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Need for Korean Industrial Standards(KS) for
Acupuncture Needle

Jang In-soo, Park Jong-bae’ and Seo Jung-chul®*

Department of Korean Internal Medicine, College of Korean Medicine, Woosuk University, Korea
"Harvard Medical school, Osher Institute, USA
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Quality assurance with high safety profile is one of the most critical issues to medical device
manufacturing. In general, this issue was not paid proper attention with respect to acupuncture
needle and its related devices. Acupuncture needles are manufactured through various standards
ranging from purely hand-made, partially hand-made and partially machine-made, to fully
machine-made mainly in China, Korea, and Japan. There is a large difference in quality between
needles from different manufacturers. In order to provide a standard manufacturing guideline, it
seems necessary to make a Korean Industrial standard (KS). The authors review this topic from an
historical view point, investigate the current situation of the standardization of acupuncture needles
in other developed countries, and inspect the general procedure to establish a KS in Korea in order
to suggest a KS for acupuncture needles.
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Table 1. Acupuncture manufacturers in Korea
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Table 2. Acupuncture manufacturers in Europe and USA

Acuglide®

/ Manufactured by many small factories in China. / Distributed by Helio Medical
Supplies, Inc. /San Jose, CA 95131, USA / CE0124

AcuMaster®

/ Manufactured by‘ many small factories in China. / Distributed by Helio Medical
Supplies, Inc. / Santa Clara, CA 95080, USA / CE0124

/ Manufactured by asia-med GmbH & Co. KG. Kirchplatz 182049 Pullach Germany.

. ®
Asta Med (www.asia-med.de)
CARBO® / Manufactured by many small factories in China. / Distributed by Helio Medical
Supplies, Inc. / Santa Clara, CA 95050, USA / CE0124
/ Manufactured by many small factories in China. / Distributed by Harmony® Medical
Classic® Distribution, Ltd. / 629 High Load Leytonstone London Ell 4PA, UK (www.
harmonymedical.co.uk) / CE0120
Dong Bang / Manufactured by Dong Bang Acupuncture Inc. Korea. / Distributed by AcuPrime
AcuPrime®  Exeter, EX2 4WU, UK (http// www.acuprime.com) / CE 0120
Head® / Manufactured by Dong Bang Acupuncture Inc. Korea / Distributed by Hegu, Sweden
(http// www.hegu.se)/ CE 0120
KS 106% / Manufactured by Dong Bang Acupuncture Inc. Korea / Distributed by DAV, Germany
(http.//www.akupunktur-vertrieb.de/) / CE 0120
MarcoPola® / MarcoPolo-Direct, ZI. Fonlabour, 81012 Albi cedex 9, France info@marcopolo-
direct.com
. / Manufactured by many small factories in China. / Distributed by HarmonyTM
Q" Medical Distribution, Ltd. / 629 High Load Leytonstone London Ell 4PA, UK
(www.harmonymedical.co.uk) / CEO1)
SEIRIN® _ / HA, #iBE i 1% KMEiBT 1007-1/ (http,//www.seirin.tv/)
Viva® / Manufactured by many small factories in China. / Distributed by Helio Medical

Supplies, Inc. /San Jose, CA %131, USA / CE0124
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Table 3. International Organization of Standards

oA 53} 7] T (International Standardization Organization : ISO)

aAZ http://www.iso.org
) =27+ E 5 3] (American National Standards Institute : ANSI)
e http://www.ansi.org
T H A A £+ 1 FA(National Resource for Global Standards : NSSN)
http://www.nssn.org
PR FHEF3 Y3 (Comité Européen de Normalisation : CEN)
b http://www.cenorim.be
- %3 % F3 3|(British Standards Institution : BSI)
o http://www.bsi-global.com
e xgk 2~ 7 F3l7]17(Association Frangeise de Normalisation : AFNOR)
- http://www.afnor fr
o =AdRZF3 (Deutsches Institution Normung : DIN)
http://www.din.de
o m LA R 2 [ @ (Japanese Industrial Standards Committee : JISC)
= http://www jisc.go.jp
22 B HE (L HE & £1 2 (Standardization  Administration of the People’s Republic of
China : SAC) http://www.sac.gov.cn
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Table 4. The Code of Federal Regulations of USA related with acupuncture
(hitp://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/CFRSearch.cfm?ir=880.5580)

{Code of Federal Regulations]
[Title 21, Volume 8]
[Revized as of April 1, 2004}
[CITE: 21CFR880.5580]

TITLE 21--FOOD AND DRUGS
CHAPTER I--FOOD AND DRUG ADMINISTRATION
DEPARTMENT OF HEALTH AND HUMAN SERVICES

SUBCHAPTER H - MEDICAL DEVICES

PART 2880 -- GENERAL HOSPITAL AND PERSONAL USE DEVICES

Sec. 880.5580 Acupuncture needle.

tollowing special controls:

set out in 21 CFR 801.109,

(2) Device material hiocompatibility, and

(3} Device sterility.

[61 FR 64617, Dec. 6, 1996]

Subpart F -- General Hospital and Personal Use Therapeutic Devices

(a) Identification. An acupuncture needle is a device intended to pierce the skin in the
practice of acupuncture. The device consists of a solid, stainless steel needle. The device
way have a handle attached to the needle to facilitate the delivery of acupuncture treatment.

(k) Classification. Class II (special controls}. Acupuncture needles must comply with the

(1) Labeling for single use only and conformance to the requirements for prescription devices

AL Ao BFol tsiM vlF AFo Rt
el F43 A=) (Compliance Policy Guide)oll
Me x99 #4E 59 Acupuncture Devices
and Accessories (CPG 7124.11) #&stdon
2000 1€ HAA A K http//www.fda.gov/
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Inc. MD)oll 2w 984T ERelA e 5
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Table 5 KS of needles used in western
medicine in Korea

KS P 2612 59F3& 191 Aneurism Needies

KS P 3001 13]¢ AR 1992 Disposable Injection
Needles

KS P 3005 958 %583 1986 Surgical Needies
Suture

KS P 3006 @23 1980 Trocars
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F
Table 7. The acts related with Korean Industrial Standards(KS)

SF7FRE7EE - ¥E A06315%  (2000-12-29 7H7A)

A3z (Fe]) o] MollM AHgdhe §o19] Ao ted 2ok
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