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invegroting Why Conformity Assessment?

Enterprise

IHE

 Widespread adoption of IHE Profiles by national, regional
and hospital eHealth projects

* Many ehealth projects explicitly leverage Connectathon
results in their product tenders/acquisition.

* Projects report un-even compliance to IHE profiles across
products and discrepancies between commercial products
IHE features and vendor Connectathon results

* |Increasing number of national/regional ehealth projects
establish their own conformity testing. Expected for
project specific extensions, but duplicative for IHE profile
conformity.

=» Vendor and ehealth projects interested to avoid

duplicative testing of generic IHE Profile conformity
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Focus on Testing (not certification)
=> deliver a trusted @ Test Report

* Enable countries/projects to require and recognize these
@ 7est Reports and perform any additional project specific
testing (they may also add a certification process on top of
the testing process).

 Ensure international equivalency of ® ,Z‘V\Test Reports and

recognition of these & Test Reports for their trustworthiness:

— A single process = conformity assessment scheme (IHE-CAS)
— The same test tooling = provided by IHE International

@ 7est Reports published = by IHE International

 Multiple testing laboratories across the world accredited and
authorized by IHE International (competition & convenience)




Integrating Concepts of IHE Conformity Assessment
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IHE

IHE International

Common Test Tools and Plans

International Conformity Assessment Oversight

HTesting Report

Qnurrmr\/ Assessir r)rfr-a ling

ne
Accredits to by an Accredited Laboratory.
operate per

1ISO17025 Testing Report
Application

Vendor

v

IHE
Regional
& National

Accreditation Body !

International Consistency, Local Testing laboratories, Trust and Rigor.,
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Dimensions

IHE Connectathon

Participants Vendors & Open Source

Specific Product name and No

version (Vendor self-attestation through
Integration Statement)

Testing Profiles (Technical
Framework)

Trial Implementation and
Final text

Collaborative and Learning Yes

Pre-requisite None — Only to pass pre-

Connectathon tests

Commitment to commercial
availability

No — Reasonable
expectation

Guarantee Interoperability of
tested products

Staffing of oversight/jury Monitored by volunteers

Results

CONFORMITY
\ ASSESSMENT

_,

vendor by IHE

No — Pre-product testing OK

( W Pass Results published for

Conformity Assessment and Connectathon

IHE Profile Conformity Assessment

Vendors & Open Source
Yes

Only Selected Final Text Profiles

No

Vendor has successfully passed
profile tests at an IHE Connectathon

Yes

No — But Clearer expectation for
specific product version

Monitored by professional staff

Test Report published/attested
by accredited testing laboratory

Conformity Assessment, a value-add to Connectathon, not a replacement
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The central role of the Gazelle Platform

e-Health projects

Conformity

Assessment Projectathon

IHE

Connectathon Deployment
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megating A shared test platform: Connectathon,
Conformity, and ehealth Projects

IHE

Enterprise

Project Conformity
Assessment

Interoperability
Specifications

eH ealthProjects .
T Projectathon

T IHE Connectathon Add
H project
Standards IHE extensions

Enhancing testing rigor and reducing costs and risks Gazelle Test
on an on-going basis Platform
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1. The larger eHealth Projects (national, regional, hospital
network) that want to engage a broad number of vendors to
supply products with IHE profile conformance. Use IHE
Conformity Assessment as an entry criteria into procurement
and project level lab testing (Projectathon).

2. The care delivery organization (e.g. Hospital/Clinic) with
simple interoperability projects (e.g. connecting devices to a
Clinical System). Only a few profiles to be combined.

3. Vendors that want to avoid the overhead of retesting in each
project at the profile level.

=» A Buyer/Vendor win-win ! ;
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Operational since April 2015:

IHE International Board Approved Conformity Assessment
Scheme (IHE-CAS-vol. 1) in May 2014.

Kereval (IHE-Europe) and ICSA Labs (IHE-USA) Authorized.

Initial Set of Profiles selected by IHE-Europe, IHE-USA and IHE
Japanin September 2014: CT, ATNA, PDQ, PDQV3, PIX, XDS.

Expanded with additional profiles in April 2016: XCA, XCPD,
DEC, PIV, PIXV3, LAW, PAM

7 vendor products have passed conformity assessment:

—  Lexmark Healthcare Lexmark Healthcare
—  Tiani “Spirit” Qvera LLC
—  GE Healthcare Forcare B.V.

—  A-thon Srl
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7 Profiles offered for Conformity Assessment from May 2016
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IHE CAS and IHE profiles
proposed by EU for
procurement
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27 IHE Profiles Endorsed by The European Commission

Cross-Community Patient Sharing Value Sets (SVS) Phammacy Prescription
Discovery (XCPD) Destnbusas conrally-mawmagad commen, Cross-Enterprise Sharing of
Lecates communisies with heath roconds of urdoem nomendatures. Medical Sammarles

2 patiert and trnsiatas dertifars aovs Basic Patient Privacy (XDS-MSHPRE)

oMt Comsents (BPPC) HRocords a prescription of modicnal

products to a pationt

Phammacy Dispense (DIS)
Rocords the disparsing of medications
to 2 peont

Cross-Community Access (XCA) ®
(wnes and retneves pationt slacronic
Becith reconds hold by ofher conmussios
Cross-Community Fetch (XCF)
Fetches 2 small pro segosanod list of
documents from another communiy.
Cross-Enterprise Document
Rellable Interchange (XDR)
Eachanges pore-12-port heaith documents
botwoan health atarpnsas usng

2 wab snaca

Cross-Enterprise Document
Sharing (XDS.b} o

Shares and discovars clsctronc haalth
record dooamants batwosn heithcre
SRS

Cross-Enterprise Document
Media Interchange (XDM)
Transiers decumments and metadata usng
USE mamary or o attachments

Focords a patiant's pevacy consent
ackrowlodgemant o ba usad for enforcng
borac pvacy appropnato to o o
Cross-Enterprise

User Assertion (XUA) @
Communicanas chyims about tha idansity of
2n auhasticted eser 207053 ontarpnsa
boundanes - Fedarated Mantity

Patient Mentifler
Cross-Referencing (PIX) »

Lats apphcdions query for patiant dartity
cross ssleronoas botwaan hespitals, sitos,
becith imbermation sackanga netwerks, sic
Patient Demographics Query (PDQ) ®
Lats apphictions query by patiant
domographics for pesont idarsity from a
certrad petient misenatos sanat

Hospital
Workflows

&
Q"iﬁ"

Patlent Agministration
Management (PAM) o S
Establishes tha contrusy and istegrity of g.

poant day in and xross dants cae % ‘%
%

settings. s wal 25 amangst ambaatary
o liony

carugvers

Radlology Scheduled
Workflow (SWED)

Introducod 25 2 vaniant of o SWF Profila
It mendatos HL7 V251 for HL7 basod
transacsions and meorposates the
trnsacsions of o Pant famaticn
Reconciiation (PR) Profils.

@ Profiles inder IHE lstonesional
= ,

ogr

Exchange of Personal Health
Record Content (XPHR)

Describas tha conant and format of
patiart summary isforranon aitractod
taffrom a PHH or an BHR systom
Cross-Enterprise Sharing of
Medical Summaries (XDS-MS)
Describas tha contant and format of
Deschorge Summanss and Rafersal Notos.
Cross-Enterprise Document
Sharing for imaging (XDS-Lb) o
Extards IS 12 shars smexgs and
dagnostic raperts acoss 2 group of cxn
stos

Laboratory Reports (XD*-LAB)
Describas tha comant (human and
maching readabo) of an alacyomc cirical
bberatoey raport

Cross-Enterprise Sharing of
Scanned Documents (XDS-SD)
Erablos slectronc reconds to bo mada
from logaacy popar and offer uestructsod
shctraric doosmants

Audit Trall and Noge
Authentication (ATNA} »

Bxac suanty tesugh (2 inctona acoss
controls, (B) dofined soaunty audit leggng
and ) soaws netwerk communcations.
Consistent Time (CT) ©

Eroblos systam dodcs and tima stamps n a
setwurk 12 be synchronesad

ntro diagnosac tasts by 3 dmcd
bberatory insda 3 heably

Destributas mareged sats of cirscd
kaberatory codes (battary tast and
cbsenvation codes)

Laboratory Anatytical

Werkfiow (LAW) o

Supports e workfiow of 1est orders and
reseits weh IrVerdlagness specimans on
bbertory arafysers




nteort o Some References
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* For general information:
http:// www.ihe.net/Conformity-Assessment

* |HE-CAS-1 defines the necessary processes

e |HE-CAS-2 defines the standardized test methods for each IHE
Profile

* For Test Reports:
http://conformity.ihe.net
e Contact us and Fill the application form, Email us at:
conformityassessment@ihe-europe.net
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-
Vendor has passed Vendor apphes for Accredited laboratones Conformity Assessment
IHE Connectathon IHE Conformity Assessment testing tests each product Test Report Issued to vendor

for IHE Profiles for speaific IHE Profiles for Conformity and published on IHE net
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Thank you for your attention!

Questions?



