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Pharmaceutical expenditure has risen rapidly during Pharmaceutical expenditure has risen rapidly during 

the last decades. This has principally been driven the last decades. This has principally been driven 

by the introduction of new expensive drugs and has by the introduction of new expensive drugs and has 

emphasized the need to develop new models to emphasized the need to develop new models to 

introduce medicines in healthcare to maintain an introduce medicines in healthcare to maintain an 

equitable and sustainable healthcare system. equitable and sustainable healthcare system. 

BackgroundBackground



According to the Pharmaceutical Research and Manufacturers of AmAccording to the Pharmaceutical Research and Manufacturers of America erica 

(PhRMA) at the end of 2011 more than 2,900 medicines were in cli(PhRMA) at the end of 2011 more than 2,900 medicines were in clinical nical 

development. Roughly 70% of them were potentially firstdevelopment. Roughly 70% of them were potentially first--inin--class.class.

http://www.phrma.org/sites/default/files/pdf/phrmapipelinereporthttp://www.phrma.org/sites/default/files/pdf/phrmapipelinereportfinal11713.pdf]final11713.pdf]

Drugs in developmentDrugs in development……



Comparative and timeliness
evaluation of new treatments 

is the most important 
information to provide policy 

makers with  
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Host organizationHost organization: Azienda ULSS 20 in Verona: Azienda ULSS 20 in Verona

Joppi R, DemattJoppi R, Demattèè L, Menti AM et al. (2009) The Italian Horizon L, Menti AM et al. (2009) The Italian Horizon 

Scanning Project. Eur J Clin Pharmacol 65:775Scanning Project. Eur J Clin Pharmacol 65:775––781781



AimsAims

Specific aimsSpecific aims::

 to produce periodical lists of emerging drugs for which a MA will be   
expected within 12-36 months

 to evaluate potential clinical impact and cost effectiveness in terms 
of healthcare and cost for National Health Service

 to give well-timed information to improve regulatory decisions about 
emerging drugs

 to identify further research fields needed to be investigated

TO ORGANIZE and EVALUATE available information on emerging drugsTO ORGANIZE and EVALUATE available information on emerging drugs
BEFORE SUBMISSION of a MAA to Regulatory Agency and before any BEFORE SUBMISSION of a MAA to Regulatory Agency and before any 

decision on COSTS and POSSIBLE CLASS OF REIMBURSEMENTdecision on COSTS and POSSIBLE CLASS OF REIMBURSEMENT



IHSP WorkflowIHSP Workflow

Database IHSP

Emerging drugs
- 36 months report

Selected Drugs
-18 months report

PRELIMINARY SELECTION (SC-IHSP)

MinSal REGIONS

Evaluation 
Team

New Product Information
Report - NPIR

(-12 months M.A.)

PRIORITIZATION

SCSC--IHSPIHSP



Methods and tools of the IHSPMethods and tools of the IHSP



Organization StructureOrganization Structure Scientific Committee (SC)
Database Team (DT)
Evaluation Team (ET)

Data Collection
Check
Archive
Discussion Forum

IHSP Database IHSP Database 

Information sources
Evidence considered
Data presentation
Trial Quality Assessment

Data ManagementData Management

Priority-setting criteria
OutputIHSP Reports IHSP Reports 



Regulatory Agencies
Medical-scientific literature
Scientific databases
Medical websites/Press-releases
Pharmaceutical Bulletins

Information SourcesInformation Sources

Evidence consideredEvidence considered

Clinical Trial (Phase I-III):
 Completed and published
 Completed not published
 Ongoing

Data presentationData presentation
Narrative
Tables of all Phase II-III studies 

Trial Quality assessmentTrial Quality assessment

Item evaluatedItem evaluated (Jadad modified + 3(Jadad modified + 3--level Likert scale):level Likert scale):
 DesignDesign
 AllocationAllocation
 BlindingBlinding
 Lost to followLost to follow--upup
 Protocol violation(s)Protocol violation(s)
 Sample sizeSample size
 PrePre--specified secondary/subspecified secondary/sub--group analysisgroup analysis



The Italian Horizon Scanning Project, October 2014

The IHSP Database

L Antineoplastic and immunomodulating agents 918 470 30 (6) 157 (33) 255 (54) 28 (6)

N Nervous system 244 115 16 (14) 31 (27) 65 (57) 3 (3)

A Alimentary tract and metabolism 149 81 11 (14) 26 (32) 41 (51) 3 (4)

J Antiinfectives for systemic use 143 78 8 (10) 26 (33) 41 (53) 3 (4)

C Cardiovascular system 100 60 0 16 (27) 43 (72) 1 (2)

B Blood and blood forming organs 78 53 3 (6) 16 (30) 32 (60) 2 (4)

M Musculo-skeletal system 74 31 4 (13) 7 (23) 18 (58) 2 (6)

R Respiratory system 58 35 6 (17) 10 (29) 19 (54) 0

G Genito-urinary system and sex hormones 34 16 2 (13) 5 (31) 9 (56) 0

S Sensory organs 28 14 1 (7) 4 (29) 9 (64) 0

D Dermatologicals 27 16 1 (6) 5 (31) 10 (63) 0

V Various 16 7 0 1 (14) 5 (71) 1 (14)

H Systemic hormonal preparations, excluded sex 
hormones and insulins 13 8 0 3 (38) 4 (50) 1 (13)

P Antiparasitic products, inseticides and repellents 3 1 0 0 1 (100) 0

Total drugs in development 1885 985 82 (8) 307 (31) 552 (56) 44 (4)

464 260

267 144

2616 1389

EU phase III
n (%)

EU phase 
I/II+II/III
n (%)

EU
n

Registered/launched drugs

EU phase I
n (%)

EU phase II
n (%)

Discontinued/Suspended drugs

Total number of items registered in the database

ATC code
(I level)

US+EU
nATC decsription



Priority-setting criteria used by SC-IHSP

AREA to INVESTIGATE PARAMETERS

E pidemiolog y R are Not rare

S everity S evere Not s evere

Duration Ac ute C hronic

T reatment Available Abs ent

E ffic ac y vs . c urrent treatments  (mortality, morbidity, quality of life, etc .) Hig her E qual or L ower

S afety vs . c urrent treatments Hig her E qual or L ower

C omplianc e vs . c urrent treatments Hig her E qual or L ower

S oc ial impac t (Media, patients  as s oc iations , lobbies  ...) Y E S NO

S ervic e reorg anization and/or s taff training  required Y E S NO

E c onomic  impac t on the NHS Hig h L ow

P os s ible launc h date < 18 months > 18 months

Drug  in development for other indic ations  of interes t Y E S NO

O ther drug s  in development for the s ame indic ation Y E S NO

Others

EVALUATION

B urden of dis eas e

P atient impac t

NHS  P res s ures



OutputsOutputs

 licensee
 stage of development
 possible submission date of the MAA
 main proposed indication(s)
 ongoing studies

Drug/brand name/ active substanceDrug/brand name/ active substance
CompanyCompany
ATC GroupATC Group

 general information
--36 36 

MONTHS MONTHS 
REPORTREPORT

Produced Produced 
annuallyannually

 general information

 possible submission date of the MAA
 proposed indication(s)
 summary of the available data on clinical efficacy and safety
 overview of all ongoing trials and completed studies not published
 possible price and economic impact (if available)
 alternative(s) already on the market
 possible competitors in development

Drug/brand name /active substanceDrug/brand name /active substance
CompanyCompany
ATC GroupATC Group
Route of administrationRoute of administration

--18 MONTHS 18 MONTHS 
REPORTREPORT

Produced every Produced every 
6 months6 months

 general information

Active substanceActive substance
Brand nameBrand name
CompanyCompany
ATC GroupATC Group
DosageDosage
Route of administrationRoute of administration
Development stateDevelopment state
…………

 clinical need and burden of disease
 summary of efficacy/safety data from available clinical trials
 clinical critical assessment
 social / economic impact
 ongoing trial(s) for the same or other indication(s)

NPIRNPIR

((--12 months to 12 months to 
M.A.)M.A.)

““Drug NameDrug Name””
““Drug IndicationDrug Indication””
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Obiettivo generale del progettoObiettivo generale del progetto
Sviluppare e validare un modello per la previsione di consumi e spesa di farmaci, integrando il 
modello basato su un mercato dinamico potenziale degli Automi cellulari (AC) con la Budget 
Impact Analysis (BIA).
Attraverso tale modello si intende stimare l’impatto sul SSN/SSR dei farmaci emergenti
identificati, prioritizzati e valutati criticamente in termini di efficacia e sicurezza da IHSP.

Obiettivi specificiObiettivi specifici

► Prevedere il processo di diffusione di farmaci emergenti

► Integrare le previsioni di consumo con quelle di spesa

attraverso modelli finalizzati a definire le potenzialità cliniche (valutazioni IHSP) e l’impatto economico dei 
farmaci emergenti su SSN/SSR;

Farmaco 
emergente

Studio dinamiche sequenziali dei 
competitori già sul mercato (classe 
omogenea di farmaci)

Determinazione delle dinamiche di 
diffusione all’interno della classe 
omogenea

► Monitorare i farmaci emergenti per 1-3 anni dopo la loro commercializzazione al fine di 
valutare la validità del modello messo a punto.
Una volta introdotto un nuovo prodotto, sarà possibile valutare il suo comportamento, analizzando i dati di utilizzo, 
monitorare e prevedere gli orientamenti futuri del mercato.



MetodiMetodi

 Modello Automi Cellulari Modello Automi Cellulari  Stima della penetrazione nel mercato 

dei farmaci emergenti, valutando le 

modalità di diffusione dell’informazione 

sui nuovi medicinali tra gli attori del 

sistema

 Italian Horizon Scanning Project Italian Horizon Scanning Project  Identificazione e valutazione critica dei Identificazione e valutazione critica dei 

farmaci farmaci emergenti emergenti 

 Budget Impact Analysis         Budget Impact Analysis          Stima dellStima dell’’impatto economico dei impatto economico dei 

farmaci emergenti prima della loro farmaci emergenti prima della loro 

commercializzazionecommercializzazione



Italian Horizon Scanning Project

FARMACO EMERGENTE
Valutazione critica
 Place in therapy

Comparatori sul mercato
(Traccianti)

Dati di consumo dei traccianti
- database ARNO (CINECA) -

Comportamento dei traccianti
nel tempo

Budget Impact 
Analysis

(Ex-Ante)

Cellular 
Automata
(Ex-Ante)

+
D

iff
us

io
ne

Tempo
FORECASTING

RISULTATI ATTESI

Modello di impatto relativo a 
farmaci emergenti

Antidiabetici

[Classi di farmaci omogenee, in cui 
il comportamento dei traccianti è
definito e opportunamente 
governato, facilitando la 
costruzione dei primi modelli]



New Product Information Report

DAPAGLIFLOZIN
Type-2 Diabetes Mellitus

PG: 17/12/2010

Update: May 2011

M.A. EMA: 12/11/2012

Efficacy

Safety

Innovation

Place in therapy

Possible price
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DIFFUSIONE sul mercato basata sull’INFORMAZIONE

Modello Automi CellulariModello Automi Cellulari

Scambio INFORMAZIONE
tra ATTORI del sistama

INNOVAZIONE

Buona 
informazione

Cattiva 
informazione



NUOVO FARMACO

Budget Impact AnalysisBudget Impact Analysis

Accesso al MERCATO

Costi evitati

- ottimizzazione pratica assistenziale
- dismissione tecnologie obsolete
- riduzione eventi (morti, ospedalizzazioni, 

altro)
…

Costi introdotti
Il nuovo farmaco 
generalmente è più
costoso dei vecchi

STIMA IMPATTO ECONOMICO



GRAZIE PER LGRAZIE PER L’’ATTENZIONEATTENZIONE


