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Foreword

This document (EN ISO 11073-10417:2014) has been prepared by Technical Committee ISO/TC 215 “Health
informatics” in collaboration with Technical Committee CEN/TC 251 “Health informatics” the secretariat of
which is held by NEN.

This European Standard shall be given the status of a national standard, either by publication of an identical
text or by endorsement, at the latest by September 2014, and conflicting national standards shall be
withdrawn at the latest by September 2014.

Attention is drawn to the possibility that some of the elements of this document may be the subject of patent
rights. CEN [and/or CENELEC] shall not be held responsible for identifying any or all such patent rights.

This document supersedes EN ISO 11073-10417:2011.

According to the CEN-CENELEC Internal Regulations, the national standards organizations of the following
countries are bound to implement this European Standard: Austria, Belgium, Bulgaria, Croatia, Cyprus, Czech
Republic, Denmark, Estonia, Finland, Former Yugoslav Republic of Macedonia, France, Germany, Greece,
Hungary, Iceland, Ireland, Italy, Latvia, Lithuania, Luxembourg, Malta, Netherlands, Norway, Poland, Portugal,
Romania, Slovakia, Slovenia, Spain, Sweden, Switzerland, Turkey and the United Kingdom.

Endorsement notice

The text of ISO/IEEE 11073-10417:2014, Corrected version 2014-05-01 has been approved by CEN as
EN ISO 11073-10417:2014 without any modification.
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Introduction

This introduction is not part of IEEE Std 11073-10417-2011, Health informatics—Personal health device communication—Part

10417: Device specialization—Glucose meter.

ISO/IEEE 11073 standards enable communication between medical devices and external computer
systems. This document uses the optimized framework created in ISO/IEEE 11073-20601:2010" and
describes a specific, interoperable communication approach for glucose meters. These standards align with
and draw on the existing clinically focused standards to provide support for communication of data from
clinical or personal health devices.

Revision history for IEEE Std 11073-10417

IEEE Std 11073-
10417-2009

Initial release of the standard.

IEEE Std 11073-
10417-2011

The following changes were implemented in this revision:

a)
b)

¢)

d)

g)

h)

i)

k)

In Table 6, the Supplemental-Type attribute was changed from Conditional to Optional.
In the fourth paragraph of 6.9.1, the first sentence was reworded to specify that the agent
init will be disabled when a PM-store is present.
In the second paragraph of 6.9.1, the use cases associated with agent-init versus
manager-init transmission of measurement data were clarified.
In Annex B, “Numeric class” to “Enumeration class” was corrected.
A new standard configuration was added, which affects the following:
1) New paragraph in 6.4.2.
2)  Added a new Control Solution object separate from the Blood Glucose object
(6.6.7).
3) Removed MDC CONC _GLU CONTROL from the Blood Glucose object’s
Type attribute.
4) In6.6.2, added +/- INFINITY as a way to indicate out-of-range sensor
measurements. Also added this to the new Control Solution object in 6.6.7.
In Table 13, the Semantic-Modality attribute was removed and the Supplemental-Types
attribute was added.

MDC CONC GLU UNDETERMINED PLASMA and
MDC_CONC_GLU_UNDETERMINED WHOLEBLOOD were added for meters that
report plasma or whole blood glucose concentrations taken from an unknown sample
source. Also, Table 1 was modified to add the “undetermined” sample source. The new
OID was added to the Blood Glucose object extended configuration and the new
standard configuration (Table 7).

The MDC_CTXT GLU MEAL BEDTIME nomenclature code was added to the
Context Meal enumeration object.

The Confirm-Timeout attribute was added, which was missing in Table 22.

Table 13 was corrected. The recommended Enum-Observed-Value attribute should be
Basic-Bit-Str instead of Simple-Bit-Str, as explained in the text following the table.

In E.5.1, the encoding of Measurement-Active-Period = 1 hour was corrected to be a
FLOAT type instead of a UINT-32.

In C.3, the description of Glucose | Context | Meal | BeforeMeal was corrected and lines
were added for Glucose | Context | Meal | Fasting and Glucose | Context | Meal |
Bedtime.

In 8.3.2 and 8.3.3, the protocol-version text was modified to clarify what must be done
when multiple protocol versions exist.

For information on references, see Clause 2.

v
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n) In 8.2, the N, limitation requirement was modified such that there is a limit for non-PM-
store configurations but not for a PM-store configuration. The N,, value of 5120 for non-
PM-store configurations is based on an event report that contains 25 measurements of
each of the 11 defined objects.

0) An additional use case description text to 5.1 was added.

p) Title, headers and footers, copyrights, formatting, references, and so on were updated
per IEEE Standards publishing guidelines.

q) In Table 7 for the Simple-Nu-Observed-Value and Compound-Simple-Nu-Observed-
Value, the qualifier to “C” was changed and the text in the Value column was expanded.

1) In6.6.1, the first sentence of the last paragraph was replaced with “For standard
configurations the optional attributes are initially not present.”

s)  Six occurrences of “manager device” to were changed to “manager”.

Notice to users

Laws and regulations

Users of these documents should consult all applicable laws and regulations. Compliance with the
provisions of this standard does not imply compliance to any applicable regulatory requirements.
Implementers of the standard are responsible for observing or referring to the applicable regulatory
requirements. [EEE does not, by the publication of its standards, intend to urge action that is not in
compliance with applicable laws, and these documents may not be construed as doing so.

Copyrights

This document is copyrighted by the IEEE. It is made available for a wide variety of both public and
private uses. These include both use, by reference, in laws and regulations, and use in private self-
regulation, standardization, and the promotion of engineering practices and methods. By making this
document available for use and adoption by public authorities and private users, the IEEE does not waive
any rights in copyright to this document.

Updating of IEEE documents

Users of IEEE standards should be aware that these documents may be superseded at any time by the
issuance of new editions or may be amended from time to time through the issuance of amendments,
corrigenda, or errata. An official IEEE document at any point in time consists of the current edition of the
document together with any amendments, corrigenda, or errata then in effect. In order to determine whether
a given document is the current edition and whether it has been amended through the issuance of
amendments, corrigenda, or errata, visit the IEEE Standards Association web site at
http://ieeexplore.ieee.org/xpl/standards.jsp, or contact the IEEE at the address listed previously.

For more information about the IEEE Standards Association or the IEEE standards development process,
visit the IEEE-SA web site at http://standards.ieee.org.

Errata

Errata, if any, for this and all other standards can be accessed at the following URL:
http://standards.ieee.org/findstds/errata/index.html. Users are encouraged to check this URL for errata
periodically.

v
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Interpretations

Current interpretations can be accessed at the following URL:
http://standards.ieee.org/findstds/interps/index.html.

Patents

Attention is called to the possibility that implementation of this standard may require use of subject matter
covered by patent rights. By publication of this standard, no position is taken by the IEEE with respect to
the existence or validity of any patent rights in connection therewith. If a patent holder or patent applicant
has filed a statement of assurance via an Accepted Letter of Assurance, then the statement is listed on the
IEEE-SA website http://standards.ieee.org/about/sasb/patcom/patents.html. Letters of Assurance may
indicate whether the Submitter is willing or unwilling to grant licenses under patent rights without
compensation or under reasonable rates, with reasonable terms and conditions that are demonstrably free of
any unfair discrimination to applicants desiring to obtain such licenses.

Essential Patent Claims may exist for which a Letter of Assurance has not been received. The IEEE is not
responsible for identifying Essential Patent Claims for which a license may be required, for conducting
inquiries into the legal validity or scope of Patents Claims, or determining whether any licensing terms or
conditions provided in connection with submission of a Letter of Assurance, if any, or in any licensing
agreements are reasonable or non-discriminatory. Users of this standard are expressly advised that
determination of the validity of any patent rights, and the risk of infringement of such rights, is entirely
their own responsibility. Further information may be obtained from the IEEE Standards Association.
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Health informatics—Personal health device communication

Part 10417: Device specialization—
Glucose meter

IMPORTANT NOTICE: This standard is not intended to ensure safety, security, health, or
environmental protection. Implementers of the standard are responsible for determining appropriate
safety, security, environmental, and health practices or regulatory requirements.

This IEEE document is made available for use subject to important notices and legal disclaimers.
These notices and disclaimers appear in all publications containing this document and may
be found under the heading “Important Notice” or “Important Notices and Disclaimers
Concerning IEEE Documents.” They can also be obtained on request from IEEE or viewed at
http://standards.iece.org/IPR/disclaimers. html.

1. Overview

1.1 Scope

Within the context of the ISOAEEE 11073 family of standards for device communication, this standard
establishes a normative definition of communication between personal telehealth glucose meter devices and
compute engines (e.g., cell phones, personal computers, personal health appliances, and set top boxes) in a
manner that enables plug-and-play interoperability. It leverages appropriate portions of existing standards,
including ISO/EEE 11073 terminology, information models, application profile standards, and transport
standards. It specifies the use of specific term codes, formats, and behaviors in telehealth environments
restricting optionality in base frameworks in favor of interoperability. This standard defines a common core
of communication functionality for personal telehealth glucose meters.

1.2Purpose

This standard addresses a need for an openly defined, independent standard for controlling information
exchange to and from personal health devices and compute engines (e.g, cell phones, personal computers,
personal health appliances, and set top boxes). Interoperability is the key to growing the potential market
for these devices and to enabling people to be better informed participants in the management of their
health

1
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1.3 Context

See IEEE Std 11073-20601a™-2010" for an overview of the environment within which this standard is
written

This standard defines the device specialization for the glucose meter, being a specific agent type, and it
provides a description of the device concepts, its capabilities, and its implementation according to this
standard.

This standard is based on IEEE Std 11073-20601a™-2010 and ISOAEEE 11073-20601: 2010, which in turn
draw information from both ISOAEEE 11073-10201:2004 [B3]? and ISO/AEEE 11073-20101:2004 [B4].
The medical device encoding rules (MDERs) used within this standard are fully described in
ISOAEEE 11073-20601:2010.

This standard reproduces relevant portions of the nomenclature found in ISO/ZEEE 11073-10101: 2004 [B2]
and adds new nomenclature codes for the purposes of this standard Among this standard,
ISOAEEE 11073-20601:2010, and IEEE Std 11073-20601a-2010, all required nomenclature codes for
implementation are documented.

NOTE 1—IEEE Std 11073-20601a-2010 is an amendment to ISOAEEE 11073-20601: 2010. It contains new material
and corrections and does not copy the content of ISO/AEEE 11073-20601: 2010. Throughout this standard, a reference
to [EEE Std 11073-20601a-2010 refers to the document that is obtained after applying this new material and
corrections to ISOAEEE 11073-20601: 2010

NOTE 2—In this standard, ISOAEEE 11073-104zz is used to refer to the collection of device specialization standards
that utilize [EEE Std 11073-20601a- 2010, where zz can be any number from 01 to 99, inclusive.

2 Normative references

The following referenced documents are indispensable for the application of this document (i.e., they must
be understood and used, so that each referenced document is cited in text and its relationship to this
document is explained). For dated references, only the edition cited applies. For undated references, the
latest edition of the referenced document (including any amendments or corrigenda) applies.

IEEE Std 11073-20601a™-2010, Health informatics— Personal health device communication— A pplication
profile— Optimized Exchange Protocol— A mendment 1.*°

ISOAEEE 11073-20601: 2010, Health informatics— Personal health device communication— A pplication
profile— Optimized Exchange Protocol.®

! Information on references can be found in Clause 2.

?The numbers in brackets correspond to those of the bibliography in A nnex A.

% Notes in text, tables, and figures are given for information only and do not contain requirements needed to implement the standard.
*The IEEE standards or products referred to in this clause are trademarks of the Institute of Electrical and Electronics Engineers, Inc.

S IEEE publications are available from the Institute of Electrical and Electronics Engineers, 445 Hoes Lane, Piscataway, NJ 08854-
4141, USA (http: /standards.ieee.org)).

SISO/EEE publications are available from the ISO Central Secretariat, 1, ch. de la Voie-Creuse, Case postale 56, CH-1211, Geneva
20, Switzerland (http: /Avww.iso.ch/). ISO/AEEE publications are also available in the United States from the Institute of Electrical and
Electronics Engineers, 445 Hoes Lane, Piscataway, NJ 08854-4141, USA (http: /standards.ieee.org)).
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