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Health informatics - Personal health device communication - Part 10418:
Device specialization - International Normalized Ratio (INR) monitor -
Technical Corrigendum 1 (ISO/IEEE 11073-10418:2014/Cor 1:2016)

Informatique de santé - Communication
entre dispositifs de santé personnels - Partie
10418: Spécialisation des dispositifs -
Surveillance du rapport normalisé
international (INR) - Rectificatif technique 1
(ISO/IEEE 11073-10418:2014/Cor 1:2016)

Medizinische Informatik - Kommunikation
von Gerdten fiir die personliche Gesundheit -
Teil 10418: Geratespezifikation - Monitor fiir

den international standardisierter
Thromboplastinzeit-Quotient (INR) -
Berichtigung 1 (ISO/IEEE 11073-
10418:2014/Cor 1:2016)

This corrigendum becomes effectiveson 19 Octoben 2016 for incorporation in the official English

version of the EN.
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European foreword

The text of ISO/IEEE 11073-10418:2014/Cor 1:2016 has been prepared by Technical Committee
ISO/TC 215 “Health informatics” of the International Organization for Standardization (ISO) and has
been taken over as EN ISO 11073-10418:2014/AC:2016 by Technical Committee CEN/TC 251 “Health

informatics” the secretariat of which is held by NEN.

Endorsement notice

The text of ISO/IEEE 11073-10418:2014/Cor 1:2016 has been approved by CEN as EN
[SO 11073-10418:2014/AC:2016 without any modification.
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Health informatics — Personal health device communication

Part 10418:
Device specialization — International Normalized Ratio (INR)
monitor

TECHNICAL CORRIGENDUM 1

Informatique de santé — Communication entre dispositifs de santé personnels — Partie 10418: Spécialisation
des dispositifs — Surveillance du rapport normalisé_international (INR)

RECTIFICATIF TECHNIQUE 1

Technical Corrigendum 1 toISO/IEEE 14073-10418)was)prepared by the IEEE 11073 Standards Committee
of the IEEE Engineering in Medicine and Biology Society (as IEEE Std 11073-10418-2014/Cor 1:2015). It was
adopted by Technical Committee ISO/TC 215, Health informatics, in parallel with its approval by the ISO
member bodies, under the “fast-track procedure” defined in the Partner Standards Development Organization
cooperation agreement between ISO and IEEE. IEEE is responsible for the maintenance of this document
with participation and input from ISO member bodies.

ICS 35.240.80 Ref. No. ISO/IEEE 11073-10418:2014/Cor.1:2016(E)
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Health informatics—Personal health device communication

Part 10418: Device specialization—
International Normalized Ratio (INR) monitor

Corrigendum 1
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Abstract: A normative definition of communication between personal telehealth International
Normalized Ratio (INR) devices (agents) and managers (e.g., cell phones, personal computers,
personal health appliances, and set top boxes) is established in this standard in a manner that
enables plug-and-play interoperability. Work done in other ISO/IEEE 11073 standards is
leveraged, including existing terminology, information profiles, application profile standards, and
transport standards. The use of specific term codes, formats, and behaviors in telehealth
environments restricting optionality in base frameworks in favor of interoperability is specified. A
common core of functionality of INR devices is defined in this standard. In the context of personal
health devices, the measurement of the prothrombin time (PT) that is used to assess the level of
anticoagulant therapy and its presentation as the International Normalized Ratio compared to the
prothrombin time of normal blood plasma is referred to in INR monitoring. Applications of the INR
monitor include the management of the therapeutic level of anticoagulant used in the treatment of
a variety of conditions. The data modeling and its transport shim layer according to
IEEE Std 11073-20601™-2014 are provided by this standard, and the measurement method is
not specified.

This standard corrects errors that have been identified in the IEEE Std 11073-10418-2011 to
make it easier to implement the standard in an interoperable fashion.

Keywords: |[EEE 11073™, IEEE 11073-10418™, IEEE 11073-20601™, ISO/IEEE 11073-10418,
ISO/IEEE 11073-20601, International Normalized Ratio (INR) monitor, medical device communication,
personal health devices
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Important Notices and Disclaimers Concerning IEEE Standards Documents

IEEE documents are made available for use subject to important notices and legal disclaimers. These
notices and disclaimers, or a reference to this page, appear in all standards and may be found under the
heading “Important Notice” or “Important Notices and Disclaimers Concerning IEEE Standards
Documents.”

Notice and Disclaimer of Liability Concerning the Use of IEEE Standards
Documents

IEEE Standards documents (standards, recommended practices, and guides), both full-use and trial-use, are
developed within IEEE Societies and the Standards Coordinating Committees of the IEEE Standards
Association (“IEEE-SA”) Standards Board. IEEE (“the Institute”) develops its standards through a
consensus development process, approved by the American National Standards Institute (“ANSI”), which
brings together volunteers representing varied viewpoints and interests to achieve the final product.
Volunteers are not necessarily members of the Institute and participate without compensation from IEEE.
While IEEE administers the process and establishes rules to promote fairness in the consensus development
process, IEEE does not independently evaluate, test, or verify the accuracy of any of the information or the
soundness of any judgments contained in its standards.

IEEE does not warrant or represent the accuracy or content of the material contained in its standards, and
expressly disclaims all warranties (express, implied and statutory) not included in this or any other
document relating to the standard, including, but not limited to, the warranties_of: merchantability; fitness
for a particular purpose; non-infringement; and quality; accuracy, effectiveness, currency, or completeness
of material. In addition, IEEE disclaims any and all conditions relating to: results; and workmanlike effort.
IEEE standards documents are supplied “AS/ ISzand ““"WITH ALL.FAULTS.”

Use of an IEEE standard is wholly yvoluntary, The existence of an IEEE standard does not imply that there
are no other ways to produce, test, measure, purchase, market, or provide other goods and services related
to the scope of the IEEE standard. Furthermore, the viewpoint, expressed at,the,time a standard is approved
and issued is subject to change brought about through developments in the state of the art and comments
received from users of the standard.

In publishing and making its standards available, IEEE is not suggesting or rendering professional or other
services for, or on behalf of, any person or entity nor is IEEE undertaking to perform any duty owed by any
other person or entity to another. Any person utilizing any IEEE Standards document, should rely upon his
or her own independent judgment in the exercise of reasonable care in any given circumstances or, as
appropriate, seek the advice of a competent professional in determining the appropriateness of a given
IEEE standard.

IN NO EVENT SHALL IEEE BE LIABLE FOR ANY DIRECT, INDIRECT, INCIDENTAL, SPECIAL,
EXEMPLARY, OR CONSEQUENTIAL DAMAGES (INCLUDING, BUT NOT LIMITED TO:
PROCUREMENT OF SUBSTITUTE GOODS OR SERVICES; LOSS OF USE, DATA, OR PROFITS;
OR BUSINESS INTERRUPTION) HOWEVER CAUSED AND ON ANY THEORY OF LIABILITY,
WHETHER IN CONTRACT, STRICT LIABILITY, OR TORT (INCLUDING NEGLIGENCE OR
OTHERWISE) ARISING IN ANY WAY OUT OF THE PUBLICATION, USE OF, OR RELIANCE
UPON ANY STANDARD, EVEN IF ADVISED OF THE POSSIBILITY OF SUCH DAMAGE AND
REGARDLESS OF WHETHER SUCH DAMAGE WAS FORESEEABLE.

Translations

The IEEE consensus development process involves the review of documents in English only. In the event
that an IEEE standard is translated, only the English version published by IEEE should be considered the
approved IEEE standard.
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