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1 Device service  

1.1 Service definition 

 

Service Name 

/Service ID 

Message 
Type 

Operation 

/Operation 
Type 

Actors Criteria Payload 

DeviceService 

(DEVICE) 
Push 

Upload  

(POST) 

EU MF, Non-EU 
MF, 

{MF CONFIRMER} 

PR 

{PR CONFIRMER} 

Criteria: N/A 

 

Validation:  

 

DeviceBasicUDIType.MFActorCode == 
{MF}.code 

 

SPPBasicUDIType.PRActorCode == 
{PR}.code 

Entity:  

[IVDRDevice:: *] {[IVDRBasicUDI::*] [IVDRUDIDIData::*]} 

[MDRDevice:: *] {[MDRBasicUDI::*] [MDRUDIDIData::*]} 

[SPPDevice:: *]{[SPPBasicUDI::*] [SPPUDIDIData::*]} 

 

Entity Related: 

[Certificate::CertificateIdentifier] -> 
BasicUDIType.certificateLinks.certificateLink 

[ClinicalInvestigation::clinicalInvestigationId] -> 
DeviceBasicUDIType.deviceData.clinicalInvestigationLinks.clin
icalInvestigLink 

 

Versioning: Implicit a new incremented version will be 
created 

Pagination: N/A 
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1.2 Entity structure overview 
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1.3 Expected payload entity example 

 

Device_MDR_DEVICE_entity_sample_1_implantable_suture.xml  

 

Device_MDR_DEVICE_entity_sample_2_implantable_nonsutures_system.xml  

 

Device_MDR_DEVICE_entity_sample_1_implantable_sutures.xml  
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2 BasicUDI service  

2.1 Service definition 

 

 

  

Service Name 

/Service ID 

Messag
e Type 

Operation 

/Operation 
Type 

Actors Criteria Payload 

 

 

 

 

 

BasicUDIService 

(BASIC_UDI) 

Push 
Update 

(PATCH) 

EU MF,  

Non-EU MF 

PR 

{MF CONFIRMER,  

PR CONFIRMER} 

Criteria: N/A 

 

Default Criteria Validation: 

DeviceBasicUDI.MFActorCode == {MF}.code 

SPPBasicUDI.PRActorCode == {PR}.code 

BasicUDI.identifier must be already registered 
in EUDAMED 

Entity:  

[IVDRBasicUDIType:: *] 

[MDRBasicUDIType:: *] 

[SPPBasicUDIType:: *] 

(only the updatable fields BR-UDID-49 will be considered) 

 

Entity Related: N/A 

 

Versioning: new incremented version will be created 

 

Pagination: N/A 
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3 UDI-DI service 

3.1 Service definition 

 

 

  

Service Name 

/Service ID 

Message 
Type 

Operation 

/Operation 
Type 

Actors Criteria Payload 

 

 

 

 

 

UDIDIService 

(UDI_DI) 
Push 

Update  

(PATCH) 

EU MF,  

Non-EU MF 

PR 

{MF CONFIRMER,  

PR CONFIRMER} 

Criteria: N/A 

 

Default Criteria Validation: 

UDIDIDataType.basicUDIIdentifier 
(DeviceBasicUDI).MFActorCode == {MF}.code 

UDIDIDataType.basicUDIIdentifier 
(SPPBasicUDI).PRActorCode == {PR}.code 

 

UDIDDIDataType.identifier  and 
BasicUDIType.identifier must be already 
registered in EUDAMED 

Entity:  

[IVDRUDIDIDataType:: *] 

[MDRUDIDIDataType:: *] 

[SPPUDIDIDataType:: *] 

(only the updatable fields BR-UDID-49 will be 
considered) 

 

Entity Related: N/A 

 

Versioning: new incremented version will be created 

 

Pagination: N/A 
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4 UDI Package service 

4.1 Service definition 

 

4.2 Entity structure overview 

 

Service Name 

/Service ID 

Messag
e Type 

Operation 

/Operation 
Type 

Actors Parameters Payload 

UDIDIPackageSer
vice 

(PACKAGE_UDI) 

Push Upload (POST) 

EU MF,  

Non-EU MF 

{MF CONFIRMER, 
PR CONFIRMER} 

Criteria: N/A 

Validation:  

Package UDIDI reference ->  

MDRUDIDIData.basicUDIIdentifier{Basic

UDIDIData}.MFActorCode == {MF}.code  

Or 

IVDRUDIDIData.basicUDIIdentifier{Basic

UDIDIData}.MFActorCode == {MF}.code  

Or 

SPPUDIDIData.basicUDIIdentifier{BasicU
DIDIData}.PRActorCode == {PR}.code  

 

Entity:  

[PackageUDI::*]  

 

Entity Related: 

[UDIDI::DIIdentifier] -> PackageUDI.child.UDIDIIdentifier 

 

Versioning: implicit a new incremented UDIDIPackage 
version will be created 

Pagination: N/A 
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class PackageUDI

«XSDcomplexType»

UDIDIType::PackageUDIType

«XSDelement»

+ child: DIIdentifierType

+ numberOfItems: positiveInteger

Entity

«XSDcomplexType»

UDIDIType::UDIDIType

«XSDelement»

+ identifier: DIIdentifierType

«XSDcomplexType»

UDIDIType::UDIDIStatusType

«XSDelement»

+ code: DeviceStatusEnum

+ date: date [0..1]

«enumeration»

UDIDIType::Dev iceStatusEnum

«XSDelement»

 ON_THE_MARKET

 NO_LONGER_ON_THE_MARKET

«XSDtopLe...

DI::PackageUDI

+status

1
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5 Market info service 

5.1 Service definition 

5.2 Entity structure overview 

 

 

class MarketInfo

«XSDcomplexType»

MarketInfoType::MarketInfoType

«XSDelement»

+ country: EUCountryEnum

+ endDate: date [0..1]

+ originalPlacedOnTheMarket: boolean

+ startDate: date [0..1]

Entity

«XSDcomplexType»

MarketInfoType::

DTXMarketInfoType

«XSDelement»

+ uDIDIIdentifier: DIIdentifierType

+marketInfo

1

Service Name 

/Service ID 

Message 
Type 

Operation 

/Operation 
Type 

Actors Parameters Payload 

MarketInfoService Push 
Upload 
(POST) 

EU MF,  

Non-EU MF 

{MF CONFIRMER} 

Criteria: N/A 

Default Security Check:  

DTXMarketInfo.UDIDIdentifier.basicUDII

dentifier -> {basicUDI}.MFCode == 
{MF}.code  

or  

DTXMarketInfo.UDIDIdentifier. 

basicUDIIdentifier -> {basicUDI}.ARCode 
== {MF}.code  

Entity:  

 [DTXMarketInfo::*]  

 

Entity Related: NA 

 

Versioning: A new version of the MarketInfo will be created 

Pagination: N/A 
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