published in 25% (18/71) of patients at 1-menth follow-up,

ittee considersd 7% (5058) of patients at 3-month follow-up and
Issue date: May 2008 1is procecure. For 9% (447) of patients at 12-maonth follow-up. The

2 of evidence, authors noted that the decline in wisud aity in

National Institute for socted

. 243
Health and Clinical Excellence . cicestu i
in of Schlermm’s canal pel GUIdance
vof patients, and a Tesu
« in tha cand in intr
=n intraccular

1.1 “Le evidenze disponibili a supporto di
sicurezza ed efficacia della canaloplastica
nel trattamento del glaucoma primario ad

4.7 my

Canaloplasty for primary open-angle

1 Guidance

1.1 Current avidence on the safety and efficacy of H H 1
Gt o i e v e o Ot aoics e angolo aperto risultano inadeguati dal punto
Thergre. this proédure shoul;onl,' b used in saztlgnathes iﬁ:;'::;:mﬁogﬁgna"gﬁm cular gasureA Informatig d a a I B H H B |
i of oo o o ot . These are Mo peetang Rk drequired Hchieern | vista qualitativo e quantitativo. Pertanto la
e ion. linicians are encouraged inta the anterior chamber of the ee. In - N 0
colaborate in the collection and publication ; \ostarny, a block of schera | et o ered key efficacy It explains ti]
Ao e i nzaai  procedura dovrebbe essere impiegata solo
12 Further p.lbl!;lzgnngt:f‘f slaf_?h‘l)' ng[::ﬁmcac)' !;:II'I'IOLII g;;rs au?y.h.\'-\‘e‘}nhd; ﬂuu:;ll_a \.'dnstlgflasnc_l is visud fighd and ’ . N . .
outcomes will be usaful. The In m; inj i k i i
rzview the procedurs upon publication ;1-' D:er;:\lrg:ieereﬂclunrr?;' isca sin'l?l-lars ;fonced.lmrelb; :.Tx-suall:,' Sources of ne" amblto de"a rlcerca O In un ConteStO dl
further evidence. inwolves the insartion of an implant under the The avidend . . . . ..
sl o 0 it s v i @it raccolta prospettica dei dati. | clinici sono
2 The procedurs | i 4 inclding hyphema gl . . . I . bbl . . d .
2.1 Indications and current treatments 2.2 Outline of the procedure s anterior chamber)
B e tiors e 221 Cancloplast s 2 o pencrating surga e Incoraggiati a raccogliere e pu icare | dati
wrich there is pregressive damags to the cptic technigue for daucoma which aims to restore the e F.vssurej -
nerve. It is often associated with an abnormal rise natural drainage of fluid from the eye. vand esposad dosure Otten utl .
in intraooular pressure. Normal intraocular Canalcplasty may he performed under lacal or not reportec).
prassure helps the eye ta keap its shape and is general anaesthetic. A superficid hinged flap of

mantained by the preduction and drainage of selera is madke and a deeper flap exised, expasing

. Schil ¥ al. A rnicrocatheter with ] = - H H =
s humour: chemscansl hemain et o & o e 2 1.2 E’ auspicabile la pubblicazione di
in the angle betaesan the irzand the comea. In advanced arcund its entire drcumfarsnce. As the

primry openare Slucama, the mest cemncn e A e epsiaic ukd & el lteriori dati di sicurezza ed efficacia”.

type of glaucoma, the outflow of aquecus - h v
humour via Schlemm’s canal is not obstructed by the & ",rE canal e .'gth 15 Bomp H 2 _s.m.lre (B
1o the tip of the microcatheter, which is

the peripheral iris. The =arly stages of primary

apen-angle daucoma are usudl m maﬂ(. '“'hhda“'n. pu"ng the suture intz the canal. The IS 002 7782 ar emall puhll:atlonsﬂnll:e.nlg.um and quOtP refarence numbar N1S76 Tor
bﬁlo&sgf pgriphetd ared cemraﬂ ﬁoﬁmrs suture i cut from the micrecatheter and tied in [EAhing JEs gUiie
st time leop endircling the inner wall of the canal. The
X ) suture istightened, o distending the rabecular Inesttuste, which s arrved st atter careful considerstion of the avaliable evidence

21.2 Treatmant for glaucoma aimes to lower the meshvork with the aim of widening the canal. ke 1t Tuly Into scrourst when exerising their clinicel judgemert. This guidance does nat,
intraocular pressure. In primary cpen-angle The superficial flap is sutured. A spedial ultrasound Hibility of healthcare professianals to make sppropriate dedsions In the droumstances of the
glaucoma, trestment is usually with drugs, imaging sest=m is used to help identify the candl patient andior GUSTTEN O Cares
celivered as eye dhops. If these are inadecuate and to visualiss the irstruments in the canal parsitiity of IoCa ComMIsSIcRars BNk providers. ComMSSIGRETs and providers an
then surgicd trabeculectomy, or sometimes |aser befors, during and after the surgary. Implermen the guidance, In thelr oo cante, In At OF their dutks to svold Unizwiul
trabeculoplasty, may be usad. Trabeculectoimy ting equalfty of opparturity. Mothing in this guidsnce should be Interpreted In 2 way
irvclves creating a new drainage passage for ance with those dules.

jcal Excedlence, 2008. Al rights resanved. This material Mrl‘l& Tresly reproduced for
No reprocuction by of Tor commercial anganisations, or Tor commeial purpesss, & allowed
bt the Instote.

Interventional procedure guidance 260 | Exeelience ISBN 1-84629-7 160

Interventional procedures guidance makes recommEeNdations on the safely and efficacy of a procedure. The guklance L s S LS L
does. mot cover whe ther or & NH3 should fund & procedure. Decklons. about funding are taken by local HHS
baxdles (primary care trusts spittal trusts) atter o ng the clinical effecthversss of the procedune and

p
whether [t represemis value for money for the NHS.

Intervertional procedures guidence Is for healthcare professionals and people using the NHS In England, Wales,
Scotland and Northem ineland. This guidance Is endorsed by NHS QB for implement ation by NHSScotand.




GRAZIE PER
L’ATTENZIONE!



