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Housekeeping Items
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All lines have been muted to avoid background noise. 

Type questions in Q&A section at any time. 
We’ll open for questions after each agenda topic.

This meeting is being recorded and will be shared via email.



Today’s Topics

FDA BEST
Francis X. Campion, MD, FACP​

Mark Walderhaug, PhD

TEFCA Updates Mike Yackanich

Hub Updates Mike Yackanich

My Directory Portal Tiffanie Hickman

Updated Website Pages Tina Feldmann

Marketing Update Tina Feldmann

Information & Resources Ashley Green

Q&A Anyone
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BEST IM* Program: Accelerating 
the Automation of Adverse Event 
Reporting
*Biologics Effectiveness and Safety (BEST) Innovative 
Methods (IM)

Mark Walderhaug, PhD, Associate Office Director for Risk Assessment, U.S. Food and Drug Administration, Center for 
Biologics Evaluation and Research, Office of Biostatistics and Pharmacovigilance

Jessica Zhou, MD, Staff Fellow, U.S. Food and Drug Administration, Center for Biologics Evaluation and Research, 

Office of Biostatistics and Pharmacovigilance

Francis X. Campion, MD, FACP, Clinical Science, Principal, The MITRE Corporation

©2026 The MITRE Corporation. ALL RIGHTS RESERVED. Approved for Public Release; Distribution Unlimited. PRS Case #25-2762



BEST IM Goal

Modernize the safety 
surveillance of 
vaccines, blood, and 
biologic therapeutics 
used to care for 
patients. 
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Products
(colored boxes)

Exposure
(gray boxes)

CBER-Regulated Products

Fig 1: FDA CBER Regulated Products (FDA)



Current Reporting* Tools (~40 min **)
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Vaccine Adverse Event Reporting System (VAERS) Form MedWatch Form (Biologics & Blood)

* First line (passive) safety surveillance tools for signal detection

** As estimated by OMB



Pathway for BEST IM Studies via eHealth Exchange
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The DURSA permits the exchange of information 

among eHealth Exchange Participants for the various 

purposes: 

• Treatment, Payment, and Healthcare Operations 

(HIPAA-defined);

• Innovative payment models (e.g., value-based care);

• Public Health under applicable Laws;

• Meaningful use of certified EHR technology;

• Individual access to their own health information

https://ehealthexchange.org/dursa/

1



Public Health Surveillance Activity
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The Office for Human Research Protections 

determined that our studies are:

• Conducted under the FDA Sentinel 

Initiative

• Deemed a Public Health Surveillance 

Activity

• Not considered human subjects research 

under 45 CFR part 46

• OHRP guidance confirms IRB regulations 

do not apply

2



The Opportunity

• Streamline Adverse Event 
Case Reporting and 
Reduce Provider Burden

• Enable Real-Time Signal 
Detection and Active 
Surveillance

• Enhance Patient Safety 
Through Improved Data 
Quality and Timeliness

• Empower Public Health 
Through Innovation and 
Collaboration
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CBER 

Regulated 

Products

Adverse Event Reportin
g

Patient Safety

Signal Detection



2026 BEST IM Study Topic: Blood & 
Blood Products

DRAFT Study Protocol 
Title:

"Automated Identification 
of Potential Adverse 
Events Associated with 
Blood and Blood 
Products using Electronic 
Health Record Data"
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2026

Study

DRAFT



Draft Study Aims
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Aim:

▪ Evaluate data connection to collect 

adequate EHR data…

▪ through health systems, 

HIEs and HDUs…

▪ using FHIR data standards…

▪ for health information sharing…

▪ over the eHealth Exchange 

network…

▪ to identify and evaluate 

potential adverse events related to 

blood transfusion and blood 

product administration.

Data Network 
Formation

1

LLMs and 
CQL Logic  

2

Aim:

▪ Develop and apply tools using 

LLMs and CQL logic to 

FHIR data…

▪ from electronic health records…

▪ to assist clinical reviewers…

▪ to detect anaphylaxis related to 

blood transfusion and blood 

product administration.

EHR = electronic health records HIE = health information exchange  HDU = health data utility

LLM = large language models CQL = clinical quality language

Blood & Blood 

Products

+

2026 BEST IM Study 

Focus



Level of Effort
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Step 1 – Initial Exposure Query:
Find the number of exposures to blood / blood products. 

• MITRE will provide value sets

• Single number of transfusion events

• No line level data required

• Inpatient + Outpatient Data 

• ~4-year time span

Step 2 – Outcomes Query:
Find the number of outcomes of interest (e.g., anaphylaxis). 

• MITRE will support (value sets, codes to query patients of interest)

• Leverage FHIR data standards

• Will require data sharing via eHealth Exchange – specifically:
❑ EHR data – link to individual records (e.g., nursing notes – pertaining to transfusions 

and  when additional treatment was rendered, physician progress notes, discharge notes, 
labs, etc.)



Participation Benefits
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Financial Incentives

 Incentives available to a limited amount of participants. 

Innovate to Improve Patient Safety

 Demonstrate public health leadership and community benefit.

Reduce Provider Burden

 Replace current manual reporting.​

Collaborate with Interoperability Pioneers 

 Use FHIR for semi-automated detection of biologics-related adverse events, and         
advance interoperability in your health system​.

Publish Findings

 Pursue an opportunity to author a white paper or journal article​.



Thank you!

CBER-BESTIM@fda.hhs.gov 
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Notice

The views, opinions and/or findings contained in this report are those of The MITRE Corporation and should not be 

construed as an official government position, policy, or decision, unless designated by other documentation.

This technical data report was produced for the U.S. Government under Contract Number 75FCMC23D0004, and 

is subject to Federal Acquisition Regulation Clause 52.227-14, Rights in Data-General.  

No other use other than that granted to the U.S. Government, or to those acting on behalf of the U.S. Government 

under that Clause is authorized without the express written permission of The MITRE Corporation. 

For further information, please contact The MITRE Corporation, Contracts Management Office, 7515 Colshire 

Drive, McLean, VA  22102-7539, (703) 983-6000.  

©2026 The MITRE Corporation. ALL RIGHTS RESERVED. Approved for Public Release; 

Distribution Unlimited. PRS Case #25-2762
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Technical Data Notice

This (software/technical data) was produced for the U. S. Government under Contract Number 

75FCMC23D0004, and is subject to Federal Acquisition Regulation Clause 52.227-14, Rights in 

Data-General.  

No other use other than that granted to the U. S. Government, or to those acting on behalf of the 

U. S. Government under that Clause is authorized without the express written permission of The 

MITRE Corporation. 

For further information, please contact The MITRE Corporation, Contracts Management Office, 

7515 Colshire Drive, McLean, VA  22102-7539, (703) 983-6000. 

© 2026 The MITRE Corporation.

15



©eHealth Exchange. All Rights Reserved.

16

TEFCA Update
Highlighting policy and participation information

Mike Yackanich



Designated Qualified Health Information Networks

17

Designated 
QHINs



eHealth Exchange QHIN Participant Stages
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Intent to ParticipateTestingLive

2 Federal Agencies, 
3 HIEs, and 

Nationwide Public Health

4 HIEs, Nationwide Dialysis Centers 1 Payer Platform, 9 HIEs
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eHealth Exchange Hub
Environment Upgrade Project

Mike Yackanich



Hub Upgrade
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What?
A version upgrade of the technology platform to the latest version of InterSystems HealthShare and 

IRIS for Health.

Why?

New features, performance and stability improvements, and preparation for new use cases and 

workflows.

 

When?

• The upgrade project kicked off in February 2026.  

• A cloned environment was provisioned to test/validate the upgrade to ensure services will 

continue to function as expected.  

• Changes to impacted customizations are in progress.

• Code freeze scheduled to begin on 4/27.

Impacts?

Overarching goal is that there will be no service interruption during the upgrade.  A code freeze will 

be required though.  Onboarding and configuration updates can continue to be performed, as 

needed, during the duration of the code freeze.



©eHealth Exchange. All Rights Reserved.
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eHealth Exchange Hub
IP Address Range Expansion

Mike Yackanich



IP Address Expansion
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What?
• Adding an additional public IP address to our existing IP range.

• eHealth Exchange and Carequality network connections only.

• Does NOT impact QHIN nor FHIR connections.

• Our FQDN(s) will resolve to both the existing and new IP address.

• Outbound requests from our systems may originate from either IP.

Why?

• Capacity expansion – supporting increased traffic and system load.

• Ensures continued performance and availability as usage scales.

 

When?

• Target timeframe: Within the next 3–4 weeks (i.e., before May).

• Specific date/maintenance window TBD (will be communicated in advance).



IP Address Expansion
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New IP Addresses

What do I need to do?
• If your organization employs inbound or outbound IP address firewall allowlisting, 

the additional eHealth Exchange public address must be added to those lists.
• Inbound allowlist: Add the new IP address to allow traffic from our systems

• Outbound allowlist: Add the new IP address to allow traffic to our FQDN

What Testing is needed?
• Connectivity FROM your organization TO eHx

• telnet hub001val.ehealthexchange.org 443

• telnet hub001prod.ehealthexchange.org 443

• Connectivity TO your organization FROM eHx
• eHealth Exchange will be running connectivity reports to ensure 

Non-Production Production

68.169.207.182 68.169.207.183



IP Address Expansion
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IP Address Network Environment Fully Qualified Domain Name (FQDN)
164.52.129.168 eHx / CQ (CONNECT) TEST hub002val.ehealthexchange.org
164.52.129.166 eHx / CQ (CONNECT) VAL hub001val.ehealthexchange.org
164.52.129.167 eHx / CQ (CONNECT) PROD hub001prod.ehealthexchange.org
164.52.129.186 FHIR TEST fhir002val.ehealthexchange.org
164.52.129.185 FHIR VAL fhir001val.ehealthexchange.org
164.52.129.187 FHIR PROD fhir001prod.ehealthexchange.org
164.52.129.164 QHIN TEST qhin001tst.ehealthexchange.org
164.52.129.164 QHIN VAL qhin001val.ehealthexchange.org
164.52.129.164 QHIN PROD qhin001prod.ehealthexchange.org

Current
State

IP Address Network Environment Fully Qualified Domain Name (FQDN)
164.52.129.168 eHx / CQ (CONNECT) TEST hub002val.ehealthexchange.org
164.52.129.166
68.169.207.182 eHx / CQ (CONNECT) VAL hub001val.ehealthexchange.org

164.52.129.167
68.169.207.183 eHx / CQ (CONNECT) PROD hub001prod.ehealthexchange.org

164.52.129.186 FHIR TEST fhir002val.ehealthexchange.org
164.52.129.185 FHIR VAL fhir001val.ehealthexchange.org
164.52.129.187 FHIR PROD fhir001prod.ehealthexchange.org
164.52.129.164 QHIN TEST qhin001tst.ehealthexchange.org
164.52.129.164 QHIN VAL qhin001val.ehealthexchange.org
164.52.129.164 QHIN PROD qhin001prod.ehealthexchange.org

Future
State
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My Directory Portal
Human-readable, self-service experience with a web-
based interface for administrative and onboarding teams

Tiffanie Hickman



My Directory Portal

• The My Directory Portal is now being rolled out to participants

• The My Directory Portal can help manage sub-participants 
identification to support OPP #17

• Key Highlights:
• The import feature makes it easy to upload several sub-participants at 

a time

• Participants can update contacts, addresses and endpoints

• Run reports and review data

• Email administrator@ehealthexchange.org for access

26
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mailto:administrator@ehealthexchange.org
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New/Updated Web Content
Improvements to Testing and Directory Resources

Tina Feldmann



Resources

Summary:

• UPDATED page layout

• NEW Testing Program resources

• NEW Directory Management 
section

• NEW Webinar & Training section

https://ehealthexchange.org/resources-library/ 
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Testing Program Participant Testing 

Validated Product 
Testing

Testing References: 
Tools and Guides

Testing FAQs

©eHealth Exchange. All Rights Reserved.
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Testing Program – Determine Your Path
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All participants and 

products must complete 

testing to ensure they 

meet eHealth Exchange 

standards for 

interoperability, security, 

and performance.



Participant Testing
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https://ehealthexchange.org/testing-program/participant-testing/ 

https://ehealthexchange.org/testing-program/participant-testing/
https://ehealthexchange.org/testing-program/participant-testing/
https://ehealthexchange.org/testing-program/participant-testing/
https://ehealthexchange.org/testing-program/participant-testing/
https://ehealthexchange.org/testing-program/participant-testing/


Product Testing
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https://ehealthexchange.org/testing-program/product-testing/ 

https://ehealthexchange.org/testing-program/product-testing/
https://ehealthexchange.org/testing-program/product-testing/
https://ehealthexchange.org/testing-program/product-testing/
https://ehealthexchange.org/testing-program/product-testing/
https://ehealthexchange.org/testing-program/product-testing/


Add’l Updates
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Summary:

• UPDATED content to make it 
current and accurate

• UPDATED Testing FAQs

• ADDED Sample C-CDA 
Documents

https://ehealthexchange.org/testing-program/testing-references/ 

https://ehealthexchange.org/testing-program/testing-references/
https://ehealthexchange.org/testing-program/testing-references/
https://ehealthexchange.org/testing-program/testing-references/
https://ehealthexchange.org/testing-program/testing-references/
https://ehealthexchange.org/testing-program/testing-references/


Directory Management Directory

My Directory Portal

FHIR Directory API

©eHealth Exchange. All Rights Reserved.
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Directory
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Summary:

• NEW Directory page

• NEW My Directory Portal page

• NEW FHIR Directory API page

• UPDATED FHIR API Resources 

https://ehealthexchange.org/directory/ 

https://ehealthexchange.org/directory/


My Directory Portal
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https://ehealthexchange.org/my-directory-portal/ 

https://ehealthexchange.org/my-directory-portal/
https://ehealthexchange.org/my-directory-portal/
https://ehealthexchange.org/my-directory-portal/
https://ehealthexchange.org/my-directory-portal/
https://ehealthexchange.org/my-directory-portal/


FHIR 
Directory 
API
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https://ehealthexchange.org/fhir-directory-api/ 
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FHIR Directory API
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Under the FHIR Directory API there is a section titled "Helpful Resources" 
with a link to FHIR API Directories – Technical Overview.

The FHIR API Directories Technical Overview provides information on 
accessing the network directories using the FHIR API, including access to:

• The eHealth Exchange network directories (VAL and PROD)

• The Carequality clone directories (STAGE AND PROD) with a 
Carequality subscription (read-only access)

• The QHIN directories (DEV, STAGE and PROD) with a QHIN 
subscription (read-only access)

NOTE: To avoid providing the full directory API URLs on a publicly 
accessible website, we have omitted the hostname (FQDN) information 
from the FHIR API Directories – Technical Overview publication.  Email 
administrator@ehealthexchange.org to receive a slide deck with the full 
URLs for the FHIR directory APIs.

https://ehealthexchange.org/fhir-directory-api/
https://ehealthexchange.org/wp-content/uploads/2026/03/Technical-Highlights-FHIR-API-Directories-January-2026.pdf
https://ehealthexchange.org/wp-content/uploads/2026/03/Technical-Highlights-FHIR-API-Directories-January-2026.pdf
https://ehealthexchange.org/wp-content/uploads/2026/03/Technical-Highlights-FHIR-API-Directories-January-2026.pdf
https://ehealthexchange.org/wp-content/uploads/2026/03/Technical-Highlights-FHIR-API-Directories-January-2026.pdf
https://ehealthexchange.org/wp-content/uploads/2026/03/Technical-Highlights-FHIR-API-Directories-January-2026.pdf
https://ehealthexchange.org/wp-content/uploads/2026/03/Technical-Highlights-FHIR-API-Directories-January-2026.pdf
mailto:administrator@ehealthexchange.org


Resources

Locate all the new content for 
Testing and Directory Management 
from the Resource Library

https://ehealthexchange.org/resources-library/ 

39
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https://ehealthexchange.org/resources-library/
https://ehealthexchange.org/resources-library/
https://ehealthexchange.org/resources-library/
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Marketing Updates
News, events, webinars, and more… 



Recent Publications & Coverage
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• From Trust to Transformation: The Next Era of Payer-
Provider Partnership - KLAS Research

• How EHR sharing speeds up disability applications for 
patients | TechTarget

• Social Security Expands TEFCA Link To Speed 
Disability Claims

• Preparing providers and payers for interoperability 
mandates | Healthcare Finance News

MAR 25

MAR 2

FEB 15

FEB 11

https://engage.klasresearch.com/blog/from-trust-to-transformation-the-next-era-of-payer-provider-partnership/10333/
https://engage.klasresearch.com/blog/from-trust-to-transformation-the-next-era-of-payer-provider-partnership/10333/
https://engage.klasresearch.com/blog/from-trust-to-transformation-the-next-era-of-payer-provider-partnership/10333/
https://engage.klasresearch.com/blog/from-trust-to-transformation-the-next-era-of-payer-provider-partnership/10333/
https://engage.klasresearch.com/blog/from-trust-to-transformation-the-next-era-of-payer-provider-partnership/10333/
https://engage.klasresearch.com/blog/from-trust-to-transformation-the-next-era-of-payer-provider-partnership/10333/
https://www.techtarget.com/searchhealthit/feature/How-EHR-sharing-speeds-up-disability-applications-for-patients
https://www.techtarget.com/searchhealthit/feature/How-EHR-sharing-speeds-up-disability-applications-for-patients
https://www.techtarget.com/searchhealthit/feature/How-EHR-sharing-speeds-up-disability-applications-for-patients
https://hoodline.com/2026/02/social-security-plugs-into-health-data-superhighway-to-speed-disability-payouts/
https://hoodline.com/2026/02/social-security-plugs-into-health-data-superhighway-to-speed-disability-payouts/
https://hoodline.com/2026/02/social-security-plugs-into-health-data-superhighway-to-speed-disability-payouts/
https://www.healthcarefinancenews.com/news/preparing-providers-and-payers-interoperability-mandates
https://www.healthcarefinancenews.com/news/preparing-providers-and-payers-interoperability-mandates
https://www.healthcarefinancenews.com/news/preparing-providers-and-payers-interoperability-mandates


Upcoming Events
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Becker’s Healthcare Event Link

Apri 13-14 | Chicago, IL

eSolutions Xchange Event Link 

Apr 19-22 | Chattanooga, TN

InterSystems READY 2026

Apr 27-30 | National Harbor, MD

KLAS K2 Collaborative Payer/Provider 

Summit 2026

May 5-7 | Salt Lake City, UT

https://conferences.beckershospitalreview.com/payer-roundtable-spring-2026
https://www.esolutionsxchange.org/
https://www.esolutionsxchange.org/
https://www.intersystems.com/ready/
https://events.klasresearch.com/event/k226/home?_gl=1*1pq0jx8*_ga*MjA3MDkzNTM4MC4xNzcyNzIwNzM1*_ga_1RW80RB1C9*czE3NzUwODk2NjgkbzQkZzAkdDE3NzUwODk2NjgkajYwJGwwJGgw
https://events.klasresearch.com/event/k226/home?_gl=1*1pq0jx8*_ga*MjA3MDkzNTM4MC4xNzcyNzIwNzM1*_ga_1RW80RB1C9*czE3NzUwODk2NjgkbzQkZzAkdDE3NzUwODk2NjgkajYwJGwwJGgw


Upcoming eHealth Exchange Monthly 
Webinars
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Technical Workgroup 

May 7th | 4-5:00 PM ET

All Participant Call 

May 14th | Noon-1PM ET

https://register.gotowebinar.com/#register/6530206717684069720
https://register.gotowebinar.com/#register/4595728158780861280


Save the date
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45

Resources 
Hub dashboard, updating your info, how to get in touch… 

©eHealth Exchange. All Rights Reserved.



Your Hub Dashboard – Your web portal providing 
interoperability insights.

46

• Identify transaction volume, response times, drill-down, & download.

• Who is querying your organization?

• Where are your clinicians searching?

• How much care occurs outside your organization?

Access Hub Dashboard:  https://insightsprod.ehealthexchange.org/#/hub



Monthly Technical Workgroup

• Every 1st Thursday 4-5pm Eastern

• Typical Topics
• Technical Specifications 
• Testing
• Hub Updates
• Capacity planning 

• Register Here

47
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https://register.gotowebinar.com/#register/6530206717684069720
https://register.gotowebinar.com/#register/6530206717684069720


Contacts for Your Organization

We want to ensure that we are reaching the right people at your organization with our 
communications.  

• If you have had recent or past changes and are unsure if we have an updated list: 
email administrator@ehealthexchange.org requesting the Contact List Template to 
complete and return.

• The template asks name, title, phone number, email address, and what type of emails 
the resource should receive.

• This will assist eHealth Exchange and each Participant in knowing that the 
communication we send is received appropriately.

48
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mailto:administrator@ehealthexchange.org


How might I obtain assistance? 

49
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What Who How

Certificates DirectTrust Support support@directtrust.zohodesk.com 

Technical Support Technical Support servicedesk@hub.ehealthexchange.org

Testing Questions Testing Team testing@ehealthexchange.org 

Questions about the DURSA, policy, or 

anything else!
Administrator administrator@ehealthexchange.org  

Visit: https://ehealthexchange.org/contact-us/ 

mailto:support@directtrust.zohodesk.com
mailto:servicedesk@hub.ehealthexchange.org
mailto:testing@ehealthexchange.org
mailto:administrator@ehealthexchange.org
https://ehealthexchange.org/contact-us/
https://ehealthexchange.org/contact-us/
https://ehealthexchange.org/contact-us/
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