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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

Cupping therapy is one of the most widely used traditional medical methods, which creates a partial
vacuum in cups placed on the skin either by means of heat or mechanical devices (hand or electrical
pumps). In the Middle East, cupping therapy has been used since 1550 B.C. and widely spread by
Muhammad as Hijama. In East Asia, cupping therapy has been used since the Han dynasty and
developed to slide cupping, medicated cupping, retained cupping, etc. In Europe, cupping also has
been used since the Greek era and developed as cupping therapy in England, Schropfkopf in German,
Ventouse in France, Vanka in Russia, etc. These days, cupping devices are commonly used in traditional
therapies through various techniques. Even though cupping device is widely used and produced in a
numper of Countries and companies, there 1S No international standard for cupping device yet. In the
aspert of safety, the cupping device directly contacts the skin, and in the case of bloodletting cupping,
it difectly contacts open wounds which involves bleeding. To prevent wound infection, jt should be
distipguished and developed differently in the case of intact skin or wounded skinjusage. In addition, as
a medical device that directly contacts blood, it requires the use of disposable-cups. The performance
requjrements specified in this document are needed.

© IS0 2017 - All rights reserved v
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Traditional Chinese medicine — Air extraction cupping
device

1 Scope

This document specifies requirements for an air extraction cupping device which operates using
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fection, and packaging of the cupping device, as well as appropriate test methods.
ocument is applicable to single-use type and multiple-use type devices.

document does not apply to the suction pump used to create the negative pressure.

following documents are referred to in the text in such a wa§)that some or all of t
Fitutes requirements of this document. For dated referenees, only the edition cited
ted references, the latest edition of the referenced document (including any amendme

0993 (all parts), Biological evaluation of medical devices

1135, Sterilization of health-care products — Ethylene oxide — Requirements for the (
tion and routine control of a sterilization process for medical devices

1137-1, Sterilization of health care products'— Radiation — Part 1: Requirements for d
ntion and routine control of a sterilizatien-process for medical devices

5223-1, Medical devices — Symbols:te' be used with medical device labels, labelling and in|
pplied — Part 1: General requirements

| 7664, Sterilization of medical devices — Information to be provided by the manufact
bssing of resterilizable medical devices

7665-1, Sterilization.ofhealth care products — Moist heat — Part 1: Requirements for the d
ition and routinecontrol of a sterilization process for medical devices

[erms and-definitions

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

rilization or

heir content
applies. For
hts) applies.

fevelopment,

jevelopment,

formation to

urer for the

fevelopment,

ISO 4

ndIEC maintain terminological databases for use in standardization at the following §

ddresses:

— I
— 1
3.1

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

SO Online browsing platform: available at http://www.iso.or

cupping therapy
therapy in which cups are placed on the skin to create localized negative pressure (3.8) by means of either
heat or a suction pump (3.7), for affecting the surface of the body or for increasing bloodletting (3.2)

3.2

bloodletting
therapeutic method of withdrawing blood by pricking the skin with a needle in order to treat or prevent
illness and disease
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on cupping device

device for medical cupping, which consists of a body, an air outlet (3.5) and a valve unit for the air outlet

3.4
body of the

cupping device

device which maintains negative pressure (3.8) generated by a suction pump (3.7) and has an internal

cavity and a

3.5
air outlet

means, in the

pressure (3.

3.6
valve unit
one-way val

pump (3.7)
3.7

suction pumpp

device for gg

3.8
negative pr
air pressure

3.9
single-use {
disposable

Note 1 to ent

3.10
multiple-us
cupping devj

Note 1 to ent

4 Configuration

4.1 Confi

The configu

n open end to contact the body surface

edb

y the s

or air outlet
e installed at the air outlet (3.5) to deliver the negative pressure (3.8) generated by a sy

bnerating negative pressure (3.8) in a cupping device

essure
generated by a suction pump (3.7) in the inner cavity.of the body of the cupping devices

ype device
upping device for bloodletting cupping

Fy: This type of cupping device is used whencontact with blood and body fluids is likely.

e type device
ice for multiple-use which isused on intact area of skin with non-bloodletting cupping

Fy: This type of cupping devijce is used when contact with blood and body fluids is not likely.

guration of-cupping device

ration.of the cupping device and the name of each of its parts are shown in Figure 1.

egative

ction

(3:4)
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1 bpdy of cupping device
2 ajroutlet

3 vhlve unit for air outlet
4  ipner volume

4.2 | Dimensions

4.2.1 Inner volume

ISO 19611:2017(E)

Figure 1 —{(Example of a typical structure of a cupping device

The inner volume of the cup shall be specified as shown in Table 1.

Table 1 — Inner volume of the cup

Dimensions in millilitres

Cup number Inner volume
1 70+ 7
2 55+5,5
3 40 £ 4,0
4 25+2,5
5 15+1,5

© IS0 2017 - All rights reserved
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4.2.2 Smoothness of the skin contacting edge

The skin contacting edge of the body of the cupping device shall be sufficiently rounded to prevent
injury in the surface of the skin during the cupping treatment. The roundness of the skin contacting
edge shall be assessed by visual inspection.

4.2.3 Diameters of air outlet

The air outlet shall at least have a portion of its outer diameter measuring 11 mm.

5 Requi rements

5.1 Biol

The body o
technique s
ISO 10993 s

Compliance
a)
b)

analogyf

the selg
applicat

c)

experie

ical compatibility

the cupping device intended to be exposed to blood during the bloodletting cuy
hall be assessed and documented according to the guidance and principles given ij
bries.
is demonstrated by
with published data,
ction of materials already shown to be biocompatible by proven clinical use in a sil

ion,

hce with similar devices already on the market together with evidence of traceability 4

materi

d)

s used in cupping device, or

|
by comjlliance with published procedures for biological evaluation of medical devices (see Table 2

Table 2 — Biologi¢al evaluation for type

ping
h the

milar

. . . Type

Bidlogical evaluation - - - -
Single-use type device Multiple-use type devicg
1) Cytotoxicity X X
2) Sensitizatfion X X
3) Intracutaneous reactivity X —
4) Acute sysfemic toxicity test X —
5) Hemoconipability test X —
6) Ethylene ¢xide (EO) Sterilization re- X X
siduals (if uding EOtesterilize)

NOTE T4

sting'is done in accordance with the ISO 10993 series.

5.2 Performance requirements

5.2.1 Resisting negative pressure

Resisting negative pressure of the cupping device shall not be less than the maximum instantaneous

pressure of -

91,50 kPa. See A.2.

5.2.2 Pressure maintenance

Pressure loss between the body of cupping device and skin shall not be less than 10 % of its maximum
pressure for 10 min. See A.3.

© ISO 2017 - All rights reserved
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5.2.3 Mechanical stability

Regarding the performance of the cupping device when resisting pressure, pressure shall be maintained
after the impact at a force of 0,5 ] + 0,05 ] using a universal spring hammer. See A.4.

5.2.4 Transparency

The body of the cupping device shall be sufficiently transparent to observe and distinguish the changes
of skin colour. See A.5.

5.2.5 Repeated disinfection resistance

Multjple-use cupping device shall not exhibit changes in performance after repeated disinifection. See A.6.
5.3 | Sterilization and disinfection

5.3.1 Sterilization for single-use type devices

Single-use type devices shall be sterilized using a validated sterilization procedure that ghall comply
with|ISO 11135, ISO 11137-1 or ISO 17665-1.

5.3.71 Disinfection for multiple-use type devices

Multjple-use type devices shall be disinfected using a.validated disinfection procedure that shall
comply with ISO 17664 [see 7.3 g)].

6 Package

6.1 | Primary package

The ¢upping device shall be sealed ifi @-primary package. There shall be no foreign mattef within the
primjary package under visual inspection.

The naterial and design of this primary package shall not have detrimental effects on the cpntents. The
material and design of this primary package should be such as to ensure

a) the maintenance of_sterility and disinfection of the contents under dry, clean and adequately
yentilated storagéconditions,

b) the minimumirisk of contamination of the contents during removal from the package,

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

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

L pa |
11dS5 UCTTI1 UIJCIIC\J.

Requirements of materials, sterile barrier systems and packaging systems for terminally sterilized
medical devices are provided in ISO 11607-1.

6.2 Secondary package

One or more primary packages shall be packaged in a secondary package. The secondary package shall
be sufficiently robust to protect the contents during handling, transport and storage. One or more
secondary packages may be packaged in storage and/or a transit package.

© IS0 2017 - All rights reserved 5
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7 Labelling

7.1 General

The symbols used on the package shall comply with ISO 15223-1.

7.2 Primary package

The primary package shall be marked with at least the following information:

a)
b)
0)
d)
€)
f)
g)

7.3 Secondary package

The secondd

a)
b)

0)
d)
€)
f)
g)

h)

the name or trademark orlogo of the manufacturer and /or supplier;

a descrilption of the contents, including the designated metric size in accordance with 5.1,

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

for sing
for sing

for sing

a warnipg to check the integrity of each primary package before use)such as “Do not use if pad
is damajged” or symbol.

the nan

description of the contents, including the _designated metric size in accordance with 5.1
quantity and the type;

the lot 1
for sing
for sing

for sing

for multiple-use type-devices, the maximum number of times the devices can be cleaned

disinfed
(see 5.3]

informd

e-use type devices, expiry date;
e-use type devices, method of sterilization, the word “STERILE” or symbol;

e-use type devices, the words “For single use” or “Do not reuse”or'symbol;

ry package shall be marked with at least the following information:

e, address and trademark of the manufacturer and/or supplier;

umber, prefixed by the word “LOT” and/or date of manufacture;
e-use type devices, expiry date;
e-use type devices, method of sterilization, the word “STERILE” or symbol;

e-use type devices; the words “For single use” or “Do not reuse” or symbol;

ted andthe method(s) of cleaning and disinfection recommended by the manufact
2).

tionfor handling, storage and transportation;

kage

, the

and
urer,

a warning to check the integrity of each secondary package before use, such as “Do not use if
package is damaged” or symbol;
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