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Pressure from payers
 Regional Pressure due to different ways to control the recGH cost 

(each region has different tool to control the cost of  the therapy)

 Regional call for tenders (recGH supply)

 Ministry of Health note (Nota 39) with the indication to the therapy



Constraints from regulatory

 Ministry of Health note (Nota 39) with the indication to the therapy

 Some indications, as SGA, SHOX, needs further approval by a 

specific board

 Companies, inevitably push to prescribes their products. 

 The off-label prescription needs an external board approval



Constraints from regulatory
 Ministry of Health note (Nota 39) and other regulatory restriction 

has been reducing the market in the past 10 years and now a 

steady state is reached



http://www.iss.it/rnoc/index.php













The aims are:

 To estimate the GHD and GH treated italian patients incidence/prevalence

 To check the right appropriated GH prescriptions

 To verify therapy efficacy and safety

National registry

region
Regional committee

Authorized center 
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Regional committee
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SCHEDA DI SEGNALAZIONE

• data used for the prescription form

• Informations in-put, gathering and processing

Computerized form

• ISS working group

• Consultant expert group and regional referents

Production

• Minimal data set derivated from legal prescriptive

• Data omogeneity

• Web platform

• Easy fruibility and guided use

• Clinical tool (clinical note) and adminstrative tool (regional

committee, data elaboration)  

Data Base



SCHEDA DI SEGNALAZIONE: accesso



SCHEDA DI SEGNALAZIONE: scheda Paziente



SCHEDA DI SEGNALAZIONE: scheda Visita



Curva di apprendimento per Primi 
inserimenti in versione completa
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Curva di apprendimento per Primi 
inserimenti in versione semplificata
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Curva di apprendimento per secondi 
inserimenti
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Curva di apprendimento per secondi 
inserimenti
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Positive note for prescriber

• Errors monitorizing

• Calculations of drug, height SD, BMI ecc.

• Data stored

• Prescription ready to stamp



Manual prescription (mistakes)

• Extact date (2%)

• Data transcription (5%)

• Drug dose (2%)

• Vials numbers (30%)

• Lack of GH stimuli 



Community positive results

• Avoid multiple prescriptions

• Data analysis

• Data storage 



Negative 

• Time consuming in the compilation of the 
RNAOC

• Out patient without PC

• Some part of  RNAOC is cumbersome 



Treated subjects

Treated subjects

Istituto Superiore di Sanità (RNAOC)

Region

Center Center 

Operative unit

User

Operative unit

User User User

examinator

Nationa registry: organization

Administrator

examinator

SupervisorSupervisor

18

184

240

Web  computered form at RNAOC 31 october 2011
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SGA Committee - Istituto Superiore di Sanità



CONCLUSIONS

National registry represents: 

National pharmacological surveillance

information and up dating tool usefull for patients clinicians and 

regional staff

Epidemiological instrument for:  

• Scientific purpose

• Health service costs

• Misuse control (doping)
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