
1 1 1 

 
 

 Elisabetta Stella  
Direzione Generale dei dispositivi medici e del servizio farmaceutico  

 

 

 

 

 
  

 

The Italian System of Medical Devices and  
the Database of the Ministry of Health 

(BD/RDM) 

  
International Strategic Workshop  

 
TOOLS TO IDENTIFY AND CHARACTERIZE IMPLANTABLE DEVICES:  

THE PERSPECTIVE OF THE RIAP-NJR COLLABORATION  
1st March 2018  



2 2 2 

Medical Devices Integrated System : 
MD Identification + Vigilance + NHS Expense 

Manufacturers 

Medical Devices 

EC Certificate 

Incident Reporting 

Pre-market Post-market 

 
Spending monitoring (SSN) 

•MD purchased  
•MD contract   

Market 

Indagini cliniche Clinical investigations 

MD Database   

Market Surveillance 
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Italian Medical Devices Database  

The MD Database contains information about Medical Devices marketed in Italy  

Database 

> 1 Million  MD 
MD Identification =  

System progressive attribuited to DM +  

Code assigned by the manufacturer (catalogue identifier) +  

CND classification 

Spending Monitoring 

Governance  
• MD Information 
• MD Spending Information 

      
   

Medical Devices Integrated System : 
MD Identification + Vigilance + NHS Expense 

Vigilance Database 
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1.090.420 Medical Devices registered in the Italian Database at 27.02.2018 

Classe I Classe I Classe I Classe I 

Classe  IIb 

Classe IIa 

Classe III 
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   MD Market 
governance 

Market Surveillance    MD Database 

   MD Database 
classification of  

similar types of DM 
CND  

  

Governance Tools : National Classification of Medical Devices (CND) 
classification in homogeneous categories of products intended to perform a 
similar diagnostic or therapeutic intervention  
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The National Classification of Medical Devices (CND) is the 
first step towards the database of medical devices. 
 
 
 

Why an Italian classification?  
Other classification systems in use, they do not allow to cluster 
devices into uniform categories of products, i.e. categories of 
devices intended to perform a similar diagnostic or therapeutic 
intervention.  

The first step towards the MD Database 
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The 2003 Fiscal Law (Law 266/2002) established:  

• the creation of the medical devices database 

• that medical devices should be classified in uniform classes and sub-
classes  

CND: the legal basis and the aim 

Now the CND is a tool used in 
  

• vigilance and market surveillance 
• the assessment of procurements at each level of NHS 
• analysis and definition of economic planning policies 
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The first hierarchical level of the CND is defined “category”. 
There are 21 anatomical/functional categories, each identified by a letter of the 
alphabet. 
 
Each category includes devices used for the same specific apparatus, anatomical 
district or organ or as a replacement of them (anatomical categories), or devices 
characterised by a similar use, intended use or clinical method (functional categories). 
In addition, there are 4 special categories. 

CND: the hierarchical structure 
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Groups 
: Types 

1 Category 

Functional 

Anatomical 

Other criteria 

distinguished by a letter of the alphabet 
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Each level is identified by: 
 

• an alphanumeric code (max 13 digits) 
 

A # # # # # # # # # # # # 

Level 1: Categories 

Level 2: Groups Level from 3 to 7: Types 

The classification structure is a 7 levels hierarchical tree 

• a description 
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DEVICES FOR ADMINISTRATION, COLLECTING AND PICKING 

HEMATOLOGY AND HEMOTRANSFUSION DEVICES 

CARDIOCIRCULATORY DEVICES 

DISINFECTANTS, ANTISEPTICS AND PROTEOLYTICS FOR MEDICAL DEVICES (D. Lgs. 46/97) 

DYALISIS DEVICES 

GASTROINTESTINAL DEVICES 

SUTURE DEVICES 

ACTIVE-IMPLANTABLE DEVICES 

ENDOTHERAPY AND ELECTROSURGICAL DEVICES 

REUSABLE SURGICAL INSTRUMENTS 

DEVICES FOR GENERIC AND SPECIALISTIC MEDICATION 

DEVICES FOR NERVOUS AND MEDULLAR SYSTEMS 

IMPLANTABLE PROSTHETIC DEVICES AND OSTEOSYNTHESIS DEVICES 

DENTAL, OPHTALMOLOGIC AND ENT DEVICES 

RESPIRATORY AND ANAESTHESIA DEVICES 

STERILIZATION DEVICES 

PROTECTION DEVICES AND INCONTINENCE AIDS (D. Lgs. 46/97) 

MEDICAL DEVICES, UROGENITAL APPARATUS 

MEDICAL DEVICES - VARIOUS 

IN VITRO DIAGNOSTIC DEVICES (D. Lgs. 332/2000) 

SUPPORTS OR TECHNICAL AIDS FOR DISABLED PERSONS 

MEDICAL EQUIPMENT AND RELATED ACCESSORIES AND MATERIALS 

Functional 

Anatomical 

Other criteria 

Criteria 
A 

B 

C 

D 

F 

G 

H 

J 

K 

L 

M 

N 

P 

Q 

R 

S 

T 

U 

V 

W 

Y 

Z 

Categories 
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CND  
updating 

Input by Stakeholders  
(i. e. economic operators, healthcare professionals, etc.)  

Market analysis (e.g. market  
surveillance and vigilance)  

MD database evidences 
(i.e. “99” types population)    

Evolution of  
legislative framework  

Other classifications  
and nomenclature analysis  

(GMDN and EDMA) 

CND: updating and maintenance 

participative approach: involving all interested parties  
(Regions, Association of manufacturers, … ); 

 
Elisabetta Stella 

Ufficio III - DGDMF 
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P0908030101 CEMENTED ACETABULAR CUPS - PRIMARY SURGERY 

P090803010101 

P090803010102 

CEMENTED METAL ACETABULAR CUPS - PRIMARY SURGERY 

CEMENTED POLYETHYLENE ACETABULAR CUPS - PRIMARY SURGERY 

P IMPLANTABLE PROSTHETIC DEVICES AND OSTEOSYNTHESIS DEVICES 

P09 IMPLANTABLE PROSTHETIC DEVICES AND OSTEOSYNTHESIS DEVICES 

CATEGORY 

GROUP 

TYPES 
HIP PROSTHESIS P0908 

...  

...  

Any medical 
device should 
be classified 
by only one 
specific code 
at the bottom 
level  

Categories, groups and types definition proceeds from the general to the more 
specific   

HIP PROSTHESIS - ACETABULAR COMPONENTS P090803 

P0909 KNEE PROSTHESIS 

P09080301 ACETABULAR CUPS - PRIMARY SURGERY 

P090803010199 CEMENTED ACETABULAR CUPS - PRIMARY SURGERY - OTHERS 
...  

P090903 KNEE PROSTHESIS - BICOMPARTIMENTAL PRIMARY REPLACEMENT 

P09090301 FEMORAL COMPONENTS - BICOMPARTIMENTAL PRIMARY KNEE REPLACEMENT 

P0909030101 CEMENTED FEMORAL COMPONENTS - BICOMPARTIMENTAL PRIMARY KNEE REPLACEMENT 

P0909030102 UNCEMENTED FEMORAL COMPONENTS - BICOMPARTIMENTAL PRIMARY KNEE REPLACEMENT 

...  
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CND DESCRIZIONE CND 

P0908 HIP PROSTHESIS 

P090803 HIP PROSTHESIS - ACETABULAR COMPONENTS 

P09080301 ACETABULAR CUPS - PRIMARY SURGERY 

P0908030101 CEMENTED ACETABULAR CUPS - PRIMARY SURGERY 

P090803010101 CEMENTED METAL ACETABULAR CUPS - PRIMARY SURGERY 

P090803010102 CEMENTED POLYETHYLENE ACETABULAR CUPS - ONEPIECE PRIMARY SURGERY 

P090803010199 CEMENTED ACETABULAR CUPS - PRIMARY SURGERY - OTHERS 

P0908030102 UNCEMENTED ACETABULAR CUPS - PRIMARY SURGERY 

P090803010201 UNCEMENTED METAL ACETABULAR CUPS - PRIMARY SURGERY 

P090803010202 UNCEMENTED POLYETHYLENE ACETABULAR CUPS - ONEPIECE PRIMARY SURGERY 

P090803010203 UNCEMENTED METAL ACETABULAR CUPS - ONEPIECE PRIMARY SURGERY 

P090803010299 UNCEMENTED ACETABULAR CUPS - PRIMARY SURGERY - OTHERS 

P09080302 HIP RESURFACING ACETABULAR CUPS 

P09080303 ACETABULAR CUPS - REVISION SURGERY 

P0908030301 CEMENTED ACETABULAR CUPS - REVISION SURGERY 

P0908030302 UNCEMENTED ACETABULAR CUPS - REVISION SURGERY 

P09080304 HIP PROSTHESIS - ACETABULAR INSERTS 

P0908030401 HIP PROSTHESIS - POLYETHYLENE ACETABULAR INSERTS 

P0908030402 HIP PROSTHESIS - CERAMIC ACETABULAR INSERTS 

P0908030403 HIP PROSTHESIS - METAL ACETABULAR INSERTS 

P0908030499  HIP PROSTHESIS - ACETABULAR INSERTS - OTHERS 

P09080305  DOUBLE-MOBILITY ACETABULAR COMPONENTS  

P0908030501  DOUBLE-MOBILITY ACETABULAR CUPS 

P090803050101  CEMENTED DOUBLE-MOBILITY ACETABULAR CUPS 

P090803050102  UNCEMENTED DOUBLE-MOBILITY ACETABULAR CUPS 

P0908030502  DOUBLE-MOBILITY ACETABULAR COMPONENTS  - INSERTS 

P09080306  PRE-ASSEMBLED ACETABULAR COMPONENTS (ACETABULAR CUP + INSERT) 

P0908030601  PRE-ASSEMBLED ACETABULAR COMPONENTS WITH CERAMIC INSERT 

P0908030602  PRE-ASSEMBLED ACETABULAR COMPONENTS WITH POLYETHYLENE INSERTS 

P0908030699  PRE-ASSEMBLED ACETABULAR COMPONENTS - OTHERS 

Edited 

Deleted 

Added 

Category P - IMPLANTABLE PROSTHETIC DEVICES AND OSTEOSYNTHESIS DEVICES 
CND P090803 HIP PROSTHESIS - ACETABULAR COMPONENTS 
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The 83% of Medical Devices in BD/RDM is classified by 9 category of MD Italian Classification 

PROSTHESIS CATEGORY - (24%) 

Number of Medical Devices per CND 

 
Elisabetta Stella 

Ufficio III - DGDMF 

83% 
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All “preferred terms” of GMDN, used by the manufacturers for 
device identification in the registration process, are entered in the 
database and linked to the CND. 
The “preferred terms” available in 2005 have been linked to CND 
codes. 
New “preferred terms” are continuously entered and linked to 
CND on the basis of the requests of manufactures in the 
registration process. 

The linkage between CND and international nomenclature - GMDN 
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Dynamic Tools  

Market Surveillance 
• acknowledge changes in the market and technology  

National Health Service  
• rational and conscious use of medical devices  

• offer administrative / management / clinical support  

• offer elements for technical and economic evaluation  

CND 
Data Base 

DM 

RIAP  
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Ufficio III - DGDMF 



21 21 21 

http://www.salute.gov.it/interrogazioneDispositivi/RicercaDispositiviServlet?action=ACTION_RICERCA 

 
Elisabetta Stella 

Ufficio III - DGDMF 

http://www.salute.gov.it/interrogazioneDispositivi/RicercaDispositiviServlet?action=ACTION_RICERCA
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Search criteria: 
manufaturer/ EU 
Rappresentative,
Medical Device 

 
Elisabetta Stella 

Ufficio III - DGDMF 
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MD BD – public access  

Medical Device : When at least one of the search criteria has been entered, and the 

user has clicked the “Search” button, the search is activated and a list of DM 

corresponding to the criteria specified comes up on screen. 

Is also possible to download the Open Data set (68312 download at 27.02.2018) 

http://www.salute.gov.it/interrogazioneDispositivi/RicercaDispositiviServlet?action=ACTION_MASCHERA 
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http://www.salute.gov.it/interrogazioneDispositivi/RicercaDispositiviServlet?action=ACTION_MASCHERA
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Quality 
Assistance 

Quality 
Information 

Medical Device  
Patient  
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Elisabetta Stella 
Ufficio III - Direzione generale dei dispositivi medici e del servizio farmaceutico 
Tel. 06 5994 2897  e.stella@sanita.it 

 


