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1. Introduction

The technical mechanism for product information management in the Union Product Database (UPD) is
a RESTful Application Programming Interface, known as the SPOR API. The SPOR API offers services to
work with elements in all four domains (Substances, Products, Organisations and Referentials).
Support for Products and Substances has been introduced in version 2 of the SPOR API, whereas
support for Organisations and Referentials is already a service publicly available since 2017.

Please also refer to section References to FHIR versions, in Chapter 2.

2. Main API concepts

The SPOR API v2 has been built by using HL7 FHIR R5 as an overarching standard!. At the same time,
it tries to follow the same principles as the existing SPOR API v1 and leverages both existing FHIR and
SPOR API v1 resources and endpoints, where applicable.

The SPOR API v2 is formally presented through an API specification, which is meant to enable
developers to build an integration with SPOR services within their own local systems and fulfil their
own business and regulatory requirements. The specification is the main reference point and in order
to understand how to implement client systems, the following key elements should be considered:

e Resources: this refers to the formal representation of a set of data structures that can be
exchanged between the client and the SPOR API in any specific communication. The resources are
publicly available in the HL7 FHIR server. For simplicity, all relevant resources are also linked from
the SPOR API specification document.

e Services: this refers to the formal representation of the actions that can be executed against the
existing Resources. The combination of Services and Resources gives developers the capability to
understand the features that the SPOR API offers.

¢ Common mechanisms: since the API is based on FHIR and RESTful principles, the specification
provides overall information regarding how these common mechanisms work. This includes,
amongst others: usage of HTTP methods and codes, usage of FHIR bundles, FHIR extensions, etc.
Importantly, it also describes the versioning mechanisms that guarantee backwards compatibility
within a structured, governed process.

3. API specification

The API specification is mainly composed of:
e a document that details all the concepts described above;
e a list of resources available live in the HL7 FHIR server.

More tools shall be provided to developers in future stages and as the regulatory and technical
requirements evolve.

The recommended approach to the above is to read the specification document first. The links to
relevant resources are part of the API specification document, whilst better understanding is obtained

1 See http://hl7.org/fhir/directory.html for a list of all FHIR versions.
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if resources and services are reviewed in conjunction. The specification document is the mechanism to
glue these concepts together.

The SPOR API v2 specification is provided separately from this document and it is accessible on the
EMA website.

4. FHIR profiles

The relevant data elements and resources within the overall FHIR model will be enforced within each
phase of the development of the UPD. The mechanism to narrow the overall IDMP model down and to
describe technically all the business rules to be enforced in the FHIR message is referred as to the
FHIR profiles http://hl7.0rg/fhir/2020May/profiling.html. A FHIR profile allows the authoring and
publishing of a customized, more specific resource definition, by specifying a set of constraints and/or
extensions on the base resource. Concrete FHIR resources like e.g. a MedicinalProductDefinition
resource can express their conformance to a specific profile. This allows a FHIR server to
programmatically validate a given resource against the associated profile definition.

More information about FHIR profiles is available within the API specification document.

In the present release of the Vet EU IG, no FHIR profile is provided. They are being built based on the
business rules contained in this guide and they shall be provided at a later stage.
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