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e Use Case #1: Process for Implementing a
Clinical-Grade Variant File for Reporting to the
Virginia Cancer Registry (VDH) and Integrating
Into an Electronic Health Record through
eHealth Exchange

e Use Case #2: Process for Transmitting Results
from Pharmacogenomic Testing across
Electronic Health Record Systems

e« Recommended health IT standards and
Implementation guides in clinical genomics for
adoption as Commonwealth standards
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USE CASE #1 -
CLINICAL-GRADE VARIANT FILE
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e Virginia Department of Health (VDH)
e ConnectVirginia HIE

e U.S. Centers for Disease Control and
Prevention (CDC)

e Healtheway eHealth Exchange
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e CDC has been facilitating a working group
to develop a clinical-grade variant file
specification to support the exchange of
genomic information in a standardized
manner

e CDC working group includes:
— CDC Divisions
— College of American Pathologists
—HL7 Clinical Genomics Working Group
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e CDC file specification will enable genomic
Information to be reported to a cancer registry
(CR) and integrated into a patient’s EHR Iin a
standardized manner

e CDC has leveraged existing synoptic reporting
specifications and aligned them with HL7’s
LOINC-qualified genetic variation model

e Use Case #1 will define the process for
Implementing the CDC clinical-grade variant file
for CR reporting and EHR integration
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H u s

To establish a process for implementing the
CDC'’s clinical-grade variant file for the
purpose of (a) reporting genomic
Information to the Virginia Cancer Registry
(VDH), using ConnectVirginia’s Public Health
Reporting Pathway, and (b) integrating into
an electronic health record through the
eHealth Exchange
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VDH-ConnectVirginia Public Health Reporting Pathway

ConnectVirginia PHR WSDL 1.0
Virginia Department of Health Meaningful Use Registration N/A
Virginia Immunization Information System HL7 Version 2.5.1 Transfer HL7
Specification v.25.1
Syndromic Surveillance Submission Guide: Ambulatory Data 08/12/2013
VDH Syndromic Surveillance Submission Guide: Emergency

Department and Urgent Care Data 08/12/2013
HL7 Version 2.5.1 Implementation Guide: Electronic Laboratory HL7
Reporting to Public Health, Release 1 (US Realm) v.2.5.1
Electronic Lab Report Submission Guide 12/04/2012
HL7 International OID Registry N/A
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i =
HTTPS POST request to the
Gonnecivirginia PHRS:

6.2Request received by
Connectvirginia,

41D exiracied from
medfs-custom-OID HTTE header, the
transacticn ID from
medix-transaction-id, and report type
s

63 Cenficate is exiracted fram
the request and used io
authenticate and autherize
requester.

6.7 Is the certificate
validated and
organization verified?

6.1a. The request contains the
public health report data in the
tequest bod,

6.1b. The request header contains.
the required custom headers with
appropriate values.

6.c. The client cerificate is
supplied with the request.

€5 0ID s used o ideniy the

Ceriified Node organization in the

Connectyirginia organization
registry.

6.6The organizational atriouies
‘associatad uith the Certiied Norie

6 tails;
transaction is refused.

6.8Using the supplied

‘organization, repart type, and
transaction ID, the
acceptance of the report

subavssion is logged in Audit

Taruthenticated
transaction proceeds.

6.9The supplied report

type is used to determing

the routing endpoint at
VDI

6,10 secure HTTPS

b
services is created to VOH
by Connect\irginia.

6.11 Connectyirginia submits the
public health report data to VDH
‘o behalf of the Certified Node.

6.12The submission to
WOH I5 logged in Audit

6.13 VDH processes the
public health report data and
response wih success or

failure with errors

6.14 The response is 6.15 The Centified Node receives the
request

organization the
atinbutes known ahout the client
certificale.

propagated back 1o the.

from VDH on
the request respanse from ConnectVirginia.

iniliating Certfied Nade.
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VDH-CR

‘ConnectVirginia HIE

613
Processes the public health
repart data and respense
with suceess or failure with
errs.

6.2Request
received.

6.3 Certificate Is extracted from the
request and used to authenticate
ana authorize requester.

6.4 0ID extracted from the.

medt-transastion-id, and repart type
from met-phr-type.

501D is Used 1o eniy he
Certified Node organization in the
Connectirginia organization
regisiry

6.6The organizational attributes

associated with the Certified Nade

organization are compared ta the

attributes knovm about the client
certificate,

6715 the certificate
validated and
arganization verified?

6.7bAuthentication fails;
transaction is refused.

6.8Using the suppled arganization,
report type, and transaction |0, the
acceptance of the report submission
is logged in Audit

6.9The supplied report

type is used to determine

the routing endpoint at
VOH

6.10A secure HTTPS
request using weh
services is created to
NDH,

6.11 Submits the public health
report data o VDH an behall of
the Certife

6.12The submission (o
VDH s logged in Autit

6.14 The response is
propagated back to the

infiating Certified Node,

6.1a. The request contains the
public health report data in the
request body.

6.1b. The request header cantains
the required custom headers with
appropriate values.

6.1c. The client cerificate is
supplied with the request,

6.15 Receives the request response
message from VDH on the request
response from Connectyirginia,
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eHeaIth Exchange 2011 Specifications

CAQH CORE X12 Document Submission Service Interface Specification v 1.0

3/6/2012 [PDF - 390 KB]

e Electronic Submission of Medical Documentation (esMD) X12 Profile v 1.0 3/6/2012
[PDF - 783 KB]

e Web Services Reqistry Web Service Interface Specification v 3.1 3/6/2012 [PDF -
405 KB]

e Messaging Platform v3.0 approved by NTCon 6/27/2011 [PDF - 232 KB]

- Patient Discovery v2.0 approved by NTCon 6/27/2011 [PDF - 234 KB]

e Query for Documents v3.0 approved by NTCon 6/27/2011 [PDF - 201 KB]

e Retrieve Documents v3.0 approved by NTCon 6/27/2011 [PDF - 153 KB]

e Authorization Framework v3.0 approved by NTCon 7/25/2011 [PDF - 226 KB]
e Web Services Registry v3.0 approved by NTCon 7/25/2011 [PDF - 376 KB]

e FElectronic Submission of Medical Documentation (esMD) XDR Production
Specification v1.0 [PDF - 324 KB]

e Administrative Distribution Production Specification v2.0 [PDF - 144 KB]
e Document Submission Production Specification v2.0 [PDF - 192 KB]
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http://healthewayinc.org/images/Content/Documents/specs/2011/caqh-core-x12-document-submission-service-specification-v1-0-508.pdf
http://healthewayinc.org/images/Content/Documents/specs/2011/caqh-core-x12-document-submission-service-specification-v1-0-508.pdf
http://healthewayinc.org/images/Content/Documents/specs/2011/esmd-x12-profile-v1-0-508.pdf
http://healthewayinc.org/images/Content/Documents/specs/2011/nhin-web-services-registry-production-specification-v3-1-508.pdf
http://healthewayinc.org/images/Content/Documents/specs/2011/nhin-messaging-platform-production-specification-v3.0.pdf
http://healthewayinc.org/images/Content/Documents/specs/2011/nhin-patient-discovery-production-specification-v2.0.pdf
http://healthewayinc.org/images/Content/Documents/specs/2011/nhin-query-for-documents-production-specification-v3.0.pdf
http://healthewayinc.org/images/Content/Documents/specs/2011/nhin-retrieve-documents-production-specification-v3.0.pdf
http://healthewayinc.org/images/Content/Documents/specs/2011/nhin-authorization-framework-production-specification-v3.0.pdf
http://healthewayinc.org/images/Content/Documents/specs/2011/nhin-web-services-registry-production-specification-v3.0.pdf
http://healthewayinc.org/images/Content/Documents/specs/2011/esmd-xdr-production-specification-v1.0.pdf
http://healthewayinc.org/images/Content/Documents/specs/2011/esmd-xdr-production-specification-v1.0.pdf
http://healthewayinc.org/images/Content/Documents/specs/2011/nhin-administrative-distribution-production-specification-v2-0-a.pdf
http://healthewayinc.org/images/Content/Documents/specs/2011/nhin-document-submission-production-specification-v2-0-a.pdf
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e HITSAC Recommendation to Proceed

e Complete transaction types and flows for
the ConnectVirginia Public Health
Reporting Pathway

e Present to eHealth Exchange Coordinating
Committee

e Complete transaction types and flows for
eHealth Exchange

www.vita.virginia.gov
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USE CASE #2 —
PHARMACOGENOMICS

www.vita.virginia.gov 12




m Virginia Information Technologies Agency «»

e Virginia Department of Health

e lnova Translational Medicine Institute
(ITMA)

e Virginia Commonwealth University

e ConnectVirginia HIE
e MedVirginia HIE
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e |TMI has implemented a pharmacogenomic
testing protocol for Clopidogrel (Plavix,
CYP2C19), a second-generation thienopyridine
designed for treatment of patients with
coronary artery disease, etc.

e ITMI named the test the “Plavix Genotype Test”
and performs the test using a kit approved by
the U.S. Food and Drug Administration

e |Interpretation of the Plavix Genotype Test has
been standardized on the assay and ITMI’s
Luminex laboratory equipment
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e ITMI has successfully integrated results from
the Plavix Genotype Test into Inova’s Epic
EHR system

e Use Case #2 will define the process for
transmitting results from ITMI’s Plavix
Genotype Test across EHR systems and
vendor platforms
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To establish a process for transmitting
results from ITMI’s Plavix Genotype Test
from Inova’s Epic EHR system to VCU'’s

Cerner EHR system via ConnectVirginia and
MedVirginia
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6.1 Order test in EPIC.
6.250FT registers test in
us.

6.3EPICsendsa
notification to SOFT to
collect biospecimen

6.4SOFT collects
biospecimen.

Virginia Information Technologies Agency

6.5 15 the test
exiernal?

No

6.61TMI processes
biospecimen.

6.7ITMI collects
workflow data and
tracks warkflows.

6.81TMI analyzes
biospecimen.

6.8/6.5€ I TW reviews
and stares results,

6.10/6.5/50F T
reviews and store
results.

6.11/6.5gSOFT sends
results o EPIC,

6.12/6.5hEP
associates resuits
with MRN.

6.136.5IEPIC stores
results,

6.1416.5/EPIC
records billing.
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6.5aIThI ships
biospecimen to
Vendor.

6.5bVendor
processes the
biospecimen

6.5¢vendor
analyzes
biospecimen,

6.5dvendor sends

results 1o SOFT
and, conditionally,
ITH

™™

Vendor

Start

6.10rder test.

6.3Notification of test
to SOFT to collect
biospecimen

£.12/6.5hAssociate
results with
MRN.

6.13/6.5iStare
results.
1416.5]Record
bi

6.2Register test.

6.4Collect
biospecimen.

6.10/6.5fReview
and store results.

6.5 s the test
external?
Yes

6.5aShip

No

6.6Process
biospecimen.

6.7Collect
workfiow data.
nalyze
biospecimen.

6.9/6.5e Review
and store results.

biospecimen

6.5bProcess
biospecimen.

6.5cAnalyze
biospecimen.

6.11/6.5g5end
results to EPIC.




m Virginia Information Technologies Agency

L +
oy

e HITSAC Recommendation to Proceed

e Complete transaction types, specifications
and flows for ConnectVirginia and
MedVirginia

e Complete transaction types and flows for
VCU Cerner EHR System
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RECOMMENDED HEALTH IT STANDARDS
& IMPLEMENTATION GUIDES
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e Clinical Laboratory Improvement
Amendments (Public Law 100-578)

http://www.gpo.gov/fdsys/pka/CFR-2003-title42-

voIl3/XmI/CER-2003-title42-vol3-part493.xml

— Regulations cover all laboratory testing (except
research) performed on humans in the U.S.

— Administered by the Division of Laboratory
Services, Survey and Certification Group, Center

for Clinical Standards and Quality (CCSQ),
Centers for Medicare & Medicaid Services (CMS)
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http://www.gpo.gov/fdsys/pkg/CFR-2003-title42-vol3/xml/CFR-2003-title42-vol3-part493.xml
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 HL7 Implementation Guide for CDA
Release 2: Genetic Testing Reports,
Release 1

e HL7 Version 2 Implementation Guide:
Clinical Genomics; fully LOINC-Qualified
Cytogenetic Model, Release 1 (US Realm)

e HL7 Version 2 Implementation Guide:
Clinical Genomics; Fully LOINC-Qualified
Genetic Variation Model (US Realm)

www.vita.virginia.gov 21




m Virginia Information Technologies Agency «»

Joseph W. Grubbs, Ph.D.
HITSAC GWG Research Coordinator

Virginia Information Technologies Agency
Phone: (804) 467-7729
Email: Joseph.Grubbs@vita.virginia.gov
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