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Abstract

CLSI AUTO16—Next-Generation In Vitro Diagnostic Instrument Interface defines a connectivity standard based on the
Laboratory Analytical Workflow (LAW) Profile? of the Integrating the Healthcare Enterprise organization, which originated
from the work of the In Vitro Diagnostic (IVD) Industry Connectivity Consortium. In addition to the LAW Profile, CLSI
AUTO16 includes implementation and integration guidance, security considerations, examples, and other supplemental
information. The intended users of CLSI AUTO16 are IVD system manufacturers, as we| grsonnel and information
technology management of medical laboratories.
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The CLSI consensus p¥@8€ss, which is the mechanism for moving a document through 2 or more levels of review by the
health care community, is an ongoing process. Users should expect revised editions of any given document. Because
rapid changes in technology may affect the procedures, methods, and protocols in a standard or guideline, users
should replace outdated editions with the current editions of CLSI documents. Current editions are listed in the CLSI

catalog and posted on our website at www.clsi.org.
If you or your organization is not a member and would like to become one, or to request a copy of the catalog, contact us at:

P: +1.610.688.0100 F:+1.610.688.0700 E: customerservice@clsi.org W: www.clsi.org
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Foreword

CLSI AUTO16 is a successor to CLSI LIS012 and CLSI LISO23 (see Appendix A for a description of differences) for the

next generation of in vitro diagnostic (IVD) instruments and discusses the connectivity challenges present in medical
laboratories. CLSI AUTO16 leverages the work of the IVD Industry Connectivity Consortium and Integrating the
Healthcare Enterprise (IHE) organizations through the use of the Laboratory Analytical Workflow (LAW) Profile. Benefits
of this new IVD system connectivity protocol include:

+ Improved interoperability through the use of modern health care connectivity protocols and network technologies
« A more consistent interface across instruments with differing capabilities

« Substantial reduction in connectivity installation cost and time

+ Improved integrity of patient result data

+ Standardized data flow of IVD patient and QC test work order st
and LIS or laboratory automation systems

nd results strument, middleware,

+ Support for common testing workflows, such as rerun and reflex testi
+ The availability of extensive resources for use during implementatio
In addition, CLSI AUTO16 supplements the LAW Profile by:
+ Providing guidance to vendors on implementing the LA
« Providing guidance to health care providers on integrating ementing the LAW Profile

« Consolidating the LAW elements of the IHE Pa
improve profile usability

icine (PaLM) Technical Framework to

- Offering guidance on securing the int

Overview of Changes
CLSI AUTO16-Ed2 replaces AUTQ in 2019. This edition incorporates updates made to the LAW Profile as

NOTE: The content of CLSI AUTO16 is supported by the CLSI consensus process and does not necessarily reflect the views
of any single individual or organization.
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2 HL7® is the registered trademark of Health Level Seven International.

®LOINC® is a registered US trademark of Regenstrief Institute, Inc.

¢ CDA® is the registered trademark of Health Level Seven International.

4SNOMED CT® is the registered trademark of the International Health Terminology Standards Development Organisation.
¢ DICOM® is a registered trademark of the National Electrical Manufacturers Association.
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Next-Generation In Vitro Diagnostic Instrument Interface

© Introduction

1.1 Scope

CLSI AUTO16 specifies requirements for the data exchange associated with the analytical workflow between
medical laboratory in vitro diagnostic (IVD) instruments and the systems managing their work. This data
exchange includes test orders and test results for both patients and QC specimens. Additional guidance is also
provided to aid in the standard’s adoption and implementation. CLSI AUTO16 applies to all medical laboratory
specialties (including blood bank testing). The intended users of CLSI AUTO16 are IVD in endors, IVD
software systems vendors (LIS and middleware), and medical laboratory information §
CLSIAUTO16:

- Does not apply to point-of-care information exchange, which is alr

« Does not apply to imaging information exchange, which is already stan
communications in medicine (DICOM®?)

+ Is not intended to standardize the features of IVD instrumen v nly their external
connectivity

- Does not apply to communication between systems alread ntegrating the Healthcare
Enterprise (IHE) profiles (ie, laboratory testing wo '

1.2 Background

Laboratories and their vendor, ount of time and money connecting analyzers and IT

esulting from inconsistency in the way data exchange

ove interoperability between IVD testing systems and health
and variability in the exchange of information related to patient and
thereof. The IHE LAW Profile provides the following capabilities, most of which

are not supported by CLSI LIS nd CLSI LIS02:

« Support forimmunoas nical chemistry, hematology, microbiology, and molecular testing
+ Unique identification¥® each order request at the test or test panel level
« Improved query for orders

+ Selection of query as the default mode

+ Simplified order download

+ Ability for an analyzer to accept or reject orders

2 DICOM® is a registered trademark of the National Electrical Manufacturers Association.
®LOINC® is a registered US trademark of Regenstrief Institute, Inc.

2 © Clinical and Laboratory Standards Institute. All rights reserved.
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