VULCAN

HHL7 FHIR

ePl on FHIR

Presented by Beverly Buckta, ScD




Product (Medicinal) Information Pathway

Drug EHR and HCP’s and
Compendia eRX Patients

Sources

VULCAN



VULCAN

p

As a first step toward streamlining the
ability to support rapid investigation of
new or increased adverse events related
to medical products, structured drug
labeling information is a critical
advancement. With structured labels that
include sections such as structured
adverse reaction section and ingredients
adverse events related to medical
products can more easily be updated
and discovered.
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Vulcan Interoperability Bridge (VIB)

Use Case 4) Regulatory eLabeling

Ability to identify source of adverse
events (e.g., specific ingredient,
manufacturer or drug-drug interaction) is
limited because:

+  Medical product information (labeling
data) is siloed, if structured, or
unstructured

* AE identification and reporting is a
highly manual process

*  Pharmacy information are typically
siloed

+ No interoperable standards exist to
suppeort a harmonized data
ecosystem for AE investigations
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Expected roles to support and enable Focus Area

- FOA

Clinical Research Sites

Benefits

Enhance speed, accuracy, and

comprehensiveness of.

+ Detection of new and/or increased
medical products-related adverse
events

+ |nvestigation of the source of medical
product adverse events

Integration of healthcare, pharmacy and
public health information systems.

Promotes rapid public health actions to
reduce and prevent adverse events,
improving health outcomes.

Reduce unnecessary health issues and

save more lives

Patient Persona Subject Matter Experts
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FHIR Regulatory Labeling: This is the story and the actors for the connectathon....

1. Company 1 (Glemser) sends proposed label to FDA (i4i) and Company 2 (Docuvera)
sends proposed label to FDA (i4i) (via Application Program Interface (API))

N

FDA responds with comments in annotated label (i.e., tracked changes) to Company 1
and Company 2 (via API)

Company 1 and Company 2 respond to FDA comments in an annotated label (via API)
FDA approves the proposed label from both Company 1 and Company 2 (via API)
Company sends FDA agreed final clean label (via API)

© o A w

. FDA approves final label (via API)
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Component Authoring

Earam ° o

Editing: ECNARBI - palbociclib capsule
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Enter Highlight Text Start a review (with edits)

Neutropenia: Monitor complete blood count prior to start of ECNARBI therapy and at the beginning of each cycle. as well as
indicated. (2.2.5.1)

Interstitial Lung Disease (ILDY/Pneumonitis: Severe and fatal cases of ILD/pneumonitis have been reported. Monitor for pult
ECNARBI Immediately in patients with suspected ILD/pneumonitis. Permanently discontinue ECNARBI If severe ILD/pneumc
Embryo-Fetal Toxicity: ECNARBI can cause fetal harm. Advise patients of potential risk to a fetus and to use effective contrat

Start a review (comments only)

Start approval

Ready for draft reuse

Export to AEM

Export fiBook
Export IDMP

Export ePl

8 5.1 Neutropenia Export to PPT
Export Vulcan FHIR
Neutropenia was the most frequently reported adverse reaction in PALOMA-2 with an incidence of 80% and PALOMA-3 with an it
counts was reported in 66% of patients receiving ECNARBI plus letrozole in PALOMA-2 and 66% of patients receving ECNARSI pit
3, the median time to first episode of any grade neutropenia was 15 days and the median duration of Grade 23 neutropenia was

hange lifecycle

Save a change point
Monitor compiete blood counts prior to starting ECNARBI therapy and at the beginning of each cycle. as well as on Day 15 of the

interruption, dose reduction. or delay in starting treatment cycles is recommended for patients who develop Grade 3or 4neutro  Manage change points

Febrile neutropenia has been reported in 1.8% of patients exposed to ECNARBI across PALOMA-2 and PALOMA-3. One death due to neutropenic sepsis was observed in PALOMA-3 1

Physicians should inform patients to promptly report any episodes of fever [see Patient Counseling Information (<),
~ @@ 5.2 Interstitial Lung Disease (ILD)/Pneumonitis
~ @@ 5.3 Embryo-Fetal Toxicity
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Manage abbreviations

@ No matching annotations to display
Th te does not have any relat

annotations.
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IbranceCapsules-2025-06-10T19-32-53-351Zxml
<code value="34351-3" />
" <display value="FOA product label Human prescription drug label” />
</codi
<text values"FDA product label Human prescription drug label™ />

1 being subaitted

2 rzOeranu o docusent bundle in this docusent that contains the la

rence>
<erence value-"Bundle/bundle- {brance7s-186-125-4" />
</valueReference>
</input>
Task>
</resource>
0 </entry>

<entry>
<fullur] value="Bundle/bundle- {brance?s-100-125-4"/>
<resource>

ECNARSI - palbocicib capsule

Q- u 8 -

<Bundle>
<id value-"bundle- Ibrance?5-109-125-d"/>
cmeta>
<profile values"http://hl7.org/ -product 1
cidentifiers
<system values"https: /. fda.gov/™ />

<value values"ibrance-6/>
</identifier>
<type value="docusent™/>
<timestamp values"2022-09-08T00:09:002°/>
<entry>
<fullurl values"Cosposition/compositionusen”/>
<resource>
1 <Composition>
<49 value="coapositionusen/>
<meta>
<versionld values

@ RECENT MAJOR CHANGES SECTION
@ 1 INDICATIONS AND USAGE
@ 2005AGE AND ADMINISTRATIORY
© @ 3 DOSAGE FORMS AND STRENGTHS
@ 4 CONTRAINDICATIONS

8 5 WARNINGS AND PRECAUTIONS

<profile values"http://hl7.ong/fhir/uv/enedicinal

</meta>
124 <language value"en"/>
<text>

tus value"generated™/>
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@ 6 ADVERSE REACTIONS

8 7 DRUG INTERACTIONS

@ 8 USE IN SPECIFIC POPULATIONS
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— Potential Future Paths

Enable interoperability across healthcare, co-create patient-centred multi-modal outputs
and data-driven approach to measuring the effects on outcomes

Personalised patient-centred
Measurable outcomes

medication information interface

Having multiple sources of information for medication Most people have problems reading and understanding The complexity of taking medications, for example
makes it confusing for patients medication labels & inserts understanding the impact of drug-drug interactions and
adverse events can be overwhelming
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From: City-wide electronic health records reveal gender and age biases in administration of known
drug-drug interactions, NPJ Digital Medicine, 2019 https://www.nature.com/articles/s41746-019-


https://www.google.com/imgres?imgurl=https%3A%2F%2Fstatic.thenounproject.com%2Fpng%2F579-200.png&imgrefurl=https%3A%2F%2Fthenounproject.com%2Fterm%2Ffamily-practice%2F579%2F&tbnid=2qBQ7Aj_sugxWM&vet=12ahUKEwit5sKw3JPrAhWBO98KHbYsB2YQMygAegUIARC-AQ..i&docid=KEKdtznx_lVzUM&w=200&h=200&q=family%20practice%20icon&client=firefox-b-1-d&ved=2ahUKEwit5sKw3JPrAhWBO98KHbYsB2YQMygAegUIARC-AQ
https://www.google.com/imgres?imgurl=https%3A%2F%2Fcdn2.iconfinder.com%2Fdata%2Ficons%2Fmedical-v1-0-outline%2F32%2FHospital-512.png&imgrefurl=https%3A%2F%2Fwww.iconfinder.com%2Ficons%2F3939634%2Fhospital_icon&tbnid=_ygFaMeN7FvQlM&vet=12ahUKEwiQguXs3JPrAhWNEt8KHV5pC_IQMygFegUIARDfAQ..i&docid=YRfSXrWT7APr2M&w=512&h=512&q=hospital%20icon&client=firefox-b-1-d&ved=2ahUKEwiQguXs3JPrAhWNEt8KHV5pC_IQMygFegUIARDfAQ
https://www.google.com/url?sa=i&url=https%3A%2F%2Fthenounproject.com%2Fterm%2Fdoor%2F11816%2F&psig=AOvVaw2E3ZYCbiVH6mtviURQ4frM&ust=1597253479280000&source=images&cd=vfe&ved=0CAIQjRxqFwoTCJDn9YPXk-sCFQAAAAAdAAAAABAD
https://www.nature.com/articles/s41746-019-0141-x/figures/1
https://www.nature.com/articles/s41746-019-0141-x/figures/1
https://www.nature.com/articles/s41746-019-0141-x/figures/1
https://www.nature.com/articles/s41746-019-0141-x/figures/1
https://www.nature.com/articles/s41746-019-0141-x/figures/1
https://www.nature.com/articles/s41746-019-0141-x/figures/1
https://www.nature.com/articles/s41746-019-0141-x/figures/1

— How to get involved

A
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Vulcan Accelerator Home

A program of work was initiated under
Vulcan to deliver an Implementation
Guide for this topic- APl Exchange for
Medicinal Product Information (APIX)

®
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https://build.fhir.org

The IG explains how to manage
regulatory workflows and regulatory
transactions that include FHIR
documents for electronic Medicinal
Product Information (ePl),
Pharmaceutical Quality Information
(PQl), and Regulatory Correspondence.



https://confluence.hl7.org/spaces/VA/pages/66930683/Vulcan+Accelerator+Home
https://build.fhir.org/
https://build.fhir.org/ig/cander2/recon-ig/
https://build.fhir.org/ig/cander2/recon-ig/
https://build.fhir.org/medicinalproductdefinition.html
https://build.fhir.org/medicinalproductdefinition.html
https://build.fhir.org/ig/HL7/uv-dx-pq/
https://build.fhir.org/ig/HL7/uv-dx-pq/
https://build.fhir.org/ig/cander2/rfi-ig/
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