'H

Traditional Chinese Medicine.

As a consequence TC 249 instructs its secretariat to request the text of the ISO/DTS
18790-1 from TC 215 no later than 9 June 2014. Accept in principle with further editorial
clarification of resolution needed.

[*TC 215 resolution 35 [JWG1-R01] ISO/AWI/DTS 18790-1 for DTS ballot

For ISO/AWI/DTS 18790-1,Health informatics--Profiling Framework and Classification
for Traditional Medicine informatics standards development--partl: Traditional Chinese
Medicine, ISO/TC215approves the recommendation of JWG 1 to issue a DTS ballot;
instructs the project lead to provide the text of ISO/DTS 18790 to the TC215 Secretary no
later than 9 June 2014; instructs the TC215 Secretary to launch a two month DTS ballot
no later than 12 June 2014( to be available for the Berlin meeting Oct 5 -10, 2014) and
request that TC249 launch a parallel ad-hoc 2-month DTS ballot.]

Resolution 132 (Kyoto 2014:50)[JWG1-R2: ISO/AWI TS 16843-1 Categorical
structure for representation of acupuncture—Part 1: Acupuncture points and
ISO/AWI TS 16843-2 Categorical structures for representation of acupuncture -
Part 2: Needling ]

ISO/TC 249 resolves to accept the recommendation of JWG1 that ISO/AWI TS 16843-1
Categorical structure for representation of acupuncture—Part 1: Acupuncture points and
ISO/AWI TS 16843-2 Categorical structures for representation of acupuncture -Part 2:
Needling will not be put into JWGT since these two projects are reinstatement projects
from TC215 and as these projects are well advanced, they remain in TC215. Noting that
comments from TC249 are still very welcome.

Resolution 133 (Kyoto 2014: 51)
ISO/TC 249 resolves that the secretariat with Work Coordination Group (CAG?2) will prepare
a paper for the 6™ plenary meeting proposing a Technical Report on levels of evidence.

Resolution 134 (Kyoto 2014: 52)
ISO/TC 249 resolves that the introduction of relevant standards will include a statement that
"the standard is applicable to TM systems derived from ancient Chinese medicine".

Resolution 135 (Kyoto 2014: 53)
ISO/TC 249 resolves to express its deep appreciation to Japan for hosting the 5™ plenary
meeting in Kyoto.

Resolution 136 (Kyoto 2014:54)
China has offered to host the next plenary in a city to be decided in first week of June 2015.
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NEW WORK ITEM PROPOSAL

Closing date for voting Reference number
(to be given by the Secretariat)

Date of circulation

1SOITC 1sc N

] Proposal for new PC

Secretariat

A proposal for a new work item within the scope of an existing committee shall be submitted to the secretariat of that committee with a copy to
the Central Secretariat and, in the case of a subcommittee, a copy to the secretariat of the parent technical committee. Proposals not within the
scope of an existing committee shall be submitted to the secretariat of the ISO Technical Management Board.

The proposer of a new work item may be a member body of ISO, the secretariat itself, another technical committee or subcommittee, or
organization in liaison, the Technical Management Board or one of the advisory groups, or the Secretary-General.

The proposal will be circulated to the P-members of the technical committee or subcommittee for voting, and to the O-members for information.

IMPORTANT NOTE: Proposals without adequate justification risk rejection or referral to originator.
Guidelines for proposing and justifying a new work item are contained in Annex € of the ISO/IEC Directives, Part 1.

[[] The proposer has considered the guidance given in the Annex C during the preparation of the NWIP,

Proposal (to be completed by the proposer)

Title of the proposed deliverable.
(in the case of an amendment, revision or a new part of an existing document, show the reference number and current title)

English title Abdominal Physiological Parameter Detectors

French title
(if available)

Scope of the proposed deliverable.

This International Standard specifies the general requirements for basic safety and quality of the abdominal physiological
parameter detectors. This standard is limited to the safety and performance control of the devices during abdominal
physiological parameters detection and does not prescribe the clinical abdominal diagnosis associated with the findings
obtained from the devices.
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New work item proposal

Purpose and justification of the proposal*

This proposal aims to establish an international standard for abdominal physiological parameter detectors. Abdominal
palpation is a key technique in traditional medicine, of which the basic ideas can be found in Nan Jing’, ‘Shang Han Lun’
and ‘Jingui Yaolue’, and was developed in Kampo medicine to gather abdominal distress information, and is popularly
applied to clinical diagnosis all over the world. The abdominal physiological parameter detectors are used in gathering and
processing the abdominal findings and offer strong technological support for further development of the abdominal
palpation technique. The devices also provide a foundation for academic exchange, education and international cooperation.
Despite their extensive use in clinical practice, international standards addressing abdominal physiological parameter
detectors is lacking. To guarantee performance and safety of abdominal physiological parameter detectors, it is necessary to
develop an international standard for this device.

*The reason for requiring justification statements with approval or disapproval votes is primarily to collect input on market or stakeholder
needs, and on market relevance of the proposal, to benefit the development of the proposed ISO standard(s). Any NSB vote in relation to a
proposal for new work may resuit in significant commitments of resources by all parties (NSBs, committee leaders and delegates/experts) or
may have significant implications for ISO's relevance in the global community. It is especially important that NSBs consider and express
why they vote the way they do. In addition, it is felt that it would be useful for ISO and its committees to have documentation as to why the
NSBs feel a proposal has market need and market relevance. Therefore, please ensure that your justifying statements with your approval or
disapproval vote convey the reason(s) why your national consensus does or does not support the market need and/or global relevance of
the proposal.

If a draft is attached to this proposal,:

Please select from one of the following options (note that if no option is selected, the default will be the first
option):

X Draft document will be registered as new project in the committee's work programme (stage 20.00)
[] Draft document can be registered as a Working Draft (WD — stage 20.20)

[ ‘Draft document can be registered as a Committee Draft (CD — stage 30.00)

[ Draft document can be registered as a Draft International Standard (DIS — stage 40.00)

Is this a Management Systems Standard (MSS)?

[ Yes X No

NOTE: if Yes, the NWIP along with the Justification study (see Annex SL of the Consolidated 1ISO Supplement) must be sent
to the MSS Task Force secretariat (tmb@iso.org) for approval before the NWIP ballot can be launched.

Indication(s) of the preferred type or types of deliverable(s) to be produced under the proposal.

International Standard [T] Technical Specification  [] Publicly Available Specification  [] Technical Report

Proposed developmenttrack [] 1 (24 months) [X 2 (36 months - default) [[] 3 (48 months)

Known patented items (see ISO/IEC Directives, Part 1 for important guidance)

[ Yes No If "Yes", provide full information as annex

A statement from the proposer as to how the proposed work may relate to or impact on existing work, especially
existing ISO and IEC deliverables. The proposer should explain how the work differs from apparently similar work,
or explain how duplication and conflict will be minimized.

There are no similar works or ISO and IEC deliverables proposed or existing thus far.

A listing of relevant existing documents at the international, regional and national levels.

FORM 4 (ISO) v. 2013 Page 2 of 3
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A simple and concise statement identifying and describing relevant affected stakeholder categories (including small
and medium sized enterprises) and how they will each benefit from or be impacted by the proposed deliverable(s)
The following are the stakeholders of this international standard:

1. Manufactures engaged in developing relevant devices and systems supporting abdominal palpation diagnosis.

This international standard will specify the general technological requirements for abdominal physiological parameter
detectors and will provide basic technological guidelines.

2. Researchers, physicians, teachers, and students engaged in studies, education, and academic activities in the field of
abdominal palpation diagnosis.

This international standard will provide a foundation of academic exchange, education, and international cooperation in the
field of abdominal palpation diagnosis. This international standard will also offer a strong technological support for further
development and studies in abdominal palpation diagnosis techniques.

3. Physicians and patients who use traditional medicine.

This international standard will promote the objectification and visualization of the traditional medicine and will help to
collect quantified evidence of abdominal palpation diagnosis, which will promote traditional medicine toward evidence-
based medicine. In addition, the communications between physicians and patients will be greatly improved.

Liaisons: Joint/parallel work:

A listing of relevant external international organizations. | Possible joint/parallel work with:

or internal parties (other ISO and/or IEC committees) to IEC | i# ittee 1D

be engaged as liaisons in the development of the o (please  specify committee ID)

deliverable(s). [JCEN (please specify committee ID)
[ Other (please specify)

A listing of relevant countries which are not already P-members of the committee.
N.A.

Preparatory work (at a minimum an outline should be included with the proposal)
[0 A draft is attached X An outline is attached [] An existing document to serve as initial basis
The proposer or the proposer’s organization is prepared to undertake the preparatory work required X Yes

[ No

Proposed Project Leader (name and e-mail address)
Xiaoyu Mi

Name of the Proposer
(include contact information)

Hardware Engineering Lab., Fujitsu Laboratories Ltd.,
10-1 Morinosato-Wakamiya, Atsugi, Kanagawa 243-0197,
Japan

Toshihiro TOGO
JISC (Japanese Industrial Standards Committee)
E-mail: togo@tau.ac.jp

Tel +81-46-250-8224 Fax +81-46-250-8842
E-mail: mi.xiaoyu@jp.fujitsu.com

Huilin Zhou

Shanghai Daosheng Medical Technology Co. Ltd.,

421, NiuDun Rd. Pudong Area, Shanghai 201203, China,
Tel +86-21-50504988 Fax +86-21-50809707
E-mail: zhouhuilin@daosh.com

Supplementary information relating to the proposal

X This proposal relates to a new ISO document;

| This proposal relates to the adoption as an active project of an item currently registered as a Preliminary Work Item;
| This proposal relates to the re-establishment of a cancelled project as an active project.

Other:

Annex(es) are included with this proposal (give details)
Annex A: Purpose and Justification of Abdominal Physiological Parameter Detectors

= Annex B: Qutline of Abdominal Physiological Parameter Detectors -
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Annex A ,

Purpose and Justification of General Requirements of

Abdominal Palpation Diagnosis Devices

1. Purpose and necessity

1.1 Background

The movement to re-evaluate the importance of Oriental medicine has experience recent growth in
many developed and developing countries. In the fields of medicine and therapeutics, Oriental
medicine has filled the gaps and limitations of Western medicine. The progressing principles of
Western science have produced a generational trend manifested by the search for solutions in
Oriental culture. In addition, the treatment objectives of modern medicine have changed to include
maintenance and improvement in the quality of life. It is believed that this tendency to emphasize
the quality of life will become even stronger, and that Oriental medicine will be in demand as a
means of ameliorating subjective symptoms without serious adverse events, and for treating
disease in a non-invasive manner, thereby expanding its range of application.

During recent decades, World Health Organization (WHO) has also emphasized the importance of
revitalizing traditional medicine as part of the suggested therapeutics, particularly in developing
countries, which has encouraged a positive reappraisal and restructuring of traditional medicine on
the global scale. Moreover, various types of symposiums and conferences have been often held in
many countries to promote awareness of Oriental medicine.

Traditional Chinese medicine (TCM) is a widely practiced type of Oriental medicine used
worldwide. Kampo, or traditional Japanese medicine, is also representative of Oriental medicine
that has an independent unique system created from the development and refinement of ancient
Chinese medicine over centuries in Japan. Particularly influenced by Chinese clinical textbooks
such as “Nan Jing,” “Shang Han Lun,” and “Jingui Yaolue,” Kampo medicine is a part of
traditional Japanese culture, and its therapeutic technique was developed by the accumulation,
organization and systemization of the massive amount of experience in its long clinical history.
This unique conceptual system is used to interpret causes and conditions of such states as yin/yang,
deficient/excessive, superficial/interior and cold/heat, or theoretical etiology such as i, blood and
water). These elements are essential for the “Sho” concept, which expresses the evaluated status
and treatment direction taken by the homeostatic imbalance. The Sho concept is a holistic pattern
of symptoms diagnosed using the four diagnostic procedures of observation, listening, questioning
and palpation. Therefore, the Sho concept includes both Kampo diagnosis manifesting in the
patient's status and the treatment directive. For the evaluation of Sho, abdominal palpation is an

essential and extensively developed diagnostic method that is typically used in Japan [1]. In
addition, this technique has been introduced in many other countries [2].
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from Kampo medicine textbook “Fukusyoukiran”.

Abdominal palpation techniques were well summarized in representative Kampo medicine
textbooks “Fukusyoukiran” and “Fukusyoukiranyoku” written by Bunrei Inaba and Yoshitora
Wakuda respectively in 1800 and 1802. Figurel illustrates examples of abdominal palpation
quoted from “Fukusyoukiran”. The dynamic or static changes in particular regions of the abdomen
reflect systemic irregularities rather than focused problems affected by disease. Physicians
practicing Kampo medicine gently palpate the patients’ body surface where they believe the
essence of patients’ disorders is reflected and adopt the findings as an important basis in the choice
of treatment. Therefore, the treatment based on abdominal palpation clearly leads to the
maintenance of systemic homeostasis and thus restoration of the entire body balance. Because
abdominal palpation leads to more detailed and beneficial treatment information, physicians
practicing Kampo medicine highly regard abdominal palpation compared over TCM.

1.2 Purpose

This proposal aims to establish an international standard for abdominal palpation diagnosis
devices. Abdominal palpation is a key technique in traditional medicine of which the basic idea
can be found in “Nan Jing,” “Shang Han Lun,” and “Jingui Yaolue”, and was developed in Kampo
medicine to gather abdominal distress information and is popularly applied to clinical diagnosis
worldwide. The abdominal palpation diagnosis devices are used for gathering and processing the
abdominal examination findings and offer strong technological support for further development of
abdominal palpation techniques. These devices also provide a foundation for academic exchange,
education, and international cooperation.

1.3 Necessity of an international standard for abdominal palpation diagnosis devices

As previously stated, abdominal palpation is a key technique developed in Kampo medicine to
gather information of abdominal distress and is popularly applied to clinical diagnosis. However
the diagnosis of abdominal palpation relies on the tactile sense and recognition capability of each
practitioner, therefore, the results can differ among practitioners. Moreover, information on
abdominal palpation has inadequately been explained or scientifically examined until recently [3].
Many aspects of Kampo medicine still need to be explored, such as the development of a scientific
explanation for the unique Kampo diagnosis, and the efficacy and safety of Kampo should be
evaluated to ensure medical progress.

To achieve these objectives, the development of new medical devices is one solution. Figure 2
illustrates the progression of the diagnosis process toward objectification. In recent years,
measures have been enacted to objectify the diagnosis of abdominal palpation by using diagnostic
devices. Essentially, the diagnosis of abdominal palpation consists of two components including
the area to be palpated and the findings of examination. The latter is again divided into
components of physical quality and physical quantity. For example, if a hard glomus is present in
the stomach in a particular patient, the resistance may be expressed as displacement by pressure
(physical quality) of 1 kg per 1 m” or, 1 cm (physical quantity).
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Fig.2: Illustration of the progression of the diagnosis process toward objectification of Kampo

medicine.

The objectification of abdominal palpation with diagnostic devices would lead to the accumulation
of shared basic and clinical data results so that various Kampo practitioners and researchers can
discuss the findings with greater accuracy and ease. Thus, research on Kampo medicine will
increase in popularity, and increasing numbers of medical clinicians and patients will become
aware of the benefits of Kampo medicine. However, these devices are considered to be useful only
when their safety is secured and their reliability is high. The objective of this proposal is to
standardize abdominal palpation diagnosis devices with the ability to detect the components of
abdominal palpation with essential accuracy and safety. Currently, implementation of abdominal
palpation has become widespread in many countries other than Japan, as described in [1][2][3]. It
is our hope that the standardization of abdominal palpation diagnosis devices will help more
practitioners to conduct abdominal palpation worldwide.

2 Expected impacts of abdominal palpation diagnosis devices

The followings are the stakeholders of this international standard:

1. Manufactures engaged in developing relevant devices and systems supporting abdominal
palpation diagnosis.

This international standard will specify the general technological requirements for abdominal
palpation diagnosis devices and will provide basic technological guidelines.

2. Researchers, physicians, teachers, and students engaged in studies, education, and academic
activities in the field of abdominal palpation diagnosis.

This international standard will provide a foundation of academic exchange, education, and

3
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international cooperation in the field of abdominal palpation diagnosis. This international standard
will also offer a strong technological support for further development and studies in abdominal
palpation diagnosis techniques.

3. Physicians and patients who use tradition medicine

This international standard will promote the objectification and visualization of the traditional
medicine and will help to collect quantified evidences of abdominal palpation diagnosis, which
will promote traditional medicine toward evidence-based-medicine. In addition, the
communications between the physicians and patients will be greatly improved.
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Annex B

Outline of General Requirements of

Abdominal Palpation Diagnosis Devices

Scope

This International Standard specifies the general requirements for basic safety, essential
performance, and quality of the abdominal palpation diagnosis devices. This standard is limited to
the accuracy and safety of the devices and does not prescribe the interpretation of the abdominal
findings obtained by the devices.

Normative References

The following referenced documents are indispensable for the application of this document. For
dated references, only the edition cited applies. For undated references, the latest edition of the
referenced document (including any amendments) applies.

IEC 60601-1: Edition 3.1 2012-08, Medical electrical equipment—Part 1: General requirements for
basic safety and essential performance

IEC 60601-1-1: 2007, Medical electrical equipment-Part 1-1: General requirements for
safety—Collateral standard: Safety Requirements for medical electrical system

IEC 60601-1-2: Edition 3.0 2007-03, Medical electrical equipment-Part 1-2: General
requirements for basic safety and essential performance—Collateral standard: Electromagnetic
compatibility — Requirements and tests

ISO 14971: Corrected version 2007-10-01, Medical electrical equipment—Part 1-2: Medical
devices—Application of risk management to medical devices

ISO 10993-1: Fourth edition 2009-10-15, Biological evaluation of medical devices—Part 1:
Evaluation and testing within a risk management process

IEC 62304: Edition 1.0 2006-05, Medical device software-Software life cycle processes

ISO 15223-1:2012, Medical devices—Symbols to be used with medical devices labels, labelling
and information to be supplied Part 1: General requirements

IEC 62366: 2007, Medical devices—Application of usability engineering to medical devices
1SO10993-10:2010 Biological evaluation of medical devices—Part 10: Tests for irritation and skin
sensitization

ISO 13485: 2003 Medical devices—Quality management systems—Requirements for regulatory
purposes

OIML R60: 2000 Metrological regulation for load cells

Terms and definitions
For the purposes of this document, the following terms and definitions apply.

3.1 Abdominal palpation
Evaluation of the physical status reflected on the abdomen.

3.2 Abdominal palpation area

Palatable area between the level of xiphoid process and the inguinal ligament (area inside of the
dashed line shown in Fig.1).
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/——- Xiphoid process
e aN Costal margin

Umbilicus

Side of abdomen

Inguinal ligament

Fig.1: Abdominal palpation area.
3.3 Regions of abdominal palpation area
Division of areas used for explanation of abdominal findings (sample areas shown in Fig.2).
* Sub-sternal region
The area under xiphoid process in the epigastric region.
* Subcostal region
The area beneath the bilateral costal margin.
* Periumbilical region
The area circumscribing the umbilicus.
* Lower abdomen
The area between the levels of the umbilicus and superior margin of the bilateral inguinal
ligament.
+ Palpation region for abdominal pulsation
Paramidline area along the course of aorta.
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Fig. 2: Regions of abdominal palpation area.

3.4 Abdominal findings
Diagnosis of abdominal palpation.

3.5 Abdominal strength

General tonicity in the abdominal palpation area.

3.6 Abdominal firmness

Hypertonicity detected in the sub-sternal region, subcostal region, periumbilical region or lower
abdomen.

3.7 Abdominal pulsation
Pulsation of the abdominal aorta detected in the substernal region or above/beside/below the
periumbilical region.

3.8 Abdominal sound

Specific sounds such as tympanic or splashing detected in the abdominal palpation area.
General Requirements

4.1 Physical values to detect and record

Abdominal palpation is a diagnostic method adopted by a physician to touch, press, stroke, or tap
certain regions of a patient’s abdomen by using his fingers or palms, so that the physician can
identify abdominal strength, tonicity, firmness, or other abnormal changes, by which he can infer
the disease site, nature and symptoms. Figure 3 shows an example of a physician performing
abdominal palpation to identify abdominal strength. The following basic physical value should be
detected and recorded, when an abdominal palpation diagnosis device is used to conduct or
support the abdominal palpation.
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* Palpation position (X, y, z)

+ Static and dynamic pressure
* Pulsation

* Sound

Scoring

Fig. 3: An example of abdominal palpation used to determine the abdominal strength.

The basic function configuration of an abdominal palpation diagnosis device is shown in Fig. 4.
To detect the above-stated physical values, the abdominal palpation diagnosis device basically
consists of a 3D position detection unit, a pressure detection unit, and a sound detection unit. The
3D position detection unit will measure and record the palpation position (%, y, z) in real time. The
pressure detection unit will measure and record the local static and dynamic stress when the
palpation is performed. The abdominal pulsation can be detected by the pressure detection unit.
The sound detection unit will sense and identify sounds from the abdominal palpation area, such
as tympanic or splashing. The three units work together under a synchronized control, so that the
detected physical values can be corresponded on a time axis. The collected abdominal palpation
data can be memorized with correspondences to sampling time (t) and position (x, v, z).
Abdominal diagnosis devices must secure the basic safety aspects including electrical safety,
mechanical safety, electromagnetic field safety and biocompatibility of human contact material.
The system should avoid excess loads applied to the patient body and should consider the secure
measurements. From perspective of safety, noncontact measurement technologies are suggested.
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Fig. 4: Basic function configuration of an abdominal palpation diagnosis device.

4.2 Essential performance
Table 1 is a list of the potential essential performance to be considered by the manufacturer in the
risk management process.
Requirement Sub-clause

Table 1: List of essential performance

Requirement Sub-clause
Accuracy of position detection unit 12.1.1
Accuracy of pressure detection 121.24,
12.1.2.2
Accuracy of sound detection 12.1.3

General requirements for testing ME Equipment

Classification of ME Equipment or ME system
ME Equipment identification, marking, and documents

Protection against electrical hazards from ME Equipment
Protection against mechanical hazards of ME Equipment or ME Equipment parts
Protection against unwanted and excessive radiation hazard

Protection against excessive temperatures and other hazards

10
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Accuracy of controls and instruments and protection against hazardous outputs

12.1 Accuracy of controls and instruments

12.1.1  Accuracy of position detection unit -

Accuracy of palpate position detection shall be a maximum of 1mm, and the maximum resolution
shall be 0.2mm within measurement range, which is larger than abdominal palpation area. The
data sampling rate shall be at least 50 samples per second. Position detection shall be noncontact
so as not to disturb palpation. To enhance the accuracy, a marker is allowed to be attached to the
back of the doctor’s hand so as not to disturb palpation.

Compliance is checked by testing.

12.1.2  Accuracy of pressure detection

12.1.2.1 Accuracy of pressure detection of fingertip sensor

The palpation pressure measurement range of the fingertip sensor shall be 10mm Hg to 2000 mm
Hg, and resolution shall be better than 10mm Hg. The combined effects of sensitivity, repeatability,
non-linearity, and hysteresis shall be within £10% of the reading or +10 mm Hg, whichever is
greater. The data sampling rate shall be at least 1000 samples per second. The range of frequency
shall be at 0.1 Hz to 5 Hz. In the case of a pressure sensor attached to the fingertip, it shall be
flexible so as not to degrade the fingertip haptic sense of the physician.

Compliance is checked by testing. '

12.1.2.2 Accuracy of pressure detection of palm sensor

The palpation pressure measurement range of the palm sensor shall be at 10mm Hg to 1000 mm
Hg, and maximum resolution shall be 1mm Hg. The combined effects of sensitivity, repeatability,
non-linearity, and hysteresis shall be within £10% of the reading or +10 mm Hg, whichever is
greater. The data sampling rate shall be at least 1000 samples per second. The range of
frequency shall be 0.1 Hz to 5 Hz. In the case of a pressure sensor attached to the palm, it shall be
flexible so as not to degrade the palm haptic sense of physician.

Compliance is checked by testing.

12.1.3  Accuracy of sound detection

The sound detection dynamic range shall be 0 dB to 50 dB, and maximum accuracy shall be 3dB.
The detection range of frequency shall be 20 Hz to 10K Hz. The data sampling rate shall be at
least 30,000 samples per second. The microphone shall be placed close to the patient so as not to
be disturbed by ambient noise.

Hazardous situations and fault conditions for ME Equipment

Programmable Electrical Medical Systems (PEMS)

Construction of ME Equipment and system

ME System

11
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