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DTX for Competent Authorities - Services Definition
M2M Data Exchange available services for accessing MDR EUDAMED data

1. Introduction

1.1 Supported services operation
The services exposed by EUDAMED DTX are built around well known http standard commands:

® GET - The GET method requests transfer of a current selected representation for the target resource. GET is the primary mechanism of
information retrieval and the focus of almost all performance optimisations. Hence, when people speak of retrieving some identifiable information
via HTTP, they are generally referring to making a GET request.

® POST - The POST method requests that the target resource process the representation enclosed in the request according to the resource's own
specific semantics.

® PUT - The PUT method requests that the state of the target resource be created or replaced with the state defined by the representation
enclosed in the request message payload. A successful PUT of a given representation would suggest that a subsequent GET on that same target
resource will result in an equivalent representation being sent in a 200 (OK) response. However, there is no guarantee that such a state change
will be observable, since the target resource might be acted upon by other user agents in parallel, or might be subject to dynamic processing by
the origin server, before any subsequent GET is received. Thus, a PUT request always contains a full resource. This is hecessary because, a
necessary quality of PUT requests is idempotence — the quality of producing the same result even if the same request is made multiple times.

® PATCH — The PATCH method requests that a set of changes described in the request entity be applied to the resource identified by the Request.
With PATCH, however, the enclosed entity contains a set of instructions describing how a resource currently residing on the origin server should
be modified to produce a new version. The PATCH method affects the resource identified by the Request-URI, and it also may have side effects
on other resources; i.e., new resources may be created, or existing ones modified, by the application of a PATCH. To ensure an idempotent
behaviour, clients using this kind of patch application SHOULD use a conditional request such that the request will fail if the resource has been
updated since the client last accessed the resource.

1.2 Data exchange generic service overview

The service definition must contain the information about types of messages (from the data exchange messaging patterns) compatible, available
operations at service level (each operation will represent a specific functionality), means to query / filter (criteria) the request, security rules that may apply
depending on the actor that perform it and finally the information available as response, eventually number of provided entities, pagination and versioning
capabilities.

In EUDAMED DTX, most of the entities exchanged (through the exposed services) are related (i.e. have dependencies between them). To model this, a
concept of link has been introduced. In this way, a service is able to isolate the information related to the main entity and only to reference the other related
entities (if those entities are covered by additional services).

Table 1 briefly describes a template to define the service and available operations.

Table 1. Service definition and main operations.

Data Entity Exchanged Service Operation Description Communication Patterns
Type Supported

Main: [Entity]
Related: [Entities directly related to Download (GET) This operation is invoked to request information using a Pull
the main one] criteria mechanism.

[Entity] Upload (Create)

Service (POST)

This operation is invoked to upload / update / patch Push
Update (PUT / information to EUDAMED.

PATCH)

The parameters and the return values for each operation are described in Table 2.

Table 2. Parameters and return values of the service operations.

Opera Payload Return Value
tion
Downl | [Criteria] template (empty / query criteria) A PullResponse type message containing a list of [Entity] + [Entities directly related
oad (linked) to the main one] (optional)
Upload @ A list of [Entity] + [Entities directly related (linked) to Acknowledgement

the main one] (optional)



2. Actor service

2.1 Service definition

Info

Service
Name

® ActorSe
rvice

Service ID
* ACTOR

Message
Type

* Pull
Operation

® Downlo
ad

Operation
Type

* GET

Functional
Requirement

* FS-
ACT-
004.01

Actors
°* M2M

CA
Profile

Parameters
Criteria Entity:

[ActorDownloadServiceCriteriaType::*]

Criteria details:

actorCode Actor:actorCode (Only full SRN
is taken in consideration, no wildcards)

type Actor:Type (of type*)(MF, AR, IM, PR)

country Actor::Organisation.Coordinates.
Address.Country

versionDate Actor:: versionDate

version Actor::version (not implemented for
V2.0)

Default Applied Criteria:

{Actor.State="REGISTERED"}

General Criteriarules:
At least one search criteria provided
"AND" condition between provided criteria

only one value for a given criteria (exact
match)

Payload

Entity:
[ARActorType::*]
[EUMFActorType::*]
[NOEUMFActorType::*]
[IMActorType::*]

[PRActorType::*]

Entity Related:

[MandateType::*] Actor.ActorRelationship::MandateType::*][MandateType.
startDate<currentDate < MandateType.endDate or MandateType.endDate == null]

[Document::*] Actor.relationships. (ActorRelationship::MandateType).document
[Person::*] Actor.PPRCPersons(Person); Actor.legalRepresentativePerson(Person)
[Organisation::*] Actor.organisation(of type Organisation)

Versioning:

default latest version (except Actor.Version criteria selected)

Pagination:

max 300 items per response



2.2 Entity structure overview

state [0-1] : StateEnum

version [0-1]
versionDate [0-1]

contactsDetails [0-1]

PersonType

firsthame
IastName
responsabilities

actorCoae [1-1]
ceasedDate [0-1]

[CrganisationType
contactPerson [1-1)

geographicAddress [0-1]

GeographicAddressType

addressComplement [0-1]
ity [0-1]

country [1-1] : CountryEnum
GPSCoordinates [0-1]
POBox [0-1]

postCode [1-1]

street [0-1]

streetum [0-1]

ElectronicContactsType
contactDetall [1-<]

[ElectronicContaciType

eMail [1-1]
phane [0-1]
public [1-1]
website [0-1]

LanguageSpecificTextType

PRRCPersons [0-1]

PRRCPersons [0-1]
mandates [0-1]

PRRCPersons [0-1]

IMActorType
relationships [0-1]

-1 names [1-1] name [1 language [1-1] : LanguageEnum
A[1-1] [0-1] textValue [1-1]
shortNames [0-1]
ActorLinkType
actorCode [1-1]
EOACtorType 1
EORI [0-1]
IastConfirmation [0-1]
VATCode [0-1]
[ T
[ARActorType EUMFActorType [NONEUMFActorType IMActorType PRActorType

mandates [0-1]

PeopleType

person [1-=] : PersonType

PersonType

firstName
lastName

geographicAddress [0-1]
contactsDetails [0-1]

astorCode [1-1]
startDate [0-1]
endDate [0-1]

mandate [1-%]

IMnonEUMFLinkedRelationshipType

L

LinkedRelationshipsType

linkedRelationship [1-=]

[eneboe 1

actorCode [1-1]

MandateEarlyTerminationDecisionType

terminationDate

document [1-1]

startDate [0-1]

endDate (0-1]

identifier [1-1]
IsVigilanceDelegatedToAR (1-1]

MandateARConfirmationDecisionType

earlyTerminationDegision [0-1]
aRConfirmationDecision [1-1]

DocumentType

content [0-1]

languages [0-1]

mimeType [1-1] : MimeTypeEnum
name [0-1]

size [0-1]

URIf1-1]

of LanguageEnum

MandateldentifierType
code [1-1]

DecisionType I
comments [0-1]

date [1-1]
ownerActorCode [1-1]

comment [1

CommentType |

date [0-1]
ownerActorCode [1-1]

text [1-1]

LanguageSpecificTextType

language [1-1] : LanguageEnum
textValue [1-1]




3. Actor registration service

3.1 Service definition

Info
Service Name
® ActorRegistrationService
Service ID
* ACTOR_REGISTRATION
Message Type
* Pull
Operation
* Download
Operation Type
® GET
Functional requirement
® FS-ACT-008.01
Actors

® M2M CA Profile

Parameters
Criteria Entity:

[ActorRegistrationServiceCriteriaType::*]

Criteria details:

Application ID ActorRegistration::applicationID (exact match, no wildcards)

EO City GeographicAddress.city

EO Country GeographicAddress.country

EO Name OrganisationType.names

EO Postal Code GeographicAddress.postalcode

EO Role Actor.Type (of type*)(MF, AR, IM, PR)

Initial Submission Date ActorRegistrationRequestType:submissionDate
SubmissionDate ActorRegistrationRequestType:submissionDate

((;I{ éf;e actor registration requests that have been created / update since the provided

Request from date ActorRegistrationRequestType:submissionDate

Request to date ActorRegistrationRequestType:submissionDate

Default Applied Security Criteria:

[ActorRegistrationRequest::actor.responsableCA.actorCode] == PullRequest::
NodeType.nodeActorCode

Default Applied Criteria:

[ActorRegistration state in SUBMITTED, VERIFIED] (Submitted - EU actors only)

General Criteria rules:
At least one search criteria provided
"AND" condition between provided criteria

only one value for a given criteria (exact match)

Payload
Entity:

[ActorRegistrationRequest
Type::*]

Entity Related:
[Actor::*]
[DocumentType::*]
[DecisionType::*]
Versioning:
N/A

Pagination:

max 300 items per
response



Service Name
® ActorRegistrationService
Service ID
* ACTOR_REGISTRATION
Message Type
® Push
Operation
® Upload
Operation Type
* POST
Available only through
EUDAMED Ul bulk upload
form
Functional requirement
® FS-ACT-008.02

Actors

® CA Validator

Entity:

[ActorRegistrationAssesment::*]

Default Validation:

[ActorRegistrationAssesment::applicationID] == [ActorRegistrationRequest::
applicationID]

[ActorRegistrationAssesment::actor.type] == [ActorRegistrationRequest::actor.type]

[ActorRegistrationAssesment. validationChkActorOrgName == one of
[ActorRegistrationRequest.actor.organisation.name]

[ActorRegistrationAssesment. validationChkActorAddress.city] ==
[ActorRegistrationRequest.actor.organisation.geographicAddress.city]

[ActorRegistrationAssesment. validationChkActorAddress.postalcode] ==
[ActorRegistrationRequest.actor.organisation.geographicAddress.postalcode]

[ActorRegistrationAssesment. validationChkActorAddress.country] ==
[ActorRegistrationRequest.actor.organisation.geographicAddress.country]

{CA Validator}.actorCode == [ActorRegistrationRequest::actor.responsableCA.
actorCode]

Entity:

[ActorRegistrationAssesm
entResponseType::*]

Versioning:
N/A

Pagination:

N/A



3.2 Entity structure overview

JActorReqgistration Type

applicationiD [1-1]

| GeographicAddressType

addressComplement [0-1]

mﬁ?”{o 1] : CountryE:

country [0-1] : CountryEnum

—=> GPSCoardinales [0-1]
POBox [0-1]

postCode [1-1]

longitude

ActorReqistrationAssessmentType

language [1-1] : LanguageEnum
validationChkActorAddress [1-1] textvalue [1-1]
validationChkActorOrgName [1-1]
decision [1-1]

actorType [1-1] : ActorDownloadServiceActorTypeEnum

date [0-1]

awnerActorCode [1-1]

text [1-1]
comments
date
‘ownerActorCode

JActorRegistrationApprovalDecisionType

reason [1-1] : ApprouvalDecisionEnum

ActorReqgistrationCorrectionDecisionType

reason [1-1] : ComrectionReasonEnum

|ActorReqistrationRefusalDecisionType

reason [1-1] : RefusalReasonEnum

Ao ReasralonFeaus ActorRegistrationPreviousAssesmentType D&
actor [1-1] decision [1-1] state [0-1] : StateEnum
H version [0-1
additionalinformation [0-1] version ,g;é’ [0-1]
agreement [1-1]
initialSubmissionDate [1-1]
| oroan loDonsen EOAcorTue
submissionDate [1-1]
previousAssessments [0-1] EORI [0-1]
ﬂﬂ’ﬁ‘%‘]ﬂmﬂﬂm o-11 lastConiirmation J0-1]
H VATCode [0-1] ActorType
LAASUbcontractor [0-1] )
actorCode [1-1]
ceasedDate [0-1]
contactPerson [1-1] : PersonType
organisation [1-1] : OrganisationType
responsableCA [1-1]
LAAType LAASubconiractorType
firstNarme [1-1] company [1-1]
lastName [1-1] phene [1-1] -
email [1-1] email [1-1] ActorLinkType
actorCode [71-1]
ActorRegistrationAssessmentResponseType content [0-1]
) languages [0-1]
:z;f;f"'s HE"}'éW mimeType [1-1] : MimeTypeEnum
actorName [1-1] ;ﬂ’”?ﬂj’f
ize
country [1-1] : CountryEnum v
role [1-1] : AclorDownloadServiceActorTypeEnum R List of LanguageEnum
actorCode [0-1]
decision [1-1] : DecisionType




4. Device service

4.1 Service definition

Info

Service
Name

® DeviceS
ervice

Service ID
* DEVICE

Message
Type

* Pull
Operation

® Downlo
ad

Operation
Type

* GET

Functional
requirement

* FS-
UDID-
008.03

Actors

* NB
(M2M
NB
Profile)

Profile)
* MF,
Non
EU MF
(M2M
MF
Profile)
* PR
(M2M
PR
Profile)

Profile)

Parameters
Query Entity:

[DIDownloadServiceCriteriaType::*]

Criteria details:

MFActorCode/PRActorCode Device.BasicUDI::MFCode/PRCode (When the Actor calling the
service is a MF or PR - the filter is required to be provided and to have the SRN of the Actor
initiating the request. A MF/PR can only download their own Devices)

(Only full SRN is taken in consideration, no wildcards)

ARActorCode Device.BasicUDI::ARCode (When the Actor calling the service is an AR - the
filter is required to be provided and to have the SRN of the Actor initiating the request. An AR
can only download the Devices to which they are associated)

(Only full SRN is taken in consideration, no wildcards)

BasicUDIDICode Device.BasicUDI::identifier.DICode

Basic UDI-DI Version Date Device.BasicUDI::entity.versionDate (returns all Basic UDI-DIs
which have been updated after the mentioned date - together with the UDI-DIs linked to them
(latest version)).

UDIDICode UDIDIData::identifier.DICode

UDI-DI Version Date Device.UDIDIData::entity.versionDate (returns all UDI-DIs which have
been updated after the mentioned date - together with the last version of Basic UDI-DI version

linked to them.)

RiskClassDevice.BasicUDI::riskClass (Only in combination with MFActorCode or ARActorCode

)

Country Device.UDIDIData.Marketinfos::Marketinfo.Country (returns all UDI-DIs which are
placed on the market in the selected Country)

Applicable Legislation Device Applicable Legislation;

State Device {BasicUDIDIType UDIDIType}.state (Only CAs and NBs can download
Submitted Devices - can apply the state filter to SUBMITTED);

Applied Default Criteria:

Device {BasicUDIDIType UDIDIType}.state ="REGISTRED / SUBMITTED”

General Criteria rules:
At least one search criteria provided
"AND" condition between provided criteria

only one value for a given criteria (exact match)

Payload
Entity:

[IVDRDevice:: *]
[MDRDevice:: *]
[IVDEUDevice:: *]
[MDEUDevice:: *]
[PRDevice:: *]

Entity Related:

[Certificate::Certificateldentifier] ->
BasicUDI.certificateLinks.certificate

[Clinicallnvestigation::
clinicallnvestigationld] -> BasicUDI.

clinicallnvestigationLinks.
clinicallnvestigationid

Versioning:
default latest version will be returned

for the Basic UDI-DI, UDI-DI and
associated entities

Pagination:

max 300 items per response



4.2 Entity structure overview

MDEUDeviceType |

MDEUData [1-1]: MDEUDataType
MDEUDI [1-1]: MDEUDIType

.

IVDEUDeviceType

IVDEUData [1-1]: IVDEUDataType
IVDEUDI [1-1]: IVDEUDIType

.

DeviceTvpe

MDRDeviceType ]

MDRBasicUDI [1-1]: MDRBasicUDIType
MDRUDIDIData [1-1]: MDRUDIDIDataType

IVDRDeviceType

PRDevicelype ]

IVDRBasicUDI [1-1]: IVDRBasicUDIType
IVDRUDIDIData [1-1]: IVDRUDIDIDataType

PRBasicUDI [1-1]: PRBasicUDIType
PRUDIDIData [1-1): PRUDIDIDataType




4.2.1 Basic UDI-DIf EUDAMED DI entity structure overview

state [0-1) : StateEnum
wversion [0-1]
versionDate [0-1]

DlidentilierTyps
DiCode [1-1]
issuingEntityCode [1-1] : IssuingEntity TypeEnum

BasicUDITvpe

relatedBasicUDI [0-1]

riskClass [1-1] : RiskClassEnum
) model [1-1]
odelName [1-1]
identifier [1-1]
certificateLinks [0-1]

CertificateLinksType

certificateLink [1-x]

ModelNameGroup

mode! [0-1]

name

CeriificateldentifierLinkType

certificateNumber [1-1]
certificateRevisionNumbel
NBActorCode [0-1]

CertificateLinkType

certificate [1-1]
certificateType [1-1] : Cerlificate TypeEnum

ri-1]
-1

expiryDate [0-1,

issueDate [

startValidityDate [1-1]

c us [1-1] : Cerli um

decisionDate [0-1]
startingApplicabilityDate [0-1]

DeviceBasicUDITvpe

animalTissuesCells [1-1]
ARActorCode [0-1]
humanTissuesCell
MFActorCode [1
ARComments [0-1]
clinicallnvestigationLinks [0-1]
deviceCertificateLinks [0-1]

L]

CommentsType
comment [1-s]

ClinicallnvestigationLinksType
clinicallnvestigationLink [1-=]

dafe [0-1]

B ——]

ownerActorCode [1-1]
text [1-1] : LanquageSpecificTextType

version [0-1]

ClinicallnvestigationLinkType

clinicallnvestigationReference [1-1]
nonEUApplicableCountries [0-1] : NONEUCountrvEnum Tvpe

DeviceCerlificateLinksTvpe DeviceCeriificateLinkType I
deviceCertificateLink [1-+] [ certific o-1]
expiryDal
NBActorCo 7
certificateRevisionNumber [0-1]
certificateType [1-1] : GenericCertificate TypeEnum
MDRBasicUDITvpe 1

humanProductCheck [1-1]

PRBasicUDIType |

medicinalProductCheck [1-1]

specialDevice [0-1] : MDRSpecialDeviceTvpeEnum
type [1-1] : DeviceSystemProcedurePackTypeEnum

IVDRBasicUDIType

specialDevice [0-1] : IVDRSpecialDeviceTypeEnum

IVDApplicablePropertiesGroup [1-1
companionDiagnostics [1-1]

licablePropertiesGroup [1-1
active [1-1]

NcTexiType

Purpose [1-1] . Langt
PRActorCode [1-1]
type [1-1] : SystemProcedurePackTypeEnum

-7
implantable [1-1]
measurningFunction [1-1]
reusable [1-1]

instrument [1-1]

kit [1-1]
microbialSubstances [1-1]
nearPatientTesting [1-1]
professionalTesting [1-1]
reagent [1-1]

selfTesting [1-1]

MDEUDIType

IVDEUDIType

.egisiation [1-1]: MDDADplicablel

4.2.2 UDI-DI/ EUDAMED ID entity structure overview



B ] [(oDime

state [1-1] - StateEnum & identifier [1-1] - DlldentifierType
version [0-1] status [1

versionDate [0-1]

UDIDIDataType

additionalDescription [0-1]
basicUDIIdentifier [1-1] : DildentifierType
MDNCodes [4-1]
productionidentifier [0-1
referenceNumber [1-1]
secondaryldentifier [0-1] : DlldentifierType

PElementEnumType

List of PIElementEnum

|StorageHandliingConditionsType

sterilization [1-1] condition [1-%]

tradeNames [0-1]

website [0-1]
storageHandlingConditions [0-1]
packages [0-1]

criticalWarnings [0-1]

substatuses [0-1 [FackzgeUDETpe Entity
A A

package [1-<]

StorageHandlingConditionType

comments [0-1] : LanquageOptionalTextsType
storageHandingConditionValue [1-1] - enum

PackageUDIType : UDIDIType

child [1-1] - DlldentifierType

[CriticalWarningsType

numberfitems [{-1]

CriticalWarningType

comments [0-1] : LanquageQOptionalTexisTvpe

SubstatusesType

[-1]

UoDSweiaietoe ]

code [1-1

eviceSubstatusEnum
[0-1] - DocumentsTvpe

| substatus [1-=]

ProductDesignerActorType : Entity

endDate [0-1)]

lledPrecisions[0-1] TexisTuoe
recallScope [0-1] - RecalledScopeEnum
startDate [1-1]

PartyType ]

- string SRN Tyipe [0-1]
- ProductDesignerOrganisationType [1-1]

DeviceUDIDIDataType

numberOfReuses [1-1]
relatedUDILink [0-1]
marketinfos [0-1]
deviceMarking [0-1]
baseQuantity [0-1]
product

[MarketinfosType - Entity

marketinfo [1-1]

DeviceRelatedLinkType

IVDEUDataType

dildentifier [1-1] : DildentifierTyoe
type [1-1] - DeviceRelatedTypeEnum

-1] - GeographicAddressType
contactsDetails [0-1] : ElectronicContactsTvpe

ProductDesigneroraanizationType

organizationName [1-1] : LanguageOptionalTextType

MarketinfoType ]

country [-1] : EUCountryWithSpecialEnum
endDate [0-1]

originalPlacedOnTheMarket
startDate [0-1]

version [0-1] |

DeviceMarkingType

IVDRUDIDIDataType

newDeviee [1-1]

JAnnexXVIiNonMedicalDeviceTypesType

nmdType [4-+] : NonMedicalDeviceEnum

MDRUDIDIDataType

annexXVINonMedicalDeviceTypes [0-1]

one of.
- directMarkingDI - DlidentifierType
- unitOfUseldentifier : DildentifierType

Iatex [1-1]
reprocessed [1-1]
substances [0-1]
clinicalSizes [0-1]

SubstancesType

substance [1-=]

]
£l
=

DIDataTvpe

MDEUDataTvpe

ClinicalSizesType

clinicalSize [1-+]

ClinicalSizeType

maximum [1-1]

minimum [1-1] clinicalSizeType [1-1] - ClinicalSizeTypeEnum
valueUnit [1-1] : ClinicalSizeUnitEnum ription [0-1: L TexisType
measureUnitDescription [0-1]: L

ValueClinicalSizeType

value [1-1]

valueUnit [1-1] - ClinicalSizeUnitEnum
measureUnitDescription [0-1): LangSpeciTexis

| TexiClinicalSizeType

SubstanceType

names [0-1

LanquageOptionalTexisType

WMedicalHumanProductSubstanceType
N
type [1-1] : MedicalHumanSubstance TypeEnum

CMRSubstanceType

ECCode [0-1]
type [1-1] : CMRSubstanceTypeEnum




5. SSCP service

5.1 SSCP Service definition

Info
Service Name
® SSCPDow
nloadServi
ce
Service ID
® SSCP
Message Type
* Pull
Operations

® Download

Operation
Type

® GET

Actors

* M2M CA
Profile

* M2M NB
Profile

* M2M MF
Profile

* M2M AR
Profile

Parameters Payload
Criteria Entity: Entity:
[SSCPDownloadServiceCriteriaType::*] [SSCPType::*]
Criteria details: Entity Related:
IssueDate (Start) [SSCPDocumentType::*]
SSCPType.issueDate Versioning:

IssueDate (End) SSCPType.issueDate Latest SSCP version will be returned if no

SSCPRevisionNumber is provided.

SSCPReferenceNumber
SSCPType.SSCPReferenceNumber Pagination:
SSCPRevisionNumber SSCPType.SSCPRevisionNumber max 300 items per page, multiple pull request / response

correlated messages / size of message
Basic UDI-DI SSCPType.basicUDI

Certificate ID SSCPType.certificatelD
MFActorCode SSCPType.MFActorCode

NBActorCode SSCPType.NBActorCode

Default Applied Security Criteria:

MFActorCode is not available for the MF.

General Criteriarules:

At least one search criteria provided (except SSCPRevisionNumber, in
this case SSCPReferenceNumber must be provided)

"AND" condition between provided criteria

only one value for a given criteria (exact match)

5.1.1 SSCP service structure overview

DocumentType I
content [0-1]
languages [0-1]
mimeType [1-1] : enum
name [0-1]
size [0-1]
SSCPType | BEi%
basicUDI [1-=]: DildentifierType uploadDate [0-1]
NBActorCode [1-1]
SSCPReferenceNumber [1-1]
issueDate [1-1]
documents [1-1]
SSCPRevisionNumber [1-1] SSCPDacumeniType
validated [0-1]
sscpUpload [1-1): SSCPUploadEnum SSCPDocumEnisType masterDocument [1-1]
certificatelD [0-=] dateReceivedFromMF [0-1]
MFActorCode [0-1] document[1-«] discarded [0-1]




6. CERTIFICATE service

6.1 Issued Certificate Service

Info
Service Name

® [ssuedCertific
ateService

Message Type

* Pull
Operations

® Download
Operation Type

* GET
Actors

* M2M CA

Profile
* M2M NB

(OWNER)
Profile

Parameters
Criteria Entity:

[IssuedCertificateDownloadServiceCriteriaType::*]

Criteria details:

IssueDate (Start)

CertificateldentifierType.issueDate

IssueDate (End) CertificateldentifierType.issueDate
SubmissionDate (Start)
ConformityAssesmentType.creationDate

SubmissionDate (End) ConformityAssesmentType.creationDate
ExpiryDate (Start) IssuedCertificateType.expiryDate
ExpiryDate (End) IssuedCertificateType.expiryDate

CertificateType ProductProcedureType.applicableRegulation and
QualityProcedureType.applicableRegulation

CertificateNumber CertificateldentifierType.certificateNumber
NBActorCode ConformityAssessmentType.NBActorCode

ActorCode Actor.actorCode (Only full SRN is taken in
consideration, no wildcards)

Status CertificateStatusType.status

Default Applied Security Criteria:

Only CAs are allowed to search for NBActorCode
Mandatory Criteria:
[CertificateldentifierType.issueDate]

[ProductProcedureType.applicableRegulation or
QualityProcedureType.applicableRegulation ]

General Criteria rules:
At least two search criteria provided
"AND" condition between provided criteria

only one value for a given criteria (exact match)

6.1.1 Issued certificate structure overview

Payload

Entity:

[IssuedCertificateType::*]

Entity Related:

(ConformityAssesment) [ProductProcedureType::*]
(ConformityAssesment) [QualityProcedureType::*]
[SSCPType::*]

[CECPType::*]

[MechanismForScrutinyType::*]
[InstructionForUseType::*]

Versioning:

N/A as no versioning

Pagination:

max 300 items per page, multiple pull request / response
correlated messages / size of message



T S—

CerificateStatusChangeDecisionType
comments [0-1] : CommentsType

date [1-1] 4_|_ statusChangeDecisionDocument [0-1] e ]
ownerActorCode [1-1] statusChangeReason [0-1]: enum 1 languages [0-1] : Languages
startApplicabilityDate [0-1] mimeType [1-1] : MimeTypeEnum
otherChangeReason [0-1): LnaSoTxtType name [0-1)
size [0-1]
URI [1-1]
CerlificateldentiierType uploadDate [0-1]
certificateNumber [1-1 CerlificateStatusTvpe

1
certificateRevisionNumber [0-1 status [1-1] : CertificateStatusEnum
NBActorCode [1-1] decision [0-1]

LanquageSpecificTexiTvpe

language [1-
textValue [1-1]

: LanguageEnum

IssuedCertificateType : Entity

Cr o ] B Conations Tvpe
identifier [1-1] condition [1-=]
Choice [1-1]:

- productProcedure [1-1]
- qualtyProcedure [1-1]
previousldentifiers [0-=]
status [1-1]

conditions [0-1]

Choice [0-1]

/DR [1-1]
- inyMDR [1-1]
SSCP [0-<]

NA
MechanismForScrutinyVDRType
SOFollowed [0-1]
laboratoryTestAppiicable [0-1]
expertPanelViewApplicable [0-1]
divergentViewToExpertPanel [0-1]: doc
justificationNotFollowingSO [0-
SODocument [0-1]: dog
IaboratoryTest [0-1]: doc
MechanismForScrutinyMDRType expertPanelViews [0-1]: dog
PEAssessmentReport [0-1]: doc
CECP [0-] instructionsForUse [1-=]
basicUDI [1-=]: DildentifierType
NBActorCode [1-1]
InstructionForUseType
SSCPReferenceumber [1-1]
basicUDI [1-1] : DlidentifierType issueDate [1-1]
instructionForUse [1-<]: DocumentType documents [1-1]
SSCPRevisioniumber [1-1]
validated [0-1]
ssepUpload [1-1): SSCPUploadEnum
certificatelD (0-]
MFActorCode [0-1]
CECPScopeType
reference [1-1] Choice [1-1]:
ARActorCode [0-<] - madel [1-1] [SSCPDocumentsType
MFActorCode [1-1] - nameModel [1-1]: ModelName Group
NBActorCade [1-1] riskClass [0-1]: RiskClassEnum document[1-=]
Choice [1-1] basicUDI [0-1] : DlldentifierType
- NBDecisionNotFollowed [1-1] instructionForUse [0-=]: Document Type
- NBDecisienFollowed [1-1]
status [1-1]: CECPFollowedStatusEnum
applicationiD [1-1]
deviceType [1-1): CECPDeviceType DocumentType
certificateType [1-1]: Certificate TypeEnum
scopes [1-1] content [0-1]
SOFallowed [0-1] languages [0-1]
SODocument [0-1] dog CECPScopesTyoe mimeType [1-1] : enum
justificationNatFollowingSO [0-1] doc name [0-1
finalCEAssessmentReport [0-1]: dog scope [1-=]: CECPScopeType ﬂf; ﬁ-#
uploaaDate [0-1]
DECISIDHTQéé
[NotFollowedCECETvpe commens [0-1] : CommentsType [SSCPDocumentType
reason [1-1): CECPNolF ELEyt]
ode [1-1] masterDocument [1-1]
dateReceivedFromMF [0-1]
Followed CECPType discarded (0-1]
NEDecisionType
priorConsultation [1-1]
>| CEAssessmentReport [1-1]: doc

|QualityProcedureType

ConformityAssesmentType : Entity
[1-1]:

ProduciProcedureType
[ ARActorCodes [0-1]
MFActorCode [0-1]

conformityAssesmentReport [0-1) i g [1-1:
PRActorCode [6-1] creationDate [1-1] MFActorCode [1-1]
scopes [1-1] documents [1-1]

specialDevice [0-1]

scopes [1-1]
NBActorCode [1-1]

[RctorCodesT
code [1-=]
SpeciabeviceType |
deviceManufTissueAnima [0-1] [Cocumentipe ]
deviceManufTissueHuman [0-1]
devicsinSterile Condition (0-1] mﬂ;ﬁfé,” N
devicelnVitro [0-1] mimeType [1-1] : MimeTypeEnum
deviceWithoutheaPurpose [0-1] hame (0.1
size [0-1]
URI[1-1]
uploaaDate [0-1]
[QualivProcedureScopesTvpe ProduciProcedursScopesType

-
‘document [1-=] scope [1-<]
[QualityProcedureScopeType ProductPracedureScopeType.
riskClass [0-4]: RiskClassEnum riskClass [0-1]: RiskClassEnum
systemProcedurePackSterilisation [0-1] DiCede [1-1] : DlldentifierType
Choice: horizontalDeviceTypeCodes [1-1]
- DICode [1-1] : DldentifierType intendedPurposes [1-1)
- deviceGroupldentifier [1-1] productDeviceTypeCode [1-1] : DeviceCodesEnum
- deviceName [1-1]
- deviceReference [1-1]
- CMDdescription {1-1]

class|Characteristics [0-1]
iliser [1-1]
sppGroupApplicable [1-1]
comments [0-1]: GommentsType
[0-=]:
steriliser [0-=]: OrganisationType
property [1-=]: enum sppGroup [0-=] : SPPGroupType

DeviceHorizontalCodes

List of: DeviceHorizontalCodesEnum

IntendedPurposesType

|QualityCertificateProper

purpose [1-=]: LanguageSpecificTextType




6.2 Refused Certificate Service

Info
Service Name

® ApplicationCer
tificateService

Message Type

® Pull
Operations

® Download
Operation Type

* GET
Actors

* M2M CA

Profile
* M2M NB

(OWNER)
Profile

Parameters
Criteria Entity:

[RefusedCertificateDownloadServiceCriteriaType::*]

Criteria details:

RefusalDate (Start)
ApplicationType.certificateRefusalDate
RefusalDate (End)
ApplicationType.certificateRefusalDate
SubmissionDate (Start)
ApplicationType.applicationSubmissionDate

SubmissionDate (End) ApplicationType.
applicationSubmissionDate

CertificateType ProductProcedureType.applicableRegulation and

QualityProcedureType.applicableRegulation

Payload

Entity:

[ApplicationType::*]

Entity Related:

(ConformityAssesment) [ProductProcedureType::*]
(ConformityAssesment) [QualityProcedureType::*]
[CECPType::*]

Versioning:

N/A as no versioning

Pagination:

max 300 items per page, multiple pull request / response

correlated messages / size of message

ApplicationNumber ApplicationType.applicationReference
NBActorCode ConformityAssessmentType.NBActorCode

ActorCode Actor.actorCode (Only full SRN is taken in
consideration, no wildcards)

Default Applied Security Criteria:

Only CAs are allowed to search for NBActorCode
Mandatory Criteria:
[ApplicationType.certificateRefusalDate]

[ProductProcedureType.applicableRegulation or
QualityProcedureType.applicableRegulation ]

Default Applied Criterion:

[ApplicationType.applicationDecision = REFUSED_CERTIFICATE]

General Criteriarules:
At least two search criteria provided
"AND" condition between provided criteria

only one value for a given criteria (exact match)



6.2.1 Application structure overview

DecisionType

comments [0-1] : CommentsType Decision [1-1]:
date [1-1] applicationReference [1-1]
ownerActorCode [1-1] CECP [0-1]

Choige [1-1];

- productProcedure [1-1]
- qualityProcedure [1-1]

refusalReferenceNumber [0-1]
rificate (0 C
cation [0--:

otherDecisionReason [0-+=]: Lang
i D:

CECPType

reference [1-1]

ARActorGode (0-]

MFActorCode [1-1]

NBActorCede {1-1]

Chaice [1-1]

- NBDecisionNotFollowed [1-1]

- NBDecisionFollowed [1-1]

status [1-1): CECPFollowedStatusEnum
applicationiD [1-1]

deviceType [1-1]: CECPDeviceType
certificateType [1-1]: Certificate TypeEnum
scopes [1-1

SOFollowed [0-1]

SODecument [0-1] doc
justificationNotFollowingSO [0-1] doc
finalCEAssessmentReport [0-1]: doc

[0-1]: date
applicationSubmissionDate [0-1]: date
submissionByMF [0-1]: date

CECPScopeType

Choice [1-1]

- modei [1-1]

- nameModel [1-1); ModelNameGroup
riskClass [0-1]: RiskClassEnum
instructionForUse [0-=]: DocumentType
basicUDI [0-1] : DildentifierType

CECPScopesType

scope [1-=]. CECPScopeType

NotFollowed CECPType

reason [1-1]: CECP!

DecisionType

comments [0-1] : CommentsType.
date [1-1]

de [1-1]

wedCECPType

NBDedisionType

priorConsultation {1-1]
P> CEAssessmentReport [1-1]: doc

QualityProcedureType

[-1:2
MFActorGode [0-1]
PRActorGode [0-1]

scopes [1-1]

specialDevice [0-1]

conformityAssesmentReport [0-1]
creationDate [1-1]
documents [0-1]

Conformity/AssesmentType : Enilly

ARActorCodes [0-1]

NBActorCode [1-1]

|SpecialDeviceType

deviceManufTissueAnimal [0-1]
deviceManufTissueHuman [0-1]
devicelnSterileConaition [0-1]
devicelnVitro [0-1]
deviceWithouthMedPurpose [0-1]

QualityProcedureScopesType

QualityProcedureScopeType

riskClass [0-4): RiskClassEnum
systemProcedurePackSterilisation [0-1]
Chaice:

- DICode [1-1] : DildentifierType

- deviceGroupldentifier [1-1]

- deviceName {1-1]

- deviceReference [1-1]

- CMDdescription [1-1]
class|Characteristics [0-1]

ActorCodesType
code [1-=]

DocumentType

content [0-1]

upioadDate (0-1]

DocumentsType

document [1-=]

spppsteriliser {1-1]
sppGroupApplicable [i-1]
comments [0-1]: CommentsType

QualityCenificaleProy
property [1-=]: enum

[0-=]:

steriliser [0-=]: OrganisationType
sppGroup [0-=] : SPPGroupType

i [-1:
MFActorCode [1-1]
scopes [1-1]

[FroucrocesweType ]

ProductProcedureScopesType
scope [1-=]

ProductProcedureScopeType

riskClass [0-1]; RiskClassEnum
basicldiKnown [1-1)
Chaice:

- DiCode [1-1] : DlidentifierType

- horizontalDevice TypeCodes [1-1]
- intendedPurposes {1-1]

- productDevice TypeCode [1-1] : DeviceCodesEnum
- model j0-1]

- name [0-1,

- deviceName [1-1]

- deviceReference [1-1]

DeviceHorizontalCodes

List of: DeviceHorizontalGodesEnum

intendedPurposesType

purpose [1-«]: LanguageSpecificTextType
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