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1 Device service

1.1 Service definition

. Operation
Service Name Message o
. T /Operation Actors Criteria Payload
/Service ID ype
Type
Entity:
[IVDRDevice:: *] {[IVDRBasicUDI::*] [[VDRUDIDIData::*]}
[MDRDevice:: *] {{MDRBasicUDI::*] [MDRUDIDIData::*]}
Criteria: N/A
riteria: N/ [SPPDevice:: *]{[SPPBasicUDI::*] [SPPUDIDIData::*]}
EU MF, Non-EU | yajigation: .
MF, Entity Related:
DeviceService Push Upload {MF CONFIRMER} [Certificate::Certificateldentifier] ->
(DEVICE) (POST) DeviceBasicUDIType.MFActorCode BasicUDIType.certificateLinks.certificateLink
PR {MF}.code . L . L
[Clinicallnvestigation::clinicallnvestigationld] ->
{PR CONFIRMER} DeviceBasicUDIType.deviceData.clinicallnvestigationLinks.clin
icall tigLink
SPPBasicUDIType.PRActorCode lcalivestighin
{PR}.code
Versioning: Implicit a new incremented version will be
created
Pagination: N/A
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1.2 Entity structure overview

class Device /

Device
«XSDcomplex...
DI:: -
IVDRDeviceType IVDREBssicUDIType
«XSDtoplLevel...
DI::IVDRBasicUDI
«XSDtopLevel...
DI::IVDRDevice
IVDRUDDDataType
«XSDtopLevel...

DI::IVDRUDIDIData

Device
«XSDcomplex...
DI:: MDREs=icUDIType
MOfDevicelye «XSDtopLevel...
DI::MDRBasicUDI
1
«XSDtoplLevel...
DI::MDRDevice
MDRUDDIDstsType
«XSDtopLevel...
DI::MDRUDIDIData
Device
«XSDcomplex...
DI::SPPDeviceType SPPEBasicUDIType
«XSDtoplLevel...
DI::SPPBasicUDI
1
«XSDtopLevel...
DI::SPPDevice
SPPUDIDIDatsType
«XSDtopLevel...

DI::SPPUDIDIData
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class BasicUDl /

«XSDcomplexTypes «enumerations «XSDchoices T
«XSDeomepl... UDIDIType::DiidentifierType UDIDIType::
Py o T «XSDoomplexTypes cenumerations
LinkType::CertificateLinkType
+ DiCode: stringXSType
3 2 3 «XSDelements
+ de: TypeEnum Gs1 + model: stringXSType «XSDelements o1, : CONFIRMED
- T & carifeate: CutiNcatsidentineTive reason: ProductCertificateNBDecisionReasonEnum
“identifier | 1 ICCBBA i\ + cedificateType: CertificateTypeEnum
P + expinDate: date [0.1] =
iskC. : «XSDcomplexTypen
fiskClassEmms . “certificateLink | 1.2 :
oo «XSDcomplexTypes  enumerations
ntity| DecisionType:-DecisionType LinkType::CertificateTypeEnum
«XSDelements «XSDoomplexTypes «XSDelements
A BeaiSRAT EBa _";emr + model: stringXSType [0..1] b DIRECTIVE_CONFORMITY
IVD_ANNEX_IIA gt o o JE L + name: stringXSType +oerificateLinks . o SO Deomeleypss XShelamants DIRECTIVE_EC_DESIGN_EXAMINATION_CERIFICATE
IVD_ANNEX_IL_B Hoklype-Certiicatelinkalybe + commani: CommeniSType DIRECTIVE_EC_TYPE_EXAMINATION_CERIFICATE
= i ScEneiemant Sme o DIRECTIVE_FULL_QA_SYSTEM
IVD_GENERAL + relatedBasicUDI: DildentifierType [0..1] 0.1 + ownerActorCode: stringSType DIRECTIVE PRODUCT. QA
g’D‘SELFTEs"NG + riskClass: RiskClassEnum DIRECTIVE_PRODUCTION_QA
& IVDR_PQA
5 IVDR_QMS
1 IVDR_TDA
s IVDR_TE
b «enumerations MDR_PV
" BasicUDIType:: SpecialDeviceTypeEnum MDR_QA
MDR_QMS
- MDR_TDA
string| «XSDcomplexType» «XSDcomplexTypes SOFTWARE [ s TETT MDR_TE
i i i BasicUDIType::DeviceBasicUDIType STANDARD_SOFT_CONTACT_LENSES XSDoomiplexTypes
BasicUDIType:: RIGID_GAS_PERMEABLE ‘CommentType::CommentType
Delement «XSDelements ORTHOPAEDIC
+ i stringLType + ARActorCode: stringSRNType [0..1] «XSDelements
PROCEDURE_PACK + SPActorCode: stringSRNType + MFActorCode: singSRNType +ARComments| «XSDoomplexTypen i date 12‘5(;’:: (0.1
SYSTEM + type: SystemProcedurePackTypeEnum + specialDevice: SpecialDevice TypeEnum [0..1 = XL oMnaY i aning
type: Sys ypel pe P ype 0.1 — CommentType::CommentsType |+ Yok LangusgeShedintTaxiType
: / \ «enumerstions
BasicUDIType:
BasicUDIType:: «XSDcomplexTypes «XSDcomplexTypes MORAGSIG LS
: i i i BasicUDIType::MDRBasicUDIType e
XSDulamants «XSDelements «XSDelements ‘ﬁgs"”’e"“
VDR + i islation: IVDI i islati - i islstion: MD islsti bt
VoD AIMDD
1 1
«XSDgroups «XSDgroups
BasicUDIType:: BasicUDIType:
IVDRApplicablePropertiesGroup MDRApplicablePropertiesGroup
Eon, +deviceData | 0.1 +deviceDsta [ 0.1 e,
+ companionDisgnostics: boolean T XD + active: boolean
+ instrument: boolesn BasicUbMype: Bkl + administeringMedicine: boolean
+ Lt booisan IVDRBasicUDIDeviceDataType MDRBasicUDIDeviceDataType % Implanishie: boalaan
+ nearPstientTesting: boolean + measuringFunction: boolean
+ professionalTesting: boolean [T DSl + procedurePackDevice: boolean
+ reagent: boolesn + migobialSubstances: boolean + humanProductCheck boolean ¥ peaabia; Booias
+ selfTesting: boolesn et aiTAT e + sutures: boolesn
\A + boolesn
«XSDcomplexTypes
BasicUDIType:BasicUDIDeviceDataType
«XSDelements
+ animalTissuesCells: boolean
+ humanTissuesCells: boolean
Link]
+clinicallnvestigationLinks | 0..1
«XSDoomplexTypes
«XSDcomplexTypes ] K L i i inkType
i TS e

inksType =
171 exsDelements

+ dinicalinvestigationReference: stringSType
+ nonEU/ i tries: C

ype[0..1]
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class UDIDI /

«XSDeomplexTypes

Entity|

«XSDcomplexTypes
UDIDIType::UDIDI StatusType

UDIDIType::Device StatusEnum

«enumerations

«XSDoomplexTypes

«XSDelements
+ identifier. DildentifierType

UDIDIType::PackageUDIType.

«XSDelements
+ child: DildentifierType
+ numberOfitems: positivelnteger

+paciages | 0.1

+ code: DeviceStatusEnum
+ date: date [0..1]

«XSDelements
ON_THE_MARKET
NO_LONGER_ON_THE_MARKET

«XSDcomplexTypen

«XSDelements
code: DeviceSubstatusEnum

date: date [0..1]

recsllecPrecisions: PrecisionsType [0..1]
recallScope: RecalledScopeEnum [0..1]

Py

«enumerations

UDIDIType::RecalledScopeEnum

«XSDelements
FIELD_SAFETY_ACTION_INITIATED
RECALLED
FIELD_SAFETY_CORRECTIVE_ACTION_INITIATED

LOT_NUMBER
SOFTWARE_VERSION
uDIDI
SERIAL_NUMBER

«XSDcomplexTypen
UDIDIType::UDIDIDataType. «XSDcomplexTypes
«XSDeomplexTypes <condition UDIDIType:: StorageHandlingConditionType
«XSDelements e
G L pe (0.1 1-| «xsDelements
+ basicUDlldentifier: DildentifierType #1".comment: LanguageSpecifioTextIYDR (U 1] BommplaTines
+ MDNCode: stingSType 0t % :
+ productionldentifier. PIElementEnumType
+ referenceNumber. stiingSType P
+ secondaryldentifier: DildentifierType [0..1] «XSDeomplexTypes “Iaﬂw:;fl’;nuu“egnm
+  sterile: boolean pe E UDIDIType::CriticalWarningTy + master. boolean [0..1]
+ stesilization: boolesn UDIDIType::CriticalWarningsType +waming ° 0
+ tradeNames: LangusgeSpecificNamesType [0..1] = 77| <xsDetements fmxlVahe: sringt Tyre)
+ website: stringSType [0..1] & + comment: LangusgeSpecificTextType [0..1]
«XSDcomplexTypes «XSDoomplexTypes
UDIDIType:: SPPUDIDIDataType UDIDIType::DeviceUDIDIDataType
«XSDelements
+ baseQuantity: positivelnteger
+ “;I‘IE;S"” e «XSDcomplexTypes
- entifieType IDIDIType::ClinicalSizeTy =
«XSDoomplexTypes +  not4EU: boolean e sting
UDIDIType:: + numberOfReuses: integer-1ToMex «XSDelements «enumertions
* ivmrfSRNTwﬂﬂ ﬂw 5 + dinicalSizeType: TypeEnum isit
+ ype +size |+ maximum: double [0..1
«XSDelements + UnitOfUseldentifier. DildentifierType (0..1] S R b i ) «XSDelements
+ " amaType: NonMedicalDeviceEnum [1.-1] UDIDIType::ClinicalSizesType | VALUE
+ RANGE
S s value: double [0..1] i
= + valueUnit ClinicalSizeUnitEnum
«enumerations / -
UDIDIType::NonMedicalDeviceEnum «XSDeomplexTypes «XSDeomplexTypes PP ing
UDIDIType:IVDRUDIDIDataType UDIDIType::MDRUDIDIDataType «enumerations
BRAINELECTROSTIMULATION «XSDeomplexTypes UDIDIType:
CONTACT_LENSES «XSDelements +substances. ype> i
EMR + Types: pesType [0..1] UDIDIType::
FILLING_BY_INJECTION + lstex: boolesn — i 1. «XSDelements
PRODUCT_IN_BODY +_reprocessed: boolean CASCode: string12Type [0..1] 1A_CMR
EQUIPEMNT_FOR_ADDIPOSE_TISSUE ECCode: stiingdType [0..1] 18_CMR
+ type: pel :_DISRUPTING
+deviceDsta | 0.1 +deviceData [ 0.1
«enumerations Subsiapetipe string)
UDIDIType::PIElementEnum «XSDcomplexTypes «XSDcomplexTypex «XSDx T = tions
UDIDIType::MDRDeviceDataType «XSDeomplexTypes ot reieon
+substances| o +substance. ype:: ype:
«XSDelements
BATCH_NUMBER «XSDelements o .
SOFTWARE_VERSION + newDevice: boolean XSDelements «XSDelements
SERIALISATION_NUMBER + INN: stringLType [0..1] MEDICINAL_PRODUCT
EXPIRATION_DATE + type: MedicalHumanSubstance TypeEnum HUMAN_PRODUCT
MANUFACTURING_DATE
«enumerations
ype:
MarketinfoType::MarketinfoTy
«XSDcomplexTypes o— il oot
rilsisn «XSDoomplexTypes
UDIDIType::DeviceDataType P . +info| «XSDelements catheter-gauge
T county circumference
0.1 + endDate: date [0..1 epth
+ originalPlacedOnTheMarket: boolean height
+ startDate: date 0..1] length
needlegauge

oth
outer-diameter
patientsize
poresize
pressure
total-volume
weight

width




1.3 Expected payload entity example

ll®

Device_ MDR_DEVICE_entity_sample_1_implantable_suture.xml

e

Device_ MDR_DEVICE_entity_sample_2_implantable_nonsutures_system.xml

e

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

Payload

BasicUDIService

(BASIC_UDI)

Push

Update
(PATCH)

EU MF,

Non-EU MF

PR

{MF CONFIRMER,
PR CONFIRMER}

Criteria: N/A

Default Criteria Validation:
DeviceBasicUDL.MFActorCode == {MF}.code
SPPBasicUDI.PRActorCode == {PR}.code

BasicUDl.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 Type

Operation

/Operation
Type

Payload

Update
(PATCH)

UDIDIService
(UDI_DI)

Push

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

Service Name Operation
Messag /Operation Actors Parameters Payload
/Service ID e Type Type
Criteria: N/A
Validation: Entity:
Package UDIDI reference -> [PackageUDI::*]
MDRUDIDIData.basicUDIIdentifier{Basic
EU MF, UDIDIData}.MFActorCode == {MF}.code
UDIDIPackageSer o Entity Related:
i Non-EU MF r
vice Push Upload (POST) , - | [UDIDI:DIldentifier] -> PackageUDI.child.UDIDIIdentifier
(PACKAGE_UDI) {MF CONFIRMER, IVDRUDIDIData.basicUDIIdentifier{Basic
PR CONFIRMER} UDIDIData}.MFActorCode == {MF}.code

Or

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

Versioning: implicit a new incremented UDIDIPackage
version will be created

Pagination: N/A

4.2 Entity structure overview
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class PackageUDI /

Entity

«XSDcomplexType»
UDIDIType::UDIDIType

+status

«XSDcomplexType»
UDIDIType::UDIDIStatus Type

«XSDelement»
+ identifier: DlldentifierType

«XSDcomplexType»
UDIDIType::PackageUDIType

«XSDelement»
+ child: DlldentifierType
+ numberOfltems: positivelnteger

«XSDtopLe...
Dl::PackageUDI

1

+
+

«XSDelement»
code: DeviceStatusEnum
date: date [0..1]

«enumeration»
UDIDIType::DeviceStatusEnum

«XSDelement»
ON_THE_MARKET
NO_LONGER_ON_THE_MARKET
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5 Market info service

5.1 Service definition

. Operation
Service Name Message
T /Operation Actors Parameters Payload
/Service ID ype
Type
Criteria: N/A Entity:
Defaul ity Check:
efault Security Chec [DTXMarketInfo::*]
EU MF DTXMarketInfo.UDIDIdentifier.basicUDII
Upload ’ dentifier -> {basicUDI}.MFCode ==
MarketInfoService Push (I?OST) Non-EU MF {MF}.code Entity Related: NA
{MF CONFIRMER} | or

DTXMarketInfo.UDIDIdentifier. Versioning: A new version of the MarketInfo will be created
basicUDIIdentifier -> {basicUDI}.ARCode Pagination: N/A
== {MF}.code

5.2 Entity structure overview

class Marketinfo
Entity «XSDcomplexType»
MarketinfoType::MarketinfoType
«XSDcomplexType»
MarketinfoType:: +marketinfo| xspelement»
DTXMarketinfoType 1|+ country: EUCountryEnum
+ endDate: date [0..1]
«XSDelement» + originalPlacedOnTheMarket: boolean
+ uDIDlldentifier: DlldentifierType + dartDate: date [0..1]
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