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• Member of GRADE Working Group

• I work full time for a public health-care 

provider

• Most projects I am involved in are aimed

at optimizing the use of public resources

(also financial) in drug utilization

• No direct/personal for profit payments
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The Italian National Health 
Service

l Health care provided to all citizens through

universal public system

l Public Health Care fund coverage

l Equity warranted by a national «Essential Levels

of Health Care» list (L.E.A.)

l Local health care fund for each Italian Region

l Drugs: national coverage and pricing negotiated

at a central level (AIFA, National Drug Agency)
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Drug coverage in the Italian National 
Health Service

AIFA 
(Drug National Agency)

1)Technical-Scientific board
(registries, patient
subgroups, notes for 
appropriate use, market 
access issues, etc…)

2)Pricing, coverage

EMA
(registration)
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AIFA 
(Drug National Agency)

Drug covered

Drug not covered

Price negotiation
(financial impact, price in other EU 

Countries,  products w/ similar 
efficacy, benefit-risk ratio, cost-

effectiveness, innovation) 

Regional
Health Care 

System

Drug coverage in the Italian National 
Health Service
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Drug coverage in the Italian National 
Health Service

Regional Health Care System

• Drug & Therapeutic Committees

• Information on drugs

• Guidelines and recommendations

• Support for selection procurements

• Monitoring of drug utilization
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Locally restricted coverage

• Prescription of the drug only by authorised

specialist centers through «therapeutic plan»

• Prescription monitored through indicators

(expected prescription rates)

• Annual audit & feedback with clinicians, hospital 

pharmacists, hospital directors
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DECIDE WP 2 in context
Drug coverage in the Emilia-Romagna Region

Regional Drug and Therapeutics Committee (DTC)

• Explicit drug coverage policy

• Broad involvement of prescribers in coverage
decisions

• Robust methodology (GRADE-DECIDE) 

• Reliability for effective implementation / monitoring
and flexibility
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Selection
procurements, 

tendering
procedures

Drug policy in the Emilia-Romagna 
Region

Local Health Care Units

Regional wise list
- New drugs
- Restricted prescription

(“Therapeutic plan”, Individual
Motivated Request, etc.)

Recommendations
- Guidelines
- Drug-specific

recommendations

Drug & 
Therapeutic
Commission

Specific
Workgroups
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Emilia–Romagna Regional DTC
11 active workgroups

l Oncology

l Reumatology

l Neurology

l B, C hepatitis

l Anticoagulants

l CV prevention

l Endocrine (GH)

l Diabetes

l Eye care

l Kidney

l Dermatology

(psoriasis)

183 stakeholders involved
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We developed 

Frameworks for going from evidence to coverage decision applied to 4 
practical examples

1. Should Palivizumab be covered for immunoprophylaxis of respiratory syncytial virus 
(RSV) bronchiolitis in high-risk infants and young children?

2. inferior vena cava (IVC) filter be covered for venous thromboembolism (VTE) 
primary prevention in patients undergoing general and abdominal surgery?

3. Should dabigatran be covered for patients with atrial fibrillation?

4. Should Doppler Ultrasound Screening (DUS) be covered as screening for DVT in 
asymptomatic patients following major orthopedic surgery before hospital 
discharge?
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• 2013: DTC Workgroup on 
anticoagulants produced 
recommendations on appropriate 
use of new anticoagulants

• EtCD Framework on New 
Anticoagulants was submitted to 
the panelists

• Quality of evidence lowered for 
age groups > 80 (directness)

• 2 specific recommendations 
based on age and TTR %

EtCD framework on new anticoagulants : a practical
experience in the Emilia-Romagna Region DTC
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EtCD framework on new anticoagulants : a practical
experience in the Emilia-Romagna Region DTC
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Lessons learned in DTCs  (1/3)

• Generally well accepted/welcome by panelists, 
although not used to such a structured
framework (clear explanation needed)

• Better in stable panels, consistently working on 
decision-making

• Specific recommendations for subgroups of
patients, rather than «Yes / no»

• Indicators (expected adoption rates) are very
important
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Recommendations on 
new oral drugs for 
diabetes (incretins)

«What role for incretins
when metformin
monotherapy is not
enough?»

Locally restricted coverage: experience in the 
Emilia-Romagna DTC
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Recommendations on incretins
(2° line therapy)
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Locally restricted coverage: monitoring

Expected prescription rates easily monitored
through available data 
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• “Monitoring and evaluation considerations” 
criterion: should include specific indicators

Lessons learned in DTCs  (2/3)
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• On-line questionnaire to get feedback: not 
effective (very low reponse rate)

Lessons learned in DTCs  (3/3)
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The yes/no coverage decision is only one part of
the spectrum of decisions

although

coverage decisions at a local level may be strongly
influenced/limited by central coverage rules

Coverage and decision making: 
one size fits all ?
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Local coverage decisions may best benefit from the 
DECIDE tools if:

• they are part of a structured governance
policy

• an investment/disinvestment policy involving
clinicians is implemented

• recommendations + indicators and a 
structured monitoring plan (shared, pre-
specified expected uptake rate)   
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l Evidence-based decisional framework for coverage
of vaccinations (Lombardia region) (poster)

l Coverage decisions on diagnostic technology, 
surgical devices (Modena Health Care authority, 
Emilia-Romagna region) (poster)

Next steps (1/2)
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• Testing in coverage decision-making panels:
o Local Drug & Therapeutic Committees
o WHO EML (next meeting April 2015)
o Local committees making coverage decisions on 

non-drug technologies

• Proactive strategies to get users’ feedback

• Improve our ability to measure the true impact of
the DECIDE tools on decision making

Next steps (2/2)


