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PHUSE/Vulcan FHIRR) Schedule of Activities Working Group PHUSE/Vulcan SoA Implementation Guide Current Status
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Clinical Trial workflows. was to provide a roadmap for using FHIR® resources to plan a clinical current hig.h-level structure show_n aside; hc_)vx_/ever ip ’Eh_e interest of acceleration
trial we have pivoted from solely looking at ActivityDefinition resources to

Initial focus was on how we can access the data and present it; this included: INERTPBIENING CHESIRINTENE ESaUBss:
e Integrating FHIR® data with Electronic Data Capture Systems [1] Primarily, we presented a pattern for an implementation of a research plan

e Building SDTM Datasets from FHIR® Data [2] A driver for Questionnaire resources is the use as part of the Structured Data

using FHIR resources as shown here: i ion-: : - :
e Building ADaM Datasets from FHIR® Data [3] g Capture (SDC) implementation; the overview of the SDC is shown here:
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We are positioning the Vulcan SoA to be a component for the Vulcan Utilising
How could a FHIR SoA change the paradigm? - _ _ R) the Digital Protocol (UDP) project as well as implementation projects for the
We also addressed the concept of visit windowing using a FHIR other Vulcan Projects.
Within the working group we came up with value benefits for Sponsors, Sites extensfl.o.n, en.ablllng a queryable frameyvork for adherence and scheduling The UDP broiect i ticularly tant | tor bringing the ICH M11
and Vendors. The following were identified as benefits of a FHIR® based SoA capabilities similar to those mandated in the M11 (for example). & project is particularly important as a lever for bringing the

representation: e Refrence oo erectid Pt (7 benefits to the whole Clinical Research pathway (such as Investigational Sites).
' T : T o The development and implement of the digital protocol is a pivotal change and

y EfflClgncy . . = Alowed Varnce Pusa) | Alowed Vrance Pcur) as such, interest is very high.
o Single reusable representation using common resources/patterns | : : ] | : Bl
o Introspection of ongoing trial processes i | s o el ] 1,
o Streamline Site Payments using common patterns/resources oD = : vu Lc AN
A~ ‘ : ?
o Automate Data Retrieval based on a EHR based provenance O . — What is HL7 Vulcan* )
e Integration and execution ] ; | , MHL7 FHIR
o Evaluating Site budgets based on C?Fz?mon terminologies | [ L4 HL7 Vulcan is an Accelerator that is tasked with prioritisation of projects that
o Galendaring Scheduling using FHIR™ workflow semantics 7y | e i g 1 | represent use cases where FHIR® presents a clear opportunity for augmenting
o Executable Study Design using FHIR®) workflow semantics = | PEeeee e s e =ik et S - Clinical Research.
e Optimisation | 3 | | | | |
o Site Feasibility based on And finally, we presented a path for linking activities to Study Interventions. Vulcan serves a user community focused on integrating clinical research and
o Automated Cohort Identification based on CDS-like semantics clinical care through the adoption of FHIR®).
o Site/patient Load based on Activity definitions

® In addition to the SoA project, Vulcan supports a number of others, including:
/// A H L7 F H I R e Retrieval of Real World Evidence for Research

FHIR to OMOP

Utilising the Digital Protocol (UDP)

Adverse Events for Research
Electronic Medicinal Product Information (ePl)

What is HL7 FHIR®?

® I 7 ® ®
Fast Healthcare Interoperability Resources (FHIR®) is a specification for the //) A H F H I R

exchange of Healthcare data using Resources and Web Operations. AFHIR ®
server is an APl endpoint for the resources, or for terminology supporting the
specification

It provides some common generic representations of Healthcare Resources,
examples include:

e Patient - the common patient resource (ie DM)

e Observation - the common clinical findings resource (ie VS/LB/EG)

e Conditions - Health condition information (ie AE/MH)

For Further Information
e Join the working Group: 1000 EST
o Contact: geoff.low@3ds.com for an invite
T L e e Check out the following:
i o HL7 Vulcan Site: https://hl7vulcan.org
o Vulcan SoA Wiki: https://tinyurl.com/4zm8fp9b
o SoA IG: hitps://hl7.org/fhir/uv/vulcan-schedule/

Protocol Attachment LZZT.1
Schedule of Events for Protocol H2Q-MC-LZZT(c)

To use FHIR for a use case, the team create extensions and profiles; these
change the underlying resources to:

e Constrain permissible values

e Add additional attributes
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