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How Do I Participate?

Problems or Questions? Contact Dawn Van Dyke 

dvandyke@ehealthexchange.orgor 703.864.4062

Openandcloseyour controlpanel

Joinaudio:
ÅChooseάaƛŎ&{ǇŜŀƪŜǊǎέto useVoIP
ÅChooseά¢ŜƭŜǇƘƻƴŜέand dial using the information

provided

Submitquestionsandcommentsviathe Questionspanel

Note:¢ƻŘŀȅΩǎpresentationis beingrecordedand will be
providedwithin 48hrs

Your Participation
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¢ƻŘŀȅΩǎ ¢ƻǇƛŎǎ

1. New Team Member Jay Nakashima

2. New Participants Mark Rogers

3. FDA Pilot Mike McCune

4. FHIR Roadmap Highlights Mike Yackanich

5. Content Validation & Testing Innovations Didi Davis

6. FHIR R4 and Directory Update Mike McCune

7. eCR Update Jay Johnstone

8. Contacts Pat Russell

9. Q&A Everyone
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New eHealth Exchange Team Member
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Introducing Kathryn Bingman

Kathryn Bingman joined the eHealth Exchange in December 
as the Vice President of Interoperability Adoption. She has 
more than 25 years of experience in healthcare operations 
and technology and has held leadership positions on the 
hospital, physician, payer and technology vendor side of the 
industry, serving as the CIO for both a Hospital and a Health 
Plan and as a Vice President of a division of Cerner. 
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New Participants
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Congratulations to our newest Participants!

Å Food and Drug Administration

Å Cambridge Health Alliance

Å Boulder Community Health

Å VCU Health System Authority

Å Montefiore Health System, Inc
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Committed to Improving Patient Care via Data Exchange
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FDA Pilot: Adverse Event Exchange via FHIR
2022 Roadmap
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Participation Request



FDA BEST Initiative Objective
The objective of the Biologics Effectiveness and 
SafeTy(BEST) Initiative is toensure post-
authorization biologic-product safety and 
effectiveness through active surveillance

Exchange Pilot Objective
To enable more robust monitoring of post-
authorization adverse events while minimizing the 
burden on providers through an exchange-based 
FHIR infrastructure.

Vaccines (preventative and therapeutic)

Blood (components and derived)

Human Tissues and Cellular Products

Gene Therapies

Xenotransplantation Products

Regulated Products
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FDA Exchange Overview
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FDA Exchange Overview (Cont.)

2021 ςProof of Concept (Completed): FDA joined eHx and built a Proof of Concept using synthetic data 
ǘƻ ŎƻƴƴŜŎǘ ǘƻ р ǇŀǊǘƛŎƛǇŀƴǘǎΩ CILw ŜƴŘǇƻƛƴǘǎ ǘƻ ŎǊŜŀǘŜ ŀƴ ŜŦŦƛŎƛŜƴǘ ŘŜŎƛǎƛƻƴ ǎǳǇǇƻǊǘ ŜƴǾƛǊƻƴƳŜƴǘ

2022 ςPilot (Planned): FDA is proceeding with a Pilot that will deploy the BEST exchange platform in a 
secure cloud environment to connect to participants' EHR data

Ask to Participants: FDA is currently seeking participants for the Pilot to:

ÁDetection (Push): Receive algorithms to detect potential adverse events (AEs) from theplatform, 
run the algorithms on EHR data, and push the results to the eHx Hub

and/or

ÁValidation (Pull): Identify patients with detected potential AEsvia pull request from the eHx Hub, 
pull responses, and send to the eHx Hub
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2021 ςPOC focused on validation of synthetic cases via exchange
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eHx

Hub

FDA 

Participants

Pilot 

Participants

Detect ReportValidate

i. Share 
Algorithms
via 
interoperable 
format

ii. Run 
Algorithms
via codes or 
CQL

v. Perform 
Analysis
via authorized 
case reviewers

xi. Validate 
Case
via algorithm & 
review

vi. Identify 
Cases
via EHR, 
claims, ICSR

xii. Submit 
Report
via submit ICSR 
to ESG

iii. Push 
Results
via minimum 
FHIR AE

iv. Process 
Results
via async 
processing

vii. Pull 
Request
via participant 
PROD servers

viii. Identify 
Patient
via matching 
algorithm

x. Process 
Results
via async 
processing

ix. Pull 
Response
via full FHIR 
bundle

[Exchange Push] [Exchange Pull]

Created by AFY Studio
from the Noun Project



2022 Pilot will focus on both detection (Push) and validation (Pull) use cases
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x. Process 
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via async 
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[Exchange Push] [Exchange Pull]

Created by AFY Studio
from the Noun Project

FDA is seeking participants for either detection and validation (i-ix), or validation only (vi-ix)




