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Foreword

ISO (the International Organization for Standardization) is a worldwide federation of national standards

bodies (ISO

member bodies). The work of preparing International Standards is normally carried out

through ISO technical committees. Each member body interested in a subject for which a technical
committee has been established has the right to be represented on that committee. International
organizations, governmental and non-governmental, in liaison with ISO, also take part in the work.
ISO collaborates closely with the International Electrotechnical Commission (IEC) on all matters of
electrotechnical standardization.
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the ISO/IEC Directives, Part 1. In particular the different approval criteria needed for the
bes of ISO documents should be noted. This document was drafted in accordande\with the
es of the ISO/IEC Directives, Part 2 (see www.iso.org/directives).

drawn to the possibility that some of the elements of this document may be the subjéct of
s. ISO shall not be held responsible for identifying any or all such patént-rights. Detafils of
ights identified during the development of the document will be in the)Introduction aid/or
st of patent declarations received (see www.iso.org/patents).

hme used in this document is information given for the conyvenience of users and doefs not
h endorsement.

anation on the voluntary nature of standards, the :meaning of ISO specific termqd and
related to conformity assessment, as well as information about ISO’s adherence tp the
Organization (WTO) principles in the Technical Barriers to Trade (TBT) see the following
so.org/iso/foreword.html.

This docum

bnt was prepared by Technical Committee {SO/TC 249, Traditional Chinese medicine.
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Introduction

Gua Sha, also known as Gua Sha therapy, is a traditional treatment based on the meridian-acupoint
theory of traditional Chinese medicine (TCM). The specific Gua Sha instruments which have different
shapes and materials are adopted to perform scraping action to the skin during the Gua Sha treatment
so as to prevent or treat diseases.

Gua Sha has been used for more than two thousand years and has demonstrated medical benefits.
In recent years, Gua Sha has proved, according to many clinical research projects, to be effective in
treating more than 400 types of diseases. Now it is widely accepted in many Countrles 1nc1ud1ng China,

U t A Ct £ A oo A Y A 213 1 adatlhax C FaN A 1
nl Q< u\.cu.\,o | wavssiy u.a, THF Ul.)\,, nuot,l aua, Jal.;au, woreaanaotier uuut,u\.ao\. rStatt \—Uullbl 1eS.

The purpose of this document is to guarantee the safety and performance of Gua Sha instruments, so as
to prpmote the international trade of Gua Sha instruments and generalize the clinicaljapplidation of Gua
Sha therapy.

© IS0 2017 - All rights reserved v
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INTERNATIONAL STANDARD

ISO 20308:2017(E)

Traditional Chinese medicine — Gua Sha instruments

1 Scope

This document specifies appearance, material, requirements of visual inspection, cleaning and
disinfection, hardness, roughness, resistance to abrasion, exposure index of radionuclide activity,
biocompatibility of Gua Sha instruments, as well as related information on package, transport and

stordge, labelling and instructions for use.

Electro-devices and other forms are outside the scope of this document.

2

The following documents are referred to in the text in such a way that some or all of t
constitutes requirements of this document. For dated references, only/the edition cited
unddted references, the latest edition of the referenced document (including any amendme

ISO 17664, Sterilization of medical devices — Information to_be)provided by the manufact
processing of resterilizable medical devices

ISO 10993-1, Biological evaluation of medical devices —\Part 1: Evaluation and testing |

man

1S0/

3

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

ISO gnd IEC maintain terminological databases for use in standardization at the following ¢

3.1
Gua

therdpy consisting of scraping or applying friction to the skin surface without causing
injurly to the-sKin

Terms and definitions

ormative references

gement process

EC Guide 37, Instructions for use of products gf:‘Consumer interest

IEC Electropedia: available at http://www.electropedia.org/

ISO Online browsing-platform: available at http://www.iso.org/obp

Sha

heir content
applies. For
hts) applies.
urer for the

vithin a risk

ddresses:

abrasion or

3.2

Gua Sha-instrument

instrument made of hard material with different sizes and shapes for single or repeated usage during
Gua Sha therapy

4 Appearance

4.1
Ava

a)
b)

Shape
riety of shapes can be applicable as follows:
oval-shaped;

rectangle-shaped;

© IS0 2017 - All rights reserved
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c) notch-shaped;
d) triangle-shaped;
e) comb-shaped;

f) fish-shaped;

g) other shapes.

NOTE Dimensions and configurations of Gua Sha instruments are given in Annex B.

4.2 Appeprance

The general|configuration of a Gua Sha instrument and the term for each part is shown in Figure 1

1
2
4
3
Key
1  handle for practitioner
2 body of ua Sha instrument
3 side of s¢raping on skin
4 angle of craping on skin

Figure 1 —Example of the typical structure of a Gua Sha instrument

5 Materjal

A variety oflmaterials can he app]ir‘nhln as helow:

a) buffalo-horn;
b) bian-stone;
c) jade;

d) other materials.

2 © IS0 2017 - All rights reserved
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6 Requirements

6.1 Visual inspection
When inspected with the naked eye:

a) the surface of the Gua Sha instrument shall appear flat, smooth, free from particles and extraneous
matters, and

b) any partofthe Gua Shainstrument shall have no acute angle, crack or obvious deformation or damage.

6.2 | Cleaning and disinfection

Gua $ha instruments for single or repeated use shall be in accordance with ISO 17664 in orjder to avoid
skin frritation and infection

6.3 | Hardness

Accofding to Moh’s hardness scale, the hardness of any type of Gua Sha instrument shall be n¢ less than 3.

6.4 | Roughness

After polishing, the surface roughness of the Gua Sha instrument shall be no more than 6,3(um.

NOTH For appropriate method to measure the roughness, seée Annex A.
6.5 | Resistance to abrasion

6.5.1 The Gua Sha instrument shall have sufficient resistance to abrasion induced by 150 times of
repeated disinfection.

6.5.] If the requirements for storage specified in this document have been met, there|shall be no
abrasion of the Gua Sha instrument.before the expiry date.

6.6 | Exposure index of radionuclide activity

6.6.1 The internal éxposure index is the quotient of specific activity of the radionuclide Ra1226 divided
by thie limits of the,specific activity of the radionuclide Ra-226 specified in this document.

C
1. =N 1
Ra 2200 )

whette

Ira  isthe internal exposure index;
Cra is the specific activity of the radionuclide Ra-226, measured as “Bqekg-1";

200 is the limit of the specific activity of the radionuclide Ra-226, measured as “Bqekg-1".

6.6.2 The external exposure index is the quotient of the specific activity of the radionuclide Ra-226,
Th-232 and K-40 divided by the limits of the specific activity of the radionuclide Ra-226, Th-232 and
K-40 specified in this document.

© IS0 2017 - All rights reserved 3


https://standardsiso.com/api/?name=41b64411f174a1c5986584df7001ccda

ISO 20308

:2017(E)

(2)

I :CRa +CTh + Ck
" 370 260 4200

where

Iy is the external exposure index;

CRa is the specific activity of the radionuclide Ra-226, measured as “Bqekg-1";

Cth is the specific activity of the radionuclide Th-232, measured as “Bqekg-1";

Ck is the specific activity of the radionuclide K-40, measured as “Bqekg-1";

370 is the limit of the specific activity of the radionuclide Ra-226, measured as-Bgekg-1";

260 s the limit of the specific activity of the radionuclide Th-232, measured as “Bqekg-1";

4200 s the limit of the specific activity of the radionuclide K-40, measured as “Bqekg-1".
6.6.3 Thefinternal exposure index of the Gua Sha instrument shall be nganore than 0,5 and the ext

exposure in

6.7 Biocd

The biocom
guidance an|

Compliance
a) analogy

b) the selg
applicat

c) experie

materials used in the Gua Sha instrument; or

d) complig
7 Packa;
7.1 Prim

lex shall be no more than 0,65.

mpatibility

patibility of the Gua Sha instrument shall be assessed and documented according t
d principles given in ISO 10993-1.

is demonstrated by:
with published data; or

ction of materials already shown to be biocompatible by proven clinical use in a sil
ion; or

hce with similar devices already on the market together with evidence of traceability 4
nce with publisied procedures for biological evaluation of medical devices.
zing

arypackaging

crnal

b the

milar

o the

The Gua Sha instrument shall be sealed in primary packaging. There shall be no foreign matter within
the primary package under visual inspection.

The material and design of this primary packaging shall not have detrimental effects on the contents.
The material and design of this primary packaging should be such as to ensure:

a) the maintenance of the contents under dry, clean and adequately ventilated storage conditions;

b) the min

imum risk of contamination of the contents during removal from the package;

c) adequate protection of the contents during normal handling, transit and storage;

d) that once opened, the package cannot be easily resealed, and it shall be obvious that the package
has been opened.

© ISO 2017 - All rights reserved
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7.2 Secondary packaging
One or more items of primary packaging shall be packaged in secondary packaging.

The secondary packaging shall be sufficiently robust to protect the contents during handling, transit
and storage.

One or more items of secondary packaging may be packaged in storage and/or a transit package.

8 Transport and storage

Onceithe Gua Sha instruments are packaged, they shall be kept in a clean, dry, well-ventilated and non-
corrgsive environment. The storage environment shall protect the Gua Sha instrument$\frqm exposure
to high humidity, high temperatures and direct sunlight.

9 Labelling and instructions for use
9.1 | Labelling

9.1.1 Primary packaging

The primary packaging shall be marked with at least the following information:
a) the name or trademark or logo of the manufacturer and/or supplier;

b) adescription of the contents, including the desighated metric size;

c) the lot number, prefixed by the word “LOT"'dnd/or date of manufacture;

d) the expiry date;

e) for a Gua Sha instrument intended for single use, the words “For single use” or “D¢ not reuse”
r symbol;

f) aterial;

g) dimension.

9.1.1 Secondarypackaging
The §econdary packaging shall be marked with at least the following information:

a) the nameyaddress and trademark of the manufacturer and/or supplier;

b) cllescription of the contents, including the designated metric size, the quantity and the classification;

c) thelot number, prefixed by the word “LOT”, and/or date of manufacture;
d) expiry date;

e) for a Gua Sha instrument intended for single use, the words “For single use” or “Do not reuse”
or symbol;

f) information for handling, storage and transportation;

g) awarning to check the integrity of each item of primary packaging before use, such as “Do not use
if packaging is damaged” or symbol.

© IS0 2017 - All rights reserved 5
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9.2

Instructions for use

The instructions for use shall be in accordance with ISO/IEC Guide 37.

The instructions for use shall be marked with at least the following information:

a)
b)
c)
d)
e)
f)
g)
h)

introduction of the product;
the name and trademark of the product and/or manufacturer;

product license number;

productstandard mumber;

performjance and structure of product;
indicatipns and contraindications;

methodp to use, disinfection method in particular;

precautjons.

© ISO 2017 - All rights reserved
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Annex A
(informative)

Test methods for surface roughness

General

several commonly used methods are listed.

Becal

depejnding on itself circumstances.

A2

The 1§

Manual comparison

a sample of known surface roughness.

A3

Base
roug|

© ISO
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I T T T
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Figure A.1 — Example of a typical surface roughness comparator

Light-sectioning method

d on the lightsectioning theory, the light-section microscope is applied to test
hness.

urface roughness is an important component of product quality, which has great infl\Lence on the
y of Gua Sha instruments. Based on the development of surface roughness measuring method,

use every method has advantages and disadvantages, the operator shaltchoose the rjght method

oughness of the tested surface is tested by comparison against a “surface roughness domparator”,

the surface

Figure A.2 — Example of a typical light-section microscope

2017 - All rights reserved
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A.4 Interferometry method

Based on the light principle of interference, the interferometry microscope is applied to test the surface
roughness.

Figure A.3 — Example of a typical interferometry microscope

A.5 Stylus tracing method

The roughness of the tested surface is tested with a profilemeter, including contact profilometers,|non-
contact proffilometers and fibre-based optical profilometers.

Figure A.4 — Example of a typical electrical profilometer

8 © IS0 2017 - All rights reserved


https://standardsiso.com/api/?name=41b64411f174a1c5986584df7001ccda

B.1

IS0 20308:2017(E)

Annex B
(informative)

Dimension and configuration of Gua Sha instruments

General

Gua §
or oy

B.2

Oval
folloy

bha instruments shall have different sizes and shapes to perform Gua manipulationrat'al
er an area of the human body surface.
Oval-shaped Gua Sha instruments

shaped Gua Sha instruments shall be divided into three types, Which are design|
ving.

w
A
>
\
0

Figure B.1 —Example of an oval-shaped Gua Sha instrument

Table B.1,= Size requirement of oval-shaped Gua Sha instruments

Dimensions i

single point

ated by the

h centimetres

Type A B C
LargeSize 13,5+0,5 8,0+0,5 1,9+D,5
Medium size 11,5+0,3 7,0+0,3 1,7+D,3

Small size 95+0,2 6,0+0,2 1,5+pP,2
B.3 Rectangle-shaped Gua Sha instruments
Rectangle-shaped Gua Sha instruments shall be divided into three types, which shall be designated by
the following.
© IS0 2017 - All rights reserved 9
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A [\
B |
I | > c
| |
| |
| |
| |
| Y I
< A >

Figure B.2 — Example of a rectangle-shaped Gua Sha instrument

Table B.2 — Size requirement of rectangle-shaped Gua Sha instruments

Dimensions in centinjetres

Type A B C
Large size 13,5+0,5 7,0+0,5 0,5+0,3
Medipim size 10,5+ 0,5 55+0,3 0,3+0,2
Smdll size 7,5+0,5 4,0 £0,2 0,2+0,1

B.4 Notch-shaped Gua Sha instruments

Notch-shapg¢d Gua Sha instruments can be divided into-three types, which shall be designated by the

following.
A
C ﬂ
\
‘ T
B
D E
\4 \/
Figure B.3 — Example of a notch-shaped Gua Sha instrument
Table B.3 — Size of notch-shaped Gua Sha instruments
Dimensions in centimetres
Type A B C D E
Large size 10,5+ 0,5 7,5%0,5 0,7+0,2 6,0+0,5 0,7+0,2
Medium size 8,5+0,5 55+0,5 0,5+0,2 4,0+0,5 0,5+0,1
Small size 6,5+0,5 3,5+0,5 0,3+0,2 2,0+0,5 0,3+£0,1

10
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