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ePI on FHIR

Presented by Beverly Buckta, ScD 
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Vulcan Interoperability Bridge (VIB)
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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))

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

and Company 2 (via API)

3. Company 1 and Company 2 respond to FDA comments in an annotated label (via API)

4. FDA approves the proposed label from both Company 1 and Company 2 (via API)

5. Company sends FDA agreed final clean label (via API) 

6. FDA approves final label (via API)

FHIR Regulatory Labeling: This is the story and the actors for the connectathon….
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Component Authoring
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Potential Future Paths

Scalable,  in teroperable  medication 
infor mation data f low

Having multiple sources of information for medication 
makes it confusing for patients
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Personal ised patient-centred 
medication infor mation inter face

Most people have problems reading and understanding 
medication labels & inserts

Measurable outcomes

The complexity of taking medications, for example 
understanding the impact of drug-drug interactions and 

adverse events can be overwhelming 

From: City-wide electronic  health records reveal gender and age biases in administration of known 

drug–drug interact ions, N PJ Digital Medic ine, 2019  https:/ /www.nature.com/articles/s41746-019-

0141-x/f igures /1 

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

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
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How to get involved

Vulcan Accelerator Home

https://build.fhir.org

API Exchange for

Medicinal Product Information (APIX)

electronic Medicinal

Product Information (ePI)

Pharmaceutical Quality Information

(PQI) Regulatory Correspondence

Vulcan Accelerator Home
https://build.fhir.org

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

The IG explains how to manage 
regulatory workflows and regulatory 
transactions that include FHIR 
documents for electronic Medicinal 
Product Information (ePI), 
Pharmaceutical Quality Information 
(PQI), 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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