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NCCLS (CLSI) POCT1-A Standard — what it is about

= developed 1999-2001 by POCCIC Industry Consortium using IEEE und HL7 components

= defines 2 Interfaces: — Device Interface (DAP: IEEE 1073, DML: HL7 V2.3 + XML)
— Observation Reporting Interface (ORI: TCP / IP + HL7 V.2.3)

Device Observation Reporting
Interface Interface
Devices,
Docking Network POC Data LIS, CDR,
; Managers other CIS
Stations
= --
= |
= =
Device Observation Observation
Test Results, Reviewer Test Results, Recipient
QA/QC Information Ordering Information
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Where we are now:
CLSI* POCT1-A2 (March 2005) replaces POCT1-A
Changes and extensions:

B Device Identifier: 3 Options
- EUI-64 (preferred)
- Concatenation of vendor_id, model_id, and serial_id fields from the device
object of the DML using the / as a delimiter
- A legacy identifier string, distinguishable from EUI-64 and vendor_id
B Naming of vendor-specific directive messages
- |dentification
- Use of Coded Vendor Identifier
M Error corrections & minor textual improvements etc.
B Enhanced accessibility and readability

*(Clinical & Laboratory Standards Institute)
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International Standardization: How it works

1"Vienna Agreement”
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Adoption of POCT1-A by ISO TC 215

B ... Resolved that ISO/TC 215 accepts the POCCIC/NCCLS AUTO®6-A POCT standard
"Health informatics — Analytical instruments — Point-of-care test” as a fast track DIS
ballot with a designation of 11073-90100...."

(Resolution 13 of ISO/TC 215: 30 August 2001, London / England)

= CLSI POCTT1-A will be issued as ISO DIS11073-90100 as soon as
copyright problems between ISO and CLSI (NCCLS) are solved

This process was finished by early 2006

Ballot for ISO DIS 11073-90100 started 07 April 2006, ended 07 September 2006
Result: Approval / 14 P-Members in favour out of 17 = 82,35% (required 66,66%)
Apart from 3 negative votings, there was a number of comments

Next step: adoption of ISO DIS11073-90100 as a CEN standard
(thus overriding national standards in EU)
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Ballot comments on ISO DIS 11073-90101

B “We are much in favour of this standard, and we would very much like to see it
published. However, we perceive that there is a newer version: POCT1-A2, and we
suggest to publish this instead.”

= Integrate the latest developments due to the new available version POCT1-A2

“The UK is very supportive of the long-awaited submission of this CLSI standard in the
ISO 11073 series. as an international he version of the HL7 V3 datatypes referenced is
outdated. However, we are aware that since the submission was started an amended
version of the POCT1-A (2001) standard has been balloted. This contains some important
clarifications plus some minor corrections based on experience in use. For this reason, the
UK is of the opinion that the published international standard should be the test of the
revised version (...) It is for this reason, and this reason only, that the UK is submitting a
negative ballot on DIS 11073-90101.(...)

= Replace the balloted text (...) with the text of POCT1-A2 (...)
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Adoption of POCT1-A by CEN TC 251

The ISO/IEEE pilot process ... (will) allow more countries to participate in the IEEE ballots
than were permitted in either CEN or ISO. (...). At the ballot stage, parallel work items
would be raised in ISO and CEN, with ISO to take the lead on the WI. There would also
be parallel voting in the IEEE/ISO and CEN, with all comments raised to noted by the

international experts and resolved. This co-operative process (will) result in IEEE/ISO
standards and CEN ENs...

(Minutes of CEN/TC 251/WGIV Meeting October 2001, Stockholm / Sweden)

= Next step: adoption of ISO DIS11073-90100 as a CEN standard
(thus overriding national standards in EU!)
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(9
JHE -"Integrating the Healthcare Enterprise”

M [nitiative initiated in 1998 by HIMSS (Healthcare Information and Management Systems
Society) & RSNA (Radiological Society of North America) to “promote and support the
integration of systems in a healthcare enterprise (hospital)”

M Motivation: Lack of interoperability among HIS / RIS / PACS systems > Definition of “Integration
Profiles”

M Paradigm: Specify the use of existing standards wherever possible
® |HE Profile for Laboratory Point Of Care Testing leverages CLSI POCT1-A
M |HE European events expected for 2007 to include Point Of Care Testing:
- Connectathon (17 April 2006 in conjunction with ITEG 2007 in Berlin? )
- Interoperability Showcase (Vienna 23-26 October 2007?)
B Planning started with Kickoff Meeting 12 October 2006 in Geneva during “The World of Health IT”
B Preparatory communication and workshop expected soon (early 20077?)

See IHE presentation
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Evaluation of POCT1-A for “Personal Health” use
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Quelle: Intel Digital Health Group / Continua-Alliance for

IEEE11073 Personal Health Data Workgroup
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Over 55 companies are now part of Continua!
See Continua presentation

Quelle: Continua-Alliance
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AGGREGATION
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Mobile Phone  Base Station : Switching
Gateway Station

Storage
Database

Wired Network (i.e., PSTN, 802.3 ethernet)
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ISO/IEEE 11073 | IHE PCD | HL7 Dev SIG Wireless Use Cases

Topological Areas of Interest
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e-Health / Personal Health Interactions & Integration Paths
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CIC El Communication Platform: BSCW-Server
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Thank you for your attention

Thomas Norgall
Chair CIC European Initiative
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What next? : (Potential) Directions / Action Items
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Conclusions: ?
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