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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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Introduction

As one of several different needling approaches, intradermal acupuncture needles are recognized as
an effective treatment for various disorders. Intradermal acupuncture needles are easy to use and
especially effective when relatively long-lasting stimulation to a needling site is needed. Therefore,
safety and sanitation considerations of intradermal acupuncture needles should be more carefully
reviewed as well as their compatibility to human body.

As a biomaterial, acupuncture needles can be corrosive and have potential to lose some of their
mechanical characterlstlcs Furthermore, leachable substances can affect human tissue in any
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oduce any adverse effects and should have appropriate mechamcal characteristics 'su
gth, elasticity, durability of abrasion and fatigue strength. In addition, the matetial s}
)g corrosion resistantability.

[nternational Standard establishes an international standard for intradertal acupunct]
Characteristics of intradermal acupuncture needles include size, material, quality, te
dentification through regulating marking methods. The standardization of the charg

intradermal acupuncture needles has potential to enhance the efficacypand improve the

safet
biocg

y of acupuncture treatments using intradermal acupuncture needles especially in r
mpatibility for human body.
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INTERNATIONAL STANDARD

ISO 18746:2016(E)

Traditional Chinese medicine — Sterile intradermal

acupuncture needles for single use

1

Scope

This International Standard specifies the requirements of sterile intradermal acupuncture needle for
singlpuseasamedicat device; inctuding the fotfowing factors:

a)
b)
c)
d)
e)
f)

2

The following documents, in whole or in part, are nermatively referenced in this documn
indigpensable for its application. For dated references, only the edition cited applies. |
referfences, the latest edition of the referenced-.document (including any amendments) appl

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

gize;

aterial;
I'uality;
lesting methods;

packing;

identification.

ormative references

mangqgement process

ISO 10993-7, Biological evaluation of medical devices — Part 7: Ethylene oxide sterilization res

ISO 15223-1, Medical devices =£ Symbols to be used with medical device labels, labelling and in

be supplied — Part 1: Generalréquirements

ISO 17218:2014, Sterile.acupuncture needles for single use

3

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

3.1

erms and‘definitions

ent and are
For undated
es.

vithin a risk

iduals

formation to

: a 1 3 a1
Intraaernrat acupuncrure neeares

small needling instrument for embedding in the skin

Note 1 to entry: There are two types of intradermal acupuncture needles. One is termed an intradermal
thumbtack type needle and the other is intradermal granule type needle.

[SOURCE: WHO International Standard Terminologies on Traditional Medicine in the Western Pacific
Region, 5.1.29, modified — Note 1 to entry has been added.]

3.2

intradermal granule type needle
intradermal acupuncture needle inserted obliquely or horizontally into subcutaneous tissue often
across various sites on the human body

© ISO 2016 - All rights reserved
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intradermal thumbtack type needle
intradermal acupuncture needle resembling a thumbtack

[SOURCE: WHO International Standard Terminologies on Traditional Medicine in the Western Pacific
Region, 5.1.28]

3.4
body of the

needle

part of the intradermal acupuncture needle that is inserted into the human body

[SOURCE: I

017218:2014 3 1 modified]

3.5

handle of the needle

part of the i
to manipula

[SOURCE: IS

3.6
tip of the n¢
sharp apex §

[SOURCE: IS
3.7

htradermal acupuncture needle that is not inserted into the human body andis often
fte the needle during insertion

0 17218:2014, 3.2, modified]

pedle
it the end of the acupuncture needle body that is inserted into the human body

0 17218:2014, 3.3]

primary package

sealed or cl
needle

[SOURCE: IS

3.8
secondary
package con

[SOURCE: IS

4 Struct

4.1 Size ¢
The size of {

a)

the no

pbsed packaging system that forms a microbial\barrier, directly enclosing the acupun
0 17218:2014, 3.9]

package
taining one or more primaryypackages for transportation and storage

0 17218:2014, 3.10, modified]

ure and dimension of intradermal acupuncture needles

Jesignation

he body-of the needle shall be designated by the following:

inal*diameter of the body of the needle (or when no body of the needle, the maxi
diamele#&hﬁip—eﬁ@heqaeed%e}ﬁepfeﬁsed—in—m&%ﬂrmes;i

b) the nominal length of the body of the needle, expressed in millimetres.

The size shall be referred to as “the designated metric size” and specified as a) x b).

EXAMPLE

@ 0,16 mm x 10 mm.

used

rture

mum

© ISO 2016 - All rights reserved
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4.2 Structure and dimension of intradermal granule type needle

4.2.1 Structure of intradermal granule type needle

The intradermal granule type needle shall have the structure as shown in Figure 1 and be composed of
the body of the needle, the handle of the needle and the tape (in some cases). The type of needle handles
are not limited to those shown in Figure 1.

3 2 1

\ \ \

Key
1 andle of the needle dy diameter of body of the needle
2 ody of the needle Ly(\length of handle of the needle
3 ip of the needle Ly length of body of the needle
Figure 1 — Example of typical.structure of intradermal granule type needle
4.2.2 Dimension of intradermal granule type needle
The hominal diameter of body-ef'the needle and the length of body and handle of the neg¢dle shall be
meagured using a gauge specified in Table 1 (see Figure 1).
Table 1= Nominal dimension of intradermal granule type needle
Nominal dimen-
Part sions Tolerance
mm
Nominal
diameter d<0,40 +10 %
dq
The body of the needle
y Nominal L2<5 ’
length 5<L<10 ,
Lz 10 <Ly <30 +1,
Nominal
The handle of the needle length 1,6 <L
L1
© IS0 2016 - All rights reserved 3
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4.3 Structure and dimension of intradermal thumbtack type needle

4.3.1 Structure of intradermal thumbtack type needle

The intradermal thumbtack type needle shall have the structure as shown in Figure 2 and be composed
of the body of the needle, the handle of the needle and the tape (in some cases). The type of needle
handles are not limited to those shown in Figure 2.

L

1

Key

1  handle of the needle
2 body of the needle

3 tip of th{

Fig

4.3.2 Dim

The nomina
of the hand]

needle

d1
Ly
Ly

diameter of body of the needle
length of handle of the needle
length of body of the needle

ure 2 — Example of typical structure of intradermal thumbtack type needle

ension of intradermal thumbtack type needle

diameter and the length of the body of the needle, and the nominal length and the diameter
e of the needle shall beymeasured using a gauge specified in Table 2 (see Figure 2).

Table 2 — Nominal dimension of intradermal thumbtack type needle

Nominal dimen-
Part sions Tolerance
mm
Nominal
diameter d1 <040 +10 %
d1
The body of the needle
y Nominal L2<3 0,5
length 3<Ly<5 0,8
L 5<Ly<30 +1,0
Nominal
The handle of the needle length 2<y
L1

© ISO 2016 - All rights reserved
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5 Materials

5.1

General

The biocompatibility of the body of the needle, the tape and the coating shall be assessed and

docu

mented according to the guidance and principles given in ISO 10993-1.

Compliance is demonstrated by

a) analogy with published data,

b)

A

d) (

If the
surfa
effec

5.2
Ther]

popy
whic|

6 1

6.1

Whe
shall
of m
matt
solvg

6.2
The |
Whe

pplication,

xperience with similar devices already on the market together with evidence.of traced
aterials used in the acupuncture needle, or

ompliance with published procedures for biological evaluation of medical’devices.

material of the body of the needle or tape is changed and/or if therejs’a new coating a
ce of the needle body, and if there is risk that the new material @r'coating may cause

Body of intradermal acupuncture needle

e is no uniform regulation regarding materials of the.needle handle and body. Curren
lar material for the needle body consists of X5CrlNit8-9, X7CrNi18-9 Austenite Stainle
h are listed in [SO 15510.

Performance requirements

Appearance and cleanliness

h observed under a microscope of low magnifications (x10), the intradermal acupung
not have roughness, grdoves, rust, twist and/or bending. When observed under a
edium or high magnifications (x20 or higher), the tip of the needle shall not have s
ers, broken or stumpy parts, bending, peeling surface coat and residual substances sug
nts as used, fine métal particles which may be created in the process of cutting and gr

Drawing strength

pody of the needle shall be solidly joined to the handle of the needle.

ts to human tissue, then testing should be conducted in accordarce with ISO 10993 ser

in a similar

ibility to the

bplied to the
hdverse side
ies.

[ly, the most
ks Steel, etc.,

ture needle
microscope
ars, foreign
h as various
inding.

of th

h the.minimum static force given in Table 3 is applied in the direction of the centre axis of the body
p needle depending on the length of the hady of the needle, it shall not he drawn out df the handle
of the needle.
Table 3 — Force to test drawing strength
Nomnial length of needle body, L; Force
mm N
Ly<?2 1,5
2<Lly<5 3
5<L;<30 5
2016 - All rights reserved 5
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6.3 Hardness of the needle body

Apply ISO 17218:2014, 5.3.3.

6.4 Intensity and puncture performance of the needle tip

Apply ISO 17218:2014, 5.3.5.

6.5 Sterility

The sterile i
in order to 4

In case of 1
ISO 10993-7

Appropriate
routine cont
ISO 17665-1]

7 Packir

7.1 Prim

Sterile intr
matter wit

7.1.1 Pac

Primary pa
pressure or
packaging {
mishandling
normal han
confirm the

7.1.2

The symbol
comply with

The primary

a)

the nan

tradermal acupuncture needle shall be sterilized through a validated sterilization pr

cess

nsure that the products are sterile.
ising ethylene oxide gas, testing for the residues of ethylene oxide shall comply

sterilization methods can be found in the Bibliography. Requirementstfer validatior
rol of a sterilization process for medical devices can be found in ISO 11135, ISO 11137-

)g and identification

ary packaging

ermal acupuncture needle shall be sealed in a primary package. There shall be no fo
in the primary package under visual inspection:

king method

kaging of intradermal acupuncture-needle shall be sealed so as to prevent opening d
light shock. Primary packaging shall, once opened, be unable to be sealed again. Pri
hall be sealed so as to prevent.intradermal acupuncture needles from opening di

ling, transit and storagesPrimary packaging may be transparent on one or more sid
contents.

Identification

b to be used with/device labels, labelling and information to be supplied on the package
[SO 152231

 package shall be marked with at least the following information:

with

) and
| and

reign

ue to
mary
e to

. Primary package should be ensured with adequate protection of the contents during

es to

shall

efor trademark or logo of the manufacturer and/or supplier;

b) adescription of the contents, including the designated metric size in accordance with 5.2;

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

d) expiry date;

e) method of sterilization, the word “STERILE” or symbol;

f) the words “For single use” or “Do not reuse” or symbol.

NOTE See IS0 17218:2014, 7.2

6 © ISO 2016 - All rights reserved
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