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PRE-MARKET NOTIFICATION 510(K) SUMMARY
{As Requested by 21 CFR 807. 929 (¢)}

Submitter: Ae-Hoe Kwon (President of Morning Star/Staff of Dong Bang Medical Co., LTD)
Morning Star, Dong Bang Acupuncture U.S.A,, Inc.
1429 Lyndon St. S. Pasadena, CA 91030-3381
Tel: 626) 403-5959, Fax: 626) 403-0128, E-mail: DBCacup@aol.com

Issued Date: January 28, 1999

Trade name: DBC, Dong Bang Acupuncture Needles, 5 10(k) Number: K990328

Common name: Acupuncture Needles Classification: II
Classification name: Needle, Acupuncture, Single Use Product code: MQX
The Legally Marketed Device: DBC Acupuncture Needles, 510(k) K963300

Description of Device:

The acupuncture needles manufactured by Dong Bang Medical Co., LTD in Korea have been
imported and sold through interstate commerce in the USA since 1988 under the FDA labeling
restrictions of “Caution: Federal law restricts this device to sale by or on the order of qualified
practitioners as determined by the State.” The subject of this 510(k) application, “DBC, Dong
Bang Acupuncture Needles,” is a y-ray or EOG sterile, non-pyrogen, stainless, and single use
only acupuncture needle and is identical to the DBC brand needles, 510(k) K963300. The DBC,
Dong Bang acupuncture needles have various type (pipe or spring) needle handles, and are
packaged by bulk or single sealed blister.

MorningStar, DongBang Acupuncture U.S.A, Inc.

Intended Use:

Acupuncture needles are defined as devices “intended to pierce the skin in the practice of
acupuncture by qualified practitioners of acupuncture as determined by the States.” Single use
only acupuncture needles have been used for “the general practice of acupuncture” in the United
States. The proposed DBC, Dong Bang Acupuncture Needles have the same intended use as the
DBC Acupuncture Needles which are currently being marketed through interstate distribution
(K963300), because the two devices are manufactured by a same company.

Safety, Effectiveness, and Fundamental Scientific Technology:

Since 1988, no accidents or device failure claims have been reported as a result of using the
acupuncture needles supplied by Dong Bang Medical Co., LTD in the U.S.A. Sterile, stainless,
single use only acupuncture needles offer greater safety. The proposed DBC, Dong Bang
acupuncture needles meet the general specifications and criterion for acupuncture needles and are
effective for the practice of acupuncture. The differences in trade and distributor names in
labeling do not alter safety, effectiveness, or device’s fundamental scientific technology.

Substantial Equivalence:

In conclusion, based on the information provided with this 510(k) application, the DBC,
Dong Bang brand acupuncture needle meets the criterion for 510 (k) acceptance. The subject of
this application is the same safe and effective DBC acupuncture needle which has been legally
marketed in commercial distribution. For this DBC, Dong Bang acupuncture needle is identical
to the legally marketed DBC acupuncture needle, 510(k) K963300 submitted by an other
importer (Lhasa Medical, Inc.) of Dong Bang Medical Co., LTD. The differences in trade and
distributor names in labeling do not affect the device’s intended use or alter the device’s
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Public Health Service

Food and Drug Administration

9200 Corporate Boulevard
Rockville MD 20850

MAY 4 S

Mr. Ae-Hoe Kwon

President

Morning Star, Dong Bang Acupuncture U.S.A., Incorporated
1429 Lyndon Street

South Pasadena, California 91030-3381

Re: K990328
Trade Name: DBC, Dong Bang Acupuncture Needles
Regulatory Class: II
Product Code: MQOX
Dated: March 4, 1999
Received: March 8, 1999

Dear Mr. Ae-Hoe Kwon

We have reviewed your Section 510(k) notification of intent to
market the device referenced above and we have determined the
device is substantially equivalent (for the indications for
use stated in the enclosure) to devices marketed in interstate
commerce prior to May 28, 1976, the enactment date of the
Medical Device Amendments, or to devices that have been
reclassified in accordance with the provisions of the Federal
Food, Drug, and Cosmetic Act (Act). You may, therefore,
market the device, subject to the general controls provisions
of the Act. The general controls provisions of the Act
include requirements for annual registration, listing of
devices, good manufacturing practice, labeling, and
prohibitions against misbranding and adulteration.

If your device is classified (see above) into either class II
(Special Controls) or class III (Premarket Approval), it may
be subject to such additional controls. Existing major
regulations affecting your device can be found in the Code of
Federal Requlations, Title 21, Parts 800 to 895. A
substantially equivalent determination assumes compliance with
the Good Manufacturing Practice for Medical Devices: General
(GMP) regulation (21 CFR Part 820) and that, through periodic
GMP inspections, the Food and Drug Administration (FDA) will
verify such assumptions. Failure to comply with the GMP
regulation may result in regulatory action. In addition, FDA
may publish further announcements concerning your device in
the Federal Register. Please note: this response to your
premarket notification submission does not affect any
obligation you might have under sections 531 through 542 of
the Act for devices under the Electronic Product Radiation
Control provisions, or other Federal laws or regulations.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Page 2 - Mr. Ae-Hoe Kwon

This letter will allow you to begin marketing your device as
described in your 510 (k) premarket notification. The FDA
finding of substantial equivalence of your device to a legally
marketed predicate device results in a classification for your
device and thus, permits your device to proceed to the market.

If you desire specific advice for your device on our labeling
regulation (21 CFR Part 801 and additionally 809.10 for in
vitro diagnostic devices), please contact the Office of
Compliance at (301) 594-4692. Additionally, for questions on
the promotion and advertising of your device, please contact
the Office of Compliance at (301) 594-4639. Also, please note
the regulation entitled, "Misbranding by reference to
premarket notification" (21 CFR 807.97). Other general
information on your responsibilities under the Act may be
obtained from the Division of Small Manufacturers Assistance
at its toll-free number (800) 638-2041 or (301) 443-6597 or at
its internet address "http://www.fda.gov/cdrh/dsmamain.html".

Divisibn of Dental, Infection Control,
and General Hospital Devices

Office of Device Evaluation

Center for Devices and
Radiological Health

Enclosure

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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510(K) NUMBER (IF KNOWN): K990328
DEVICE NAME: DBC DONGBANG ACUPUNCTURE NEEDLES

INDICATIONS FOR USE

DBC Dongbang Acupuncture Needles have been used for “the general
practice of acupuncture without any other specific use or treatment” in the United
States. These single-use-only acupuncture needles are “intended to pierce the skin
in the practice of acupuncture by qualified practitioners of acupuncture as
determined by the States.”

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINE ON ANOTHER PAGE IF NEEDED.)

Concurrenc t ton (ODE)
IVISION Sign- W
Division of Dental, Infection Control,

and General Hospital Devices

L. 10(k) Numbcrw
Prescription Use _ .~ , O ver-1he-Counter-lJse .

(Per 21 CFR 801.109) (Optional Format 1-2)

5

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Mr. Ae-Hoe Kwon _

President _

Morning Star, Dong Bang Acupuncture U.S.A., Incorporated
1429 Lyndon Street

South Pasadena, California 91030-3381

Re: K990328
Trade Name: DBC, Dong Bang Acupuncture Needles
Regulatory Class: II
Product Code: MQX
Dated: March 4, 1999
Received: March 8, 1999

Dear Mr. Ae-Hoe Kwon

We have reviewed your Section 510(k) notification of intent to
market the device referenced above and we have determined the
device is substantially equivalent (for the indications for
use stated in the enclosure) to devices marketed in interstate
commerce prior to May 28, 1976, the enactment date of the
Medical Device Amendments, or to devices that have been
reclassified in accordance with the provisions of the Federal
Food, Drug, and Cosmetic Act (Act). You may, therefore,
market the device, subject to the general controls provisions
of the Act. The general controls provisions of the Act
include requirements for annual registration, listing of
devices, good manufacturing practice, labeling, and
prohibitions against misbranding and adulteration.

If your device is classified (see above) into either class II
(Special Controls) or class III (Premarket Approval), it may
be subject to such additional controls. Existing major
regulations affecting your device can be found in the Code of
Federal Regulations, Title 21, Parts 800 to 895. A
substantially equivalent determination assumes compliance with
the Good Manufacturing Practice for Medical Devices: General
(GMP) regulation (21 CFR Part 820) and that, through periodic
GMP inspections, the Food and Drug Administration (FDA) will
verify such assumptions. Failure to comply with the GMP
regulation may result in regulatory action. 1In addition, FDA
may publish further announcements concerning your device in
the Federal Register. Please note: this response to your
premarket notification submission does not affect any
obligation you might have under sections 531 through 542 of
the Act for devices under the Electronic Product Radiation
Control provisions, or other Federal laws or regulations.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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This letter will allow you to begin marketing your device as
described in your 510 (k) premarket notification. The FDA
finding of substantial equivalence of your device to a legally
marketed predicate device results in a classification for your
device and thus, permits your device to proceed to the market.

1f you desire specific advice for your device on our labeling
regulation (21 CFR Part 801 and additionally 809.10 for in
vitro diagnostic devices), please contact the Office of
Compliance at (301) 594-4692. Additionally, for gquestions on
the promotion and advertising of your device, please contact
the Office of Compliance at (301) 594-4639. Also, please note
the regulation entitled, "Misbranding by reference to
premarket notification" (21 CFR 807.97). Other general
information on your responsibilities under the Act may be
obtained from the Division of Small Manufacturers Assistance
at its toll-free number (800) 638-2041 or (301) 443-6597 or at
its internet address "http://www.ffa.gov/cdrh/dsmamain.html".

Divisibn of Dental, Infection Control,
and General Hospital Devices

Office of Device Evaluation

Center for Devices and
Radiological Health

Enclosure

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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510(K) NUMBER (IF KNOWN): K990328
DEVICE NAME: DBC DONGBANG ACUPUNCTURE NEEDLES

INDICATIONS FOR USE

DBC Dongbang Acupuncture Needles have been used for “the general
practice of acupuncture without any other specific use or treatment” in the United
States. These single-use-only acupuncture needles are “intended to pierce the skin
in the practice of acupuncture by qualified practitioners of acupuncture as
determined by the States.”

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINE ON ANOTHER PAGE IF NEEDED.)

ConcunencmW%ODE)
- A 2 :
Division of Dental, Infection Control, PPl

and General Hospital Devices

.. 10(k) Numberﬁ_ﬁgzléﬁ,%&(
Prescription Use _ L~ , O ver-The-Counter-Use .

(Per 21 CFR 801.109) (Optional Format 1-2) /é

5

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service
Food And Drug Administration

\baﬁ ' ﬂ / Memorandun

om: Reviewer(s) - Namé(s) / reng /] //l Lot

Subject: 510(¢) Number__ £ G950 S A 5!

To: The Record - It is my recommendation that the subject 510(k) Notification: ..

CIRefused to accept. N

DRequirps additional information (other than refuse to accept).

lZAccepte& for review__/ n/f/ﬁ

s substantially equivalent/ to marketed devices.

CINOT substantially equivalent to marketed devices.

De Novo Classification Candidate? Oyes O no
" other (e.g., exempt by regulation, nota device, duplicate, etc.)

Is this device subject to Postmarket Surveillance? - Cvyes E NO
Is this device subject to the Tracking Regulation? Cvyes Z NO
Was clinical data necessary to support the review of this 5 10(k)? Olyes fANno
Is this a prescription device? ByEs 1 Nno
Was this 510(k) reviewed by a Third Party? Oves K No
Special 510(k)? (vEs KI Nno
Abbreviated 510(k)? OyEs Kl NnO

This 510(k) contains:

Truthful and Accurate Statement [JRequested X B Enclosed
(requlred for originals received 3- 14-95 and after)

[ A 510(k) summary OR [JA 510(k) statement

[ The required certification and summary for class Il devices

B4 The indication for use form (required for originals received 1-1-96 and after)
Material of Biological Origin O yEs Owno

The submitter requests under 21 CFR 807.95 (doesn’t apply for SEs):
[ No Confidentiality [ Confidentiality for 90 days {1 Continued Confidentiality exceeding 90 days

Predicate Product Code with class: Additional Product Code(s) with panel (optional):

fo/7 [t | A005T F
Leview: ﬁ/}éﬂ/ // M/é / M% / 5/ 3/ 7 7

(Branch Chief) faﬂc‘l Date) .
| a7
Final Review:

(Division Director) Date)
Revised:6/209&stions? Contact FDA/CDRH/OCE/DID t CDRH-FOISTATUS@fda.hhs.gov or 301 -796-8118

—

¢
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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MEMO TO THE RECORD
510 (K) REVIEW

K990328
Date: April 30, 1999 Office: HFZ-480
From: Irene Naveau Division: DDIGD/GHDB

COMPANY NAME: Morning Star, Dong Bang Acupuncture U.S.A., Inc.
DEVICE NAME: DBC, Dong Bang Acupuncture Needles

“SUBSTANTIAL EQUIVALENCE (SE) DECISION-MAKING DOCUMENTATION”

NARRATIVE DEVICE DESCRIPTION

1. SUMMARY DESCRIPTION OF THE DEVICE UNDER REVIEW:

The DBC, Dong Bang Acupuncture Needles are sterile, single use,
acupuncture needles for general purpose use. They consist of
stainless steel (SUS 304) pine leaf shaped needles which are
mechanically attached to one of two types of brass and nickel
chromed handles. These acupuncture needles are available with
single or bulk packaged pipe handles or with a spring type
handle. No adhesive bonding is used. A silicone lubricant is
used on each needle. Sizes will vary from 0.16x7mm to
0.70x160mm. An insertion tube of polypropylene is included with
each needle.

2. INTENDED USE: To pierce the skin in the practice of acupuncture
by qualified practitioners of acupuncture as determined by the
states.

3. DEVICE DESCRIPTION:

A. Life-supporting or life-sustaining: No

Implant (short-term or long term): No

Is the device sterile? Yes; The acupuncture needles will be
sterilized with either ethylene or gamma irradiation. For those
needles sterilized with EtO, the SAL is 107% and residue levels
are: EtO: 15ppm; EC: 2lppm, and EG: 217ppm. Pyrogen method is
the rabbit test. For those needles sterilized with gamma
irradiation, the validation method is IS01137, the SAL is 107¢,
the dosage is 25kGy (EN552), and the pyrogen testing is by rabbit
test.

Q w

Packaging: For single pipe: polypropylene and PET sterilized
paper; for pipe and spring handled acupuncture needles, PET and
LLDPE

D. Is the device for single use? Yes

E. Is the device for prescription use? Yes
If yes, is prescription labeling included? See labeling.

F. Is the device for home use or portable? Not indicated for home
use.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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G. Does the device contain drug or biological product as a
component? No

H. Is the device a kit? No

I. Applicable standards to which conformance has been demonstrated
(e.g., IEC, ANSI, ASTM, etc.): N/A

J. Device {s) to which egquivalence is claimed, manufacturer, and
510 (k) number or preamendment status: DBC Acupuncture Needle,
Lhasa Medical,Inc., K963300.

K. Submission provides comparative specification a Yes
comparative in vitro data b No
performance data c Yes
animal testing d Nec
clinical testing e No
biocompatibility testing f No

L. Provide a statement of how the device is either similar to and/or
different from other marketed devices, plus data (if necessary)

to support the statement. Provide a summary about the devices
design, materials, physical properties and toxicology profile if
important.

The DBC, Don Bang Acupuncture Needles are identical to the
predicate device, DBC Acupuncture Needles in intended use,
materials. Labeling, package inserts, and specifications are the
same. The only differences are the trade names, distributor
guidance, and color in the packaging.

Functional testing included:

A biocompatibility certification statement was provided.

The labeling is adequate for this device. Labeling was revised
and the appropriate caution and prescription statements were
added. A bulk packaging statement was also included where
appropriate.

Based on the information provided in this 510k, I ascertained
that this device is substantially equivalent to the predicate
device by Lhasa Medical, Inc. No new issues of safety and
effectiveness exist for this device.

M. Does the submission include a summary of safety and effectiveness
information upon which an equivalence determination is based?
Yes

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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N. RECOMMENDATION:
I believe that this device is equivalent to: 80 MQX

Classification should be based on: Acupuncture Needle

880.5580 Class: II

s%/,\a/ /ZAW %”/7/5

I1fene Naveau

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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"SUBSTANTIAL EQUIVALENCE" (SE) DECISION MAKING DOCUMENTATION

K990328
Reviewer: Irene Naveau
Division/Branch: DDIGD/GHDB
Device Name: DBC, Dong Bang Acupuncture Needle
Product To Which Compared (510 (K) Number If Known): DBC Acupuncture Needle,
Lhasa Medical, Inc., K963300.
YES NO
1. Is Product A Device X If NO = Stop
2. Is Device Subject To 510(k)? X If NO = Stop
3. Same Indication Statement? X If YES = Go To 5
4. Do Differences Alter The Effect Or If YES = Stop NE
Raise New Issues of Safety Or
Effectiveness?
5. Same Technological Characteristics? X If YES = Go To 7
6. Could The New Characteristics Affect If YES = Go To 8
Safety Or Effectiveness?
7. Descriptive Characteristics Precise X If NO = Go To 10
e Enough? If YES = Stop SE
8. New Types Of Safety Or Effectiveness If YES = Stop NE
Questions?
9. Accepted Scientific Methods Exist? If NO = Stop NE
10. Performance Data Available? If NO = Request
Data
11. Data Demonstrate Eguivalence? Final Decision:
1. 1Intended Use: To pierce the skin in the practice of acupuncture by
qualified practitioners of acupuncture as determined by the states.
2. Device Description: Refer to SE Memo dated April 30, 1999.
—

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Ae-Hoe Kwon
MorningStar, DongBang Acupuncture U.S.A,, Inc.

1429 Lyndon St.

S. Pasadena, CA 91030-3381
Tel: 626) 403-5959, Fax: 626) 403-0128, E-mail: DBCacup@aol.com

April 7, 1999

Attention: Irene Naveau
FDA/CDRH

Office of Device Evaluation
Document Mail Center (HFZ-401)
9200 Corporate Blvd.

Rockville, Maryland 20850

Ref: 510(k) Number: K990328.
Device Name: DBC, Dong Bang Acupuncture Needles

Dear Irene Naveau,

/'(770'3’«?

o

I am sending you a revised application which contains 3 copies for the proposed labeling.

Please, if you have any question, feel free to call me.
Thank you very much.

Sincerely yours,

Ae-Hoe K\;on

A,

IX01/200/H4Q0/vad

>

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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| caution

H 1. Single use only

Bl 2. Keep away from high

i temperatures and humidity
3. Do not use i inside package is J

damaged

Questions? Contact FDA/CDRH/OCE/DID at
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Size:

Lot No:*

Exp Date:

\\/

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Sterile Acupuncture Needles

0

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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510(K) NOTIFICATION

1. Reason and Purpose for Submission:
This is a revised application with reference to a new 510(k) number: K990328
for Marketing through a new trade name, DBC, Dong Bang Acupuncture Needles.
2. Legally Marketed Device:
DBC Acupuncture Needles 510(k) No. K963300 submitted by Lhasa
Medical, Inc. DBC Acupuncture Needle is identical to the subject of this
application and is manufactured by Dong Bang Medical Co. LTD (DBC).
3. Device Classification Name:
Needle, Acupuncture, Single Use
4. Device Trade Name:
DBC, Dong Bang Acupuncture Needles
5. Applicant:
Morning Star, Dong Bang Acupuncture U.S.A., Inc.
(A Regional Office of Dong Bang Medical Co., LTD)
1429 Lyndon St. S. Pasadena, CA 91030-3381
Tel: (626) 403-5959
Fax: (626) 403-0128
6. Contact:
Ae-Hoe Kwon

7. Product Code:

MQX . 5 -
8. Class: =3 S
Type Il < 3
9. Medical Specialty (panel): 2
General Hospital (21 CFR Part 8380) — =
10. Manufacturer: e ’?,
— !
‘_.: ;

Date Submitted: April 7, 1999 (Ae-Hoe Kwon) M

\\/\

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Dong Bang Acupuncture Needles Co., or DBC, is the same company. DBC is

the

brand name and abbreviation of Dong Bang Acupuncture Needles Co., and DBC has been
patented to Keun-Sik Kim (president) by the Korean Patent Bureau since 1994. The

company name has been changed to Dong Bang Medical Co., LTD. 1 will from here
out use Dong Bang Medical Co., LTD.
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Morning Star, Dong Bang Acupuncture U.S.A,, Inc.
1429 Lyndon St. S. Pasadena, CA 91030-3381
Tel: 626) 403-5959, Fax: 626) 403-0128, E-mail: DBCacup@aol.com

PRE-MARKET NOTIFICATION 510(K) SUMMARY
{As Requested by 21 CFR 807. 929 (c)}

Submitter: Ae-Hoe Kwon (President of Morning Star/Staff of Dong Bang Medical Co., LTD)
Issued Date: April 7, 1999

Trade name: DBC, Dong Bang Acupuncture Needles,

510(k) Number: K990328

Common name: Acupuncture Needles

Classification: II

Classification name: Needle, Acupuncture, Single Use

Product Code: MQX

The Legally Marketed Device: DBC Acupuncture Needles, 510(k) K963300

Description of Device:

DBC Dongbang Acupuncture Needles are acupuncture needles, manufactured by Dong Bang
Medical Co., LTD in Korea, which have been imported and sold through interstate commerce in
the USA ever since 1988. The subject of this 510(k) application DBC, Dong Bang Acupuncture
Needles is a new device: it is a y-ray or EOG sterile, non-pyrogen, stainless, and single-use-only
acupuncture needle, and is identical to the DBC brand needles, 510(k) K963300. The DBC
Dongbang Acupuncture Needles come in both types: pipe-handle and spring-handle. They are
also packaged in both bulk and single-sealed blister package.

Intended Use:

DBC Dongbang Acupuncture Needles are accupuncture needles used for “the general practice
of acupuncture: they are intended to pierce the skin in the practice of acupuncture by qualified
practitioners of acupuncture as determined by the States (880.5580 Code of Federal Regulation).”

Safety, Effectiveness, and Fundamental Scientific Technology:

Since 1988, no accidents or device failure claims have been reported as a result of using the
acupuncture needles supplied by Dong Bang Medical Co., LTD in the U.S.A. Sterile, stainless,
single use only acupuncture needles offer greater safety. The proposed DBC, Dong Bang
acupuncture needles meet the general specifications and criterion for acupuncture needles and are
effective for the practice of acupuncture. The differences in trade and distributor names in
labeling do not alter safety, effectiveness, or device’s fundamental scientific technology.

Substantial Equivalence:

In conclusion, based on the information provided with this 510(k) application, the DBC, Dong
Bang brand acupuncture needle meets the criterion for 510 (k) acceptance. The subject of this
application is the same safe and effective DBC acupuncture needle which has been legally
marketed in commercial distribution. For this DBC, Dong Bang acupuncture needle is identical
to the legally marketed DBC acupuncture needle, 510(k) K963300 submitted by an other
importer (Lhasa Medical, Inc.) of Dong Bang Medical Co., LTD. The differences in trade and
distributor names in labeling do not affect the device’s intended use or alter the device’s
fundamental scientific technology.

(Ae-Hoe Kwon) /,% Date: ?/é /1997

[
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PREMARKET NOTIFICATION

TRUTHFUL AND ACCURATE STATEMENT
[As required by 21 CFR 807.87(j)]

I certify that, in my capacity as “regional office staff in charge,”
importer and the US designated agent of Dong Bang Medical Co., LTD
(DBC), I believe to the best of my knowledge, that all data and information
submitted in the pre-market notification are truthful and accurate and that
no material fact has been omitted.

(Signature)

Ae-Hoe Kwon

04/07/1999
(Dated)

K .
(Pre-market Notification [510(k)] Number)

il
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510(K) NUMBER (IF KNOWN): K990328
DEVICE NAME: DBC DONGBANG ACUPUNCTURE NEEDLES

INDICATIONS FOR USE

DBC Dongbang Acupuncture Needles have been used for “the general
practice of acupuncture without any other specific use or treatment” in the United
States. These single-use-only acupuncture needles are “intended to pierce the skin
in the practice of acupuncture by qualified practitioners of acupuncture as
determined by the States.”

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINE ON ANOTHER PAGE IF NEEDED.)
Concurrence of CDRH, Office of Device Evaluation (ODE)

Prescription Use , OR Over-The-Counter-TJse
(Per 21 CFR 801.109) (Optional Format 1-2)
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1. GENERAL INFORMATION

1-1. The Name of Device
1-1-1 Trade Name: DBC, Dong Bang Acupuncture Needles
1-1-2 Common or Usual Name: Acupuncture Needles
1-1-3 Classification Name: Needle, Acupuncture, Single Use
1-2 The Class of Device: Class 11
1-3 Medical Specialty (panel): General Hospital (21 CFR Part 880)
1-4 Product Code No: MQX

1-S The Establishment Name and Registration Number
1-5-1 Manufacture Name: Dong Bang Medical Co., LTD (DBC)
* FDA Registration No: 8040810 (since 1988)
* Device Listing No: B 008479
* Address of Manufacturer:

1-5-2 Applicant: Morning Star, Dong Bang Acupuncture U.S A, Inc.:
Regional Office/the Sole US Agent designated by DBC

* FDA Registration Form Operation and owner ID:
* LA Regional Registration Form No: -

1-6 Purpose of Submission
Since the current 510(k) K963300 belongs to the specific importer, the
manufacturer or other importers are unable to use the current 510(k). For
marketing a new trade name, DBC, Dong Bang Acupuncture Needles through a
new importer, a new 510(k) number different from a legally marketed DBC is
called for.
B This package is a revised application with reference to a New 510(k)
Number: K990328. All old application documents must be replaced by
this new one.

1-7 A Legally Marketed Predicate Device: DBC Acupuncture Needles,
510(k) Number. K963300.
This 510(k) number was submitted by Lhasa Medical, Inc. and the
acupuncture needles are manufactured by Dong Bang Medical Co., LTD (DBC).
The subject of this application is identical with the DBC acupuncture needles as a
predicate device for substantial equivalence.
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2. DESCRIPTION OF THE PROPOSED DEVICE

2-1 Statement of Intended Use

Acupuncture needles are defined as devices “intended to pierce the skin in
the practice of acupuncture by qualified practitioners of acupuncture as determined
by the States.” Acupuncture needles have been used for “the general practice of
acupuncture” in the United States. The DBC, Dong Bang acupuncture needles
have only the intended use and indication for use in labeling for the “general
practice of acupuncture,” without any other specific use or treatment.

2-2 Device Specifications

2-2-1 Physical Specifications

DBC, Dong Bang acupuncture needles have no visible defects in
acupuncture needle body finishing under the magnification of 100 times. Their tips
are pine leaf shaped needle points (angle: 10°-12° length: 1.0-1.2mm). The
needle body is made of the needle
handle is made ofm- and the insertion tube is made of [l
The attachment of*the fteedle body to the needle handle is done mechanically with
inner hole of needle handle and the part of prominence and depression of the
needle body for attachment, length 15mm). Single Pipe Handle Sterile
Acupuncture Needles and Pipe Handle Sterile Acupuncture Needles have a pipe

type needle handle. Spring Handle Sterile Acupuncture Needles have a spring
shape needle handle.

[Drawing of Products]

J\O

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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2. Body of Needle

Maten’al:w—
Length and THitkfless: According needle’s standard

Prominence and Depression: 15 mm

vlv .
3. Handle of Needle 4. Tube for Needle
Material: Material: .
Length: 2 Lo Length: According to
Outer diameter: ¢ 1.2 mm needle body

Inner diameter: According to size of needle body  Outer diameter: 3.0 mm

5. Bulk Package for 10 Spring Needles and for 5 Pipe Needles

B. Pipe Type

2. Body of Needle

Materia RN s
Length and thickhess: According to needle size — jatam|

Prominence and Depression: 15mm o

3. Handle of Needle

Material:
Length: 20 mm
Outer Diameter: ¢ 1.1 mm

Inner Diameter: According to size of needle body

8 9\
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4. Insertion Tube of Needle
Material:
Length: According to needle body
Inner Diameter: ¢ 3.0 mm
Outer Diameter: ¢ 2.0 mm

5. Single Pipe Blister Package
Case:

2-2-2 The Dimension of DBC, Dong Bang Acupuncture Needles

Length of the needle in milimeter
7 151 30 |40{50 |60 75 90 120 | 160
0.16 0
0.18 o) o| o 0 0
0.20 o o| o 0 0
0.22 0 o] o 0 0
Diameter 0.25 0 o] o 0 o
of the 0.26 0 o|lo] o 0
needle 0.28 0 ol o 0 0
in 0.30 0 olo]| o 0 0
millimeter | 0.35 0 o] o 0 0] 0 0
0.40 0 oo 0 o 0 0
- 0.45 ) o|o]| o 0 ) o | o
0.50 0 o|o 0 0 0 0 0
0.70 0 0 0 0 0

: AP
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3. MATERIAL IDENTIFICATION, BIOCOMPATIBILITY
AND MECHANICAL TESTING

3-1 Material Identification

. 3-2 Biocompatibility
Stainless steel biocompatibility is established in use F
Bl Al DBC, Dong Bong acupuncture needle bodies as @i5CUSE&EA Hready are

made of The stainless steel wire in
] is identical to the DBC Acupuncture Needle (K963300): “I,
Ae-Hoe Kwon, president of MorningStar, Dong Bang Acupuncture U.S.A., Inc.,

certify that DBC, Dong Bang Acupuncture Needle is identical to the legally

marketed DBC Acu%@ 10(k) K963300).”
(Ae-Hoe Kwon)___¢4 ; Date: __2£/67 /7 7//4f

<

3-3 Mechanical Testing

A )

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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4. STERILIZATION INFORMATION

M
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_ 5. PROPOSED LABELING

S-1 The Various Types of Proposed Devices: Device and Package Labels
“DBC, Dong Bang Acupuncture Needles” have three types of needle
names: (1) “Single Pipe Handle Sterile Acupuncture Needles,” (2) “Spring Handle

Sterile Acupuncture Needles,” and (3) “Pipe Handle Sterile Acupuncture Needles”
as follows:

5-1-1 Spring Handle Sterile Acupuncture Needle Package

DBC

DONGBANG ACUPUNCTURE NEEDLES

Contents 100 needles HAN D LE

Bulk pkg of 10 needies with tube

Sterized by Camma Ray Sterile Acupuncture Needles
SOOI TR

MADE IN KOREA
Dist. by : MomingStar DongBang Acupunciure USA. Inc.  Tel: 626)403-5959, Fax: 62604030128
Emai:yl(wonl\ﬂomasd. com. 1758 Foothif St. D $. Pasadena, CA 91030

r Size: Wx30 Mz E:L ':)(:lei AP&BQQGW_J

DONGBANG ACUPUNCTURE NEEDLES

Contents 100 needles H A N D LE

Bulk pkg of 10 needles with tube .
Steriized by Camma Ray Sterile Acupuncture Needles

-
=
=
]
2
~
ead
2
=
=2
=3
-
)
i
7

Caution: Federal faw restricts this CAUTION

device to sale by or on the order of 1. Single use only .
qualified practitioners as determined 2 Keep away kom high temperatures and humidity
by the States 3. Do not use i inside package is damaged

[100 sterilized and bulk spring handle needles in a box
with a plastic insertion tube per 10 needles]

7
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5-1-2 Single Pipe Handle Sterile Acupuncture Needle Package

PR
P
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Z
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r
m
o
B2RT
HIE
- 1}
g sé
s gi;
. g%gﬁ
— [100 sterilized and sealed Pipe Blister needles in a box with a plastic insertion tube per needle]
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- 5-1-3 Pipe Handle Sterile Acupuncture Needle Package

[100 sterilized and bulked pipe handle needles in a box
with a plastic insertion tube per 5 needles]

17
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5-2 Package Inserts: Sterile, Disposable Needle, Number and Quantity,
and Insertion tube

“Single Pipe Handle Sterile Acupuncture Needles” are individually packaged
with a pipe blister needle and a plastic insertion tube per each sterile sealed (EOG)
blister package (PET + Sterile Paper). A small box is 100 needles. “Spring
Handle Sterile Acupuncture Needles are packaged with 10 spring handle needles
and a plastic insertion tube per each sterile (y-ray) sealed bulk package (non-toxic
PET + LLDPE). “Pipe Handle Sterile Acupuncture Needles” are packaged with 5
pipe handle needles and a plastic insertion tube per each sterile (y-ray) sealed bulk
package. These insertion tubes are made of A large box, with 1000
acupuncture needles, is packaged with 10 small béxes as described above (see the
attached samples).

5-3 Size Indication

Sizes vary as mentioned above in 2-2-2. According to diameter and blade
length, the DBC, Dong Bang acupuncture needles are indicated as “mm x mm”
(i.e., 0.20mm x 40mm) by a stamp on the small box and the large box.

5-4 Prescription Statement
DBC, Dong Bang acupuncture needles are labeled as follows:

Caution: Federal law restricts this device to sale by or on the

order of qualified practitioners as determined by the
States.

Caution 1. Single use only.
2. Keep away from high temperatures and humidity.
3. Do not use if inside package is damaged.

Additionally, for bulk package (10 Spring or 5 Pipe handle needles):
Discard any unused needles in the (open) package
after treatment session is complete.

As shown in the attached samples, the label and labeling of DBC, Dong
Bang consists of package label, instructions for use, package inserts, and prompts:
size, expiration date, sterility, types, guidance for distributor. The subject of this
510(k), the DBC, Dong Bang acupuncture needle has the same intended use as the
DBC (K963300) and the same technological characteristics as the DBC.

15
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~ 6. COMPARISON OF SUBSTANTIAL EQUIVALENCE

6-1 Table of Similarities and Differences
Similarity: o Difference: x

Division DBC, DBC cf.
Dong Bang (Dong Bang)
Intended use 0 0 general practice of
acupuncture, single use
only
4 the same except trade
Lab ehng ° 0 name and distributor
Design of Device 0 o fine leaf shaped tip,
spring and pipe handle
Speciﬁcaﬁons o 0 handle type: spring and
pipe
: 18-8 surgical stainless
Materials ° 0 steel wire (sus-304),
brass & nickel chromed,
PET+LLDPE
Biocompatibility 0 stainless stee]
Chemical Safety 0 o non-toxic
Mechanical Safety 0 0 safety tested for shape,
bending, twisting,
elasticity, and needle
handle bond strength
Performance o o qualified practitioner
Radiation Safety 0 0 <25ppm, 25kgy
- Standards met 0 o safety and effectiveness
ili 0 sterile (y-ray or EOG
Stenhty 0 for Dong Bang)
Thermal safety 0 0 pyrogen free
Trade name X X anew 510 (k) needed
. iy for marketing
distributor in
labeling

6-2 Analysis and Information about Safety and Effectiveness
6-2-1 Comparative Analysis between the Two Devices
Acupuncture needles of two trade names are manufactured by the same
manufacture, Dong Bang Medical Co., LTD. For the purpose of marketing
through a new trade name and distributor, the different specializations are
indicated as follows:

DBC, Dong Bang Acupuncture Needle DBC Acupuncture Needle
Name DBC, Dong Bang Acupuncture Needles DBC
distributor | Morning Star, Dong Bang Acu. Inc. Lhasa Medical, Inc.

The differences of trade name, guidance for distributor, color and design in
package labeling do not affect the intended use or technical characteristics of the
acupuncture needles. Instructions for use, package inserts, sterility, types,
materials, and physical specializations are the same between the two devices.

16
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6-2-2 Information about the Two Devices’ Safety and Effectiveness
Dong Bang Medical Co., LTD’s acupuncture needles of Korea have been
imported and sold through commercial interstate distribution to the U.S.A. by
Dong Bang USA, Inc. (510(k) number: K972659), Lhasa Medical, Inc. (510(k)
number: K963300) since 1988. At this time, no accident or device failure claims
have been reported as a result of using the DBC, Dong Bang acupuncture needles

of Korea. Dong Bang Medical Co., LTD, DBC bear a “Q”(qualified) mark by
which Korea government guarantees needle quality, safety and effectiveness.
Dong Bang Medical Co., LTD has 4 technological patent rights by the Office of
Patent Administration (OPA) of Korea (see p. 17, Internet Home Page,
http://www. DongBangC.co.kr of Dong Bang Acupuncture Needles Co.)

Acupuncture needles which were sold through commercial interstate
distribution prior to May 28, 1976 were non-sterile, reusable acupuncture needles.
At this time, we are not aware of any serious or life-threatening accidents involving
acupuncture needles. The proposed DBC, Dong Bang Acupuncture Needles as a
new trade name for DBC acupuncture needles which are currently being marketed
through interstate distribution, offer greater safety, since they are sterile (y-ray and
EOG), single use only, stainless and non-pyrogenic acupuncture needles, as
suggested in the above description and sterilization of the device.

The subject of this 510(k) application, DBC, Dong Bang Acupuncture
Needles, as a y-ray or EOG sterile, single use only acupuncture needle, is not only
safe, but also meets the physical specifications, biocompatibility, mechanical testing
criterion for an acupuncture needle and is effective for the practice of acupuncture
as discussed in the preceding chapters.

The proposed Dong Bang, DBC acupuncture needle is safe and effective,
non-toxic, non-pyrogenic, painless, uniform, and smooth in insertion. The subject
of this 510(k) application, the DBC, Dong Bang acupuncture needle is identical to
the legally marketed DBC acupuncture needle (K963300).

”2} R
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7. ADVERTISEMENT FOR DONG BANG, DBC PRODUCTS

Dong Bang Medical Co., LTD has activated the commercial
advertisements through catalogs, magazines, and Internet Home Page
(http://www. DongBangC.co.kr).

7-1 Introduction to Dong Bang Medical Co., LTD

Since November 24, 1987 with permussion No.263 from government, our
company has been established to produce disposable needles for medical
treatment in traditional oriental hospitals.

With automatical production line, we invented the needle of high technique to
reduce the pain of patients with special know-how, which is the first trial in
Korea. And with ability to produce 8,000,000 pieces for domestic markets
such as Kyunghee Medical Center, Wonkwang Univ. Hospital.

And also we are planning to export some products, though it is small
quantity, through local branches to foreign markets such as America.

» 1987. 06 Established Dong Bang Acupunture.,Inc.

+ 1987. 11 Permission on manufacturing and treatment of medical instruments from Government (Ministry of Health
No.263)

« 1991. 03 Established local branch in China

* 1997. 04 Q mark for guaranteeing the quality

» 1998. 04 Established local branch in the U.S.A.

Ameirca, England, Spain, EU

MormingStar. DongBang Acupuncture U.S.A., Inc.

(staff in charge: Ae-Hoe, Kwon)

1429 Lyndon St.

S. Pasadena, CA 91030

E-mail; DBCacup@aol.com

Tel ; 626-403-5959 v
Fax ; 626-403-0128 } )
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7-2 Technology, Certification and Products

The concerned
authority
Korean Life Goods Test | 1997.
Research Institute 04.23
The Office of Patent 1995.

Kinds Items with permission No. Date

Guarantee for quality [Stainless acupuncture needlg  95-057

Utility Design Magnetic needle 071693 Administration (OPA) | 03.30

. L . The Office of Patent 1995.
Design Registration Magnetic needle 071398 Administration (OPA) | 11. 10
. L . The Office of Patent 1995.
Design Registration Magnetic seal 071397 Administration (OPA) | 11.10

The Office of Patent 1994.

[Trademark Registration| DBC 297639 Administration (OPA) | 09.03

* Acupuncture needle:

Disposable needle (named Blister: single)
Spring and Pipe needle (sold by bulk),

Long needle (Gold handle needle),
Acupuncture needle for palm and many kinds

* Moxa
Indirect moxa, mini moxa, pipe-shaped moxa, moxa plate, etc.

* Suction Instrument

* Hurnan body shape / the picture of blood fixed places

As shown above, Dong Bang Medical Co., LTD, DBC activates advertises
through Internet Home Page, http://www.DongBangC.co.kr, Catalogs and
“Giuep Nara,” the magazine of “The Small and Medium Industry Promotion
Corporation.”

) 1 ﬂ/,_.
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DEPARTMENT OF HEALTH AND HUMAN SERVICES Public Health Service

Food and Drug Administration

Center for Devices and

Radiological Health

Office of Device Evaluation
Document Mail Center (HFZ—401)

9200 Corporate Blvd.

March 16, 1999 Rockville, Maryland

MORNING STAR, DONG BANG ACUPUNCTURE 510(k) Number: K990328

1429 LYNDON ST. Product: DBC, DONG BANG
SOUTH PASADENA, CA 91030 ACUPUNCTURE
ATTN: AE-HOE KWON NEEDLES

The additional information you have submitted has been received.

We will notify you when the processing of this submission has been
completed or if any additional information is required. Please
remember that all correspondence concerning your submission MUST
be sent to the Document Mail Center (HFZ-401) at the above
letterhead address. Correspondence sent to any address other than
the one above will not be considered as part of your official
premarket notification submission. Because of equipment and
personnel limitations we cannot accept telefaxed material as part
of your official premarket notification submission, unless
specifically requested of you by an FDA official.

The Safe Medical Devices Act of 1990, signed on November 28, states
that you may not place this device into commercial distribution
until you receive a letter from FDA allowing you to do so. As in
the past, we intend to complete our review as quickly as possible.
Generally we do so 90 days. However, the complexity of a submission
or a requirement for additional information may occasionally cause
the review to extend beyond 90 days. Thus, if you have not received
a written decision or been contacted within 90 days of our receipt
date you may want to check with FDA to determine the status of your
submission,

If you have procedural or policy questions, please contact the
Division of Small Manufacturers Assistance at (301) 443-6597 or at
their toll-free number (800) 638-2041, or contact me at (301) 594-1190.

Sincerely yours,

Marjorie Shulman
Supervisory Consumer Safety Officer
Premarket Notification Section
Office of Device Evaluation
Center for Devices and

Radiological Health

20850
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1. Reason and Purpose for Submission: This is a revised application with
reference to a new 510(k) number: K990328 for Marketing through a
new trade name, DBC, Dong Bang Acupuncture Needles.

B This package replaces all old ones, except for appendixes.

B Especially, please delete the phrase, “for electroacupuncture &
moxibustion” (appendix 8-4 catalog), appendix 8-3, and appendix 8-5
including Korean pages. The patent for magnetic needles (appendix 8-5, p.
19-7) is not related to the proposed devices.

2. A Legally Marketed Device: DBC Acupuncture Needles, {510(k) No.
K963300} submitted by Lhasa Medical, Inc. DBC Acupuncture Needle is

identical to the subject of this application and is manufactured by Dong
Bang Medical Co. LTD (DBC).

3. Device Classification Name: Needle, Acupuncture, Single Use
4. Device Trade Name: DBC, Dong Bang Acupuncture Needles
S. Applicant: Morning Star, Dong Bang Acupuncture U.S.A., Inc.

as a Regional Office of Dong Bang Medical Co., LTD
1429 Lyndon St.

S. Pasadena, CA 91030-3381

Tel: 626) 403-5959, Fax: 626) 403-0128
6. Contact: Ae-Hoe Kwon

7. Product Code: MQX
8. Class: I

9. Medical Special

Date Submitted: January 28, 1999

{Ae-Hoe Kwon/Jan. 28, 1999)

™
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Dong Bang Acupuncture Needles Co., or DBC, is the same company. DBC is the
brand name and abbreviation of Dong Bang Acupuncture Needles Co., and DBC has been
patented to Keun-Sik Kim (president) by the Korean Patent Bureau since 1994. The
company name has been changed to Dong Bang Medical Co., LTD. I will from here on
out use Dong Bang Medical Co., LTD.

3
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PRE-MARKET NOTIFICATION 510(K) SUMMARY
{As Requested by 21 CFR 807. 929 ()}

Submitter: Ae-Hoe Kwon (President of Morning Star/Staff of Dong Bang Medical Co., LTD)
Morning Star, Dong Bang Acupuncture U.S.A., Inc.
1429 Lyndon St. S. Pasadena, CA 91030-3381
Tel: 626) 403-5959, Fax: 626) 403-0128, E-mail: DBCacup@aol.com

Issued Date: January 28, 1999

Trade name: DBC, Dong Bang Acupuncture Needles, 510(k) Number: K990328

Common name: Acupuncture Needles Classification: II
Classification name: Needle, Acupuncture, Single Use Product code: MQX
The Legally Marketed Device: DBC Acupuncture Needles, 510(k) K963300

Description of Device:

The acupuncture needles manufactured by Dong Bang Medical Co., LTD in Korea have been
imported and sold through interstate commerce in the USA since 1988 under the FDA labeling
restrictions of “Caution: Federal law restricts this device to sale by or on the order of qualified
practitioners as determined by the State.” The subject of this 510(k) application, “DBC, Dong
Bang Acupuncture Needles,” is a y-ray or EOG sterile, non-pyrogen, stainless, and single use
only acupuncture needle and is identical to the DBC brand needles, 510(k) K963300. The DBC,
Dong Bang acupuncture needles have various type (pipe or spring) needle handles, and are
packaged by bulk or single sealed blister.

MommingStar, DongBang Acupuncture U.S.A., Inc.

Intended Use:

Acupuncture needles are defined as devices “intended to pierce the skin in the practice of
acupuncture by qualified practitioners of acupuncture as determined by the States.” Single use
only acupuncture needles have been used for “the general practice of acupuncture” in the United
States. The proposed DBC, Dong Bang Acupuncture Needles have the same intended use as the
DBC Acupuncture Needles which are currently being marketed through interstate distribution
(K963300), because the two devices are manufactured by a same company.

Safety, Effectiveness, and Fundamental Scientific Technology:

Since 1988, no accidents or device failure claims have been reported as a result of using the
acupuncture needles supplied by Dong Bang Medical Co., LTD in the U.S.A. Sterile, stainless,
single use only acupuncture needles offer greater safety. The proposed DBC, Dong Bang
acupuncture needles meet the general specifications and criterion for acupuncture needles and are
effective for the practice of acupuncture. The differences in trade and distributor names in
labeling do not alter safety, effectiveness, or device’s fundamental scientific technology.

Substantial Equivalence:

In conclusion, based on the information provided with this 510(k) application, the DBC,
Dong Bang brand acupuncture needle meets the criterion for 510 (k) acceptance. The subject of
this application is the same safe and effective DBC acupuncture needle which has been legally
marketed in commercial distribution. For this DBC, Dong Bang acupuncture needle is identical
to the legally marketed DBC acupuncture needle, 510(k) K963300 submitted by an other
importer (Lhasa Medical, Inc.) of Dong Bang Medical Co., LTD. The differences in trade and
distributor names in labeling do not affect the device’s intended use or alter the device’s

fundamental scientific tgchnolpgy. :.42’ Lyndoun St
< Lo FT CA 91030-33%1 -
Ae-Hog&Kwon, contact/person Date ,g !0

—_ T: 626) 400-9959
1 403.0128
DBCacup@asl.com
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PREMARKET NOTIFICATION
TRUTHFUL AND ACCURATE STATEMENT
[As required by 21 CFR 807.87(j)]

I certify that, in my capacity as “regional office staff in charge,”
importer and the US designated agent of Dong Bang Medical Co., LTD
(DBC), I believe to the best of my knowledge, that all data and information
submitted in the pre-market notification are truthful and accurate and that
no material fact has been omitted.

Lt
7 (Signature)
~ Ae-Hoe Kwon
(Typed Name)
01/28/1999
(Dated)
K .
(Pre-market Notification [510(k)] Number)

b
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510(K) NUMBER (IF KNOWN): K9903238
DEVICE NAME: DBC, DONG BANG ACUPUNCTURE NEEDLES

INDICATIONS FOR USE

Caution: Federal law restricts this device to sale by or on the
order of qualified practitioners as determined by the
States.

Caution 1. Single use only.
2. Keep away from high temperatures and humidity.
3. Do not use if inside package is damaged.
* {Discard any unused needles in the (open) package
after treatment session is complete.}

* {} is for bulk package.

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINE ON ANOTHER
PAGE IF NEEDED.)

Concurrence of CDRH, Office of Device Evaluation (ODE)

Prescription Use ,  OR Over-The-Counter-Use .
(Per 21 CFR 801.109) (Optional Format 1-2)

5

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118

N



Records processed under FOIA Request 2014-8201; Released 11/4/14

1. GENERAL INFORMATION

1-1. The Name of Device
1-1-1 Trade Name: DBC, Dong Bang Acupuncture Needles
1-1-2 Common or Usual Name: Acupuncture Needles
1-1-3 Classification Name: Needle, Acupuncture, Single Use
1-2 The Class of Device: Class I
1-3 Medical Specialty (panel): General Hospital (21 CFR Part 880)
1-4 Product Code No: MQX

1-5 The Establishment Name and Registration Number
1-5-1 Manufacture Name: Dong Bang Medical Co., LTD (DBC)
* FDA Registration No: 8040810 (since 1988)
* Device Listing No: B 008479
* rer:

1-5-2 Applicant: Morning Star, Dong Bang Acupuncture U.S.A., Inc.:
Regional Office/the Sole US Agent designated by DBC
(see appendix 8-1)
* FDA Registration Form Operation and owner ID: 9034129
* LA Regional Registration Form No: 2086502

1-6 Purpose of Submission:

Since the current 510(k) K963300 (see appendix 8-3) belongs to the specific
importer, the manufacturer or other importers are unable to use the current 510(k).
For marketing a new trade name, DBC, Dong Bang Acupuncture Needles through
a new importer, a new 510(k) number different from a legally marketed DBC is
called for.

M This package is a revised application with reference to a New 510(k)
Number: K990328. All old application documents must be replaced by

this new one, except for appendixes. But please delete appendix 8-3 and 8-
5.

1-7 A Legally Marketed Predicate Device: DBC Acupuncture Needles,
510(k) Number. K963300.
This 510(k) number was submitted by Lhasa Medical, Inc. and the
acupuncture needles are manufactured by Dong Bang Medical Co., LTD (DBC).
The subject of this application is identical with the DBC acupuncture needles as a
predicate device for substantial equivalence (See appendix 8-7, copies of the DBC
and the DBC, Dong Bang Acupuncture Needles’ labeling).

6

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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2. DESCRIPTION OF THE PROPOSED DEVICE

2-1 Statement of Intended Use

Acupuncture needles are defined as devices “intended to pierce the skin in
the practice of acupuncture by qualified practitioners of acupuncture as determined
by the States.” Acupuncture needles have been used for “the general practice of
acupuncture” in the United States. The DBC, Dong Bang acupuncture needles
have only the intended use and indication for use in labeling for the “general
practice of acupuncture,” without any other specific use or treatment.

Caution: Federal law restricts this device to sale by or on the
order of qualified practitioners as determined by the
States.
Caution 1. Single use only.
2. Keep away from high temperatures and humidity.
3. Do not use if inside package is damaged.
(for bulk) Discard any unused needles in the (open) package
after treatment session is complete.

2-2 Device Specifications
2-2-1 Physical Specifications
DBC, Dong Bang acupuncture needles have no visible defects in
acupuncture needle body finishing under the magnification of 100 times. Their tips

are The
needle body is made o , the needle
handle is made qnd the insertion tube 1s made ofjfjjjj
The attachment ofthe needle body to the needle handle is done mechanically with

inner hole of needle handle and the part of prominence and depression of the
needle body for attachment, length 15mm).  Single Pipe Handle Sterile
Acupuncture Needles and Pipe Handle Sterile Acupuncture Needles have a pipe
type needle handle. Spring Handle Sterile Acupuncture Needles have a spring
shape needle handle.

[Drawing of Products]

A. Spring Type

1. Tip of Needle

Pine Leaf Shaped Needle Point

AD

.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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2. Body of
Material
Length and Thickness: According needle’s standard

Prominence and Depression:

3. Handle of Needle 4. Tube for Needle
Material: Material
Length: 20 mm Length: ording to

Outer diameter: ¢ 1.2 mm needle body
i . i i Outer diameter: 3.0 mm

5. Bulk Package for 10 Spring Needles and for 5 Pipe Needles

1. Tip of Needle

2. Body of Needle

Material DR I
Length and thickness: According to needle siz
Prominence and Depression:Fl

3. Handle of Needle
Material

L&
Outer Diameter: ¢ 1.1 mm _

Length: 20 mm
Inner Diameter: According to size of needle body
: A

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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4. Insertion Tube of Needle

Material:
Length:

Inner Diameter: ¢ 3.0 mm
Outer Diameter: ¢ 2.0 mm

5. Single Pipe Blister Package

Sterilized Paper

ccording to needle body

2-2-2 All Sizes of DBC, Dong Bang Acupuncture Needles
o: The Proposed Acupuncturc Needle Sizes

Blade Diameter

Blade Length

mim

40

mm

50

mm

60

mm

75
mm

90

mm

120

mm

160

mm

0.16

7
mm
(8]

0.18

0.20

0.22

0.25

o jo o |o

0.26

0.28

0.30

0.35

0.40

0.45

0.50

O |00 |O O |0 O |O |O |O |0

Ojo|o|o |0 |O|jO|O|O|O|O

||| |O|O|O |0 |O|O|O

oO|j0o|Oo|jCo|O|O|O|O |0 |O|O

o]

0.70

O|0O|O|O|O|O|O |O

O |00 |0 |O |O

O |0 |0 |0 |0

0

All sizes are indicated as “(Blade Diameter) mm x (Blade Length) mm.”’

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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3. MATERIAL IDENTIFICATION, BIOCOMPATIBILITY
AND MECHANICAL TESTING

AL

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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4. STERILIZATION INFORMATION

MY

11
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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5. PROPOSED LABELING

5-1 The Various Types of Proposed Devices: Device and Package Labels

“DBC, Dong Bang Acupuncture Needles” have three types of needle
names: (1) “Single Pipe Handle Sterile Acupuncture Needles,” (2) “Spring Handle
Sterile Acupuncture Needles,” and (3) “Pipe Handle Sterile Acupuncture Needles”
as follows:

[Single Pipe Handle Sterile Acupuncture Needles]

@ DBC1-1
{Pipe Blister Needle: Box of 100 Needles: 1 Needle with a Plastic Insertion Tube
per Each Sterile(EOG) Sealed Blister Package}

[Spring Handle Sterile Acupuncture] [Pipe Handle Sterile Acupuncture]
Needles Needles
Y g
; 3. 3 I & v_*_ | e

oL

@ DBC1-2 @ DBC1-3

{Spring Bulk Needle: Box of 100 Needles: {Pipe Bulk Needle: Box of 100
10 Needles with a Plastic Insertion Tube  Needles: 5 Needles with a Plastic
per Each Sterile (y-ray) Sealed Bulk Insertion Tube per Each Sterile
Package} (y-ray) Sealed Bulk Package}

* Please see samples suggested for labeling (appendix 8-6, #).

it

12
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5-2 Package Inserts: Sterile, Disposable Needle, Number and Quantity,
and Insertion tube

“Single Pipe Handle Sterile Acupuncture Needles” are individually packaged
with a pipe blister needle and a plastic insertion tube per each sterile sealed (EOG)
blister package (PET + Sterile Paper). A small box is 100 needles. “Spring
Handle Sterile Acupuncture Needles are packaged with 10 spring handle needles
and a plastic insertion tube per each sterile (y-ray) sealed bulk package (non-toxic
PET + LLDPE). “Pipe Handle Sterile Acupuncture Needles” are packaged with 5
pipe handle needles and a plastic insertion tube per each sterile (y-ray) sealed bulk
package. These insertion tubes are made of PP. A large box, with 1000
acupuncture needles, is packaged with 10 small boxes as described above (see the
above picture and the samples of appendix 8-6, #).

5-3 Size Indication

Sizes vary as mentioned above in 2-2-2. According to blade diameter and
blade length, the DBC, Dong Bang acupuncture needles are indicated as “mm x
mm” (i.e., 0.20mm x 40mm) by a stamp on the small box and the large box.

5-4 Prescription Statement
DBC, Dong Bang acupuncture needles are labeled as follows:

Caution: Federal law restricts this device to sale by or on the
order of qualified practitioners as determined by the
States.
Caution 1. Single use only.
2. Keep away from high temperatures and humidity.
3. Do not use if inside package is damaged.
Additionally, for bulk package (10 Spring or 5 Pipe handle needles):
Discard any unused needles in the (open) package
after treatment session is complete.

As shown in the attached samples, the label and labeling of DBC, Dong
Bang consists of package label, instructions for use, package inserts, and prompts:
size, expiration date, sterility, types, guidance for distributor. The subject of this
510(k), the DBC, Dong Bang acupuncture needle has the same intended use as the
DBC (K963300) and the same technological characteristics as the DBC.

b
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6. COMPARISON OF SUBSTANTIAL EQUIVALENCE

6-1 Table of Similarities and Differences

Similarity: o Difference: x

distributor in
labeling

Division DBC, DBC cf.
Dong Bang (Dong Bang)
general practice of
Intended use ° o acupuncture, single use
only
: the same except trade
Lab elmg 0 0 name and distributor
3 : fine leaf shaped tip,
Design of Device 0 0 <pring and pipe handle
Specifications o o handle type: spring and
pipe
: 18-8 surgical stainless
Materlals 0 0 steel wire (sus-304),
brass & nickel chromed,
PET+LLDPE
Biocompatibility 0 0 stainless stecl
Chemical Safety 0 0 non-toxie
: safety tested for shape,
Mechanical Safety 0 0 bending twisting,
clasticity, and needle
handle bond strength
Performance o o qualified practitioner
Radiation Safety 0 0 <25ppm. >25kgy
Standards met 0 0 safety and effectiveness
113 fo) sterile (y-ray or EOG
Stenhty 0 for Dong Bang)
Thermal safety 0 0 pyrogen ffee
Trade name X X anew 510 (k) needed
4 for marketing

6-2 Analysis and Information about Safety and Effectiveness
6-2-1 Comparative Analysis between the Two Devices
Acupuncture needles of two trade names are manufactured by the same
manufacture, Dong Bang Medical Co., LTD. For the purpose of marketing
through a new trade name and distributor, the different specializations are

indicated as follows:

DBC, Dong Bang Acupuncture Needle

DBC Acupuncture Needle

Name DBC, Dong Bang Acupuncture Needles

DBC

distributor | Morning Star, Dong Bang Acu. Inc.

Lhasa Medical, Inc.

The differences of trade name, guidance for distributor, color and design in

package labeling do not affect the intended use or technical characteristics of the
Instructions for use, package inserts, sterility, types,
materials, and physical specializations are the same between the two devices.

acupuncture needles.

14

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118

A



Records processed under FOIA Request 2014-8201; Released 11/4/14

6-2-2 Information about the Two Devices’ Safety and Effectiveness

Dong Bang Medical Co., LTD’s acupuncture needles of Korea have been
imported and sold through commercial interstate distribution to the U.S.A. by
Dong Bang USA, Inc. (510(k) number: K972659), Lhasa Medical, Inc. (510(k)
number: K963300) since 1988. At this time, no accident or device failure claims
have been reported as a result of using the DBC, Dong Bang acupuncture needles
of Korea. Dong Bang Medical Co., LTD, DBC bear a “QQ”(qualified) mark by
which Korea government guarantees needle quality, safety and effectiveness.
Dong Bang Medical Co., LTD has 4 technological patent rights by the Office of
Patent Administration (OPA) of Korea (see p. 17, Internet Home Page,
http://www. DongBangC.co.kr of Dong Bang Acupuncture Needles Co.)

Acupuncture needles which were sold through commercial interstate
distribution prior to May 28, 1976 were non-sterile, reusable acupuncture needles.
At this time, we are not aware of any serious or life-threatening accidents involving
acupuncture needles. The proposed DBC, Dong Bang Acupuncture Needles as a
new trade name for DBC acupuncture needles which are currently being marketed
through interstate distribution, offer greater safety, since they are sterile (y-ray and
EOG), single use only, stainless and non-pyrogenic acupuncture needles, as
suggested in the above description and sterilization of the device.

The subject of this 510(k) application, DBC, Dong Bang Acupuncture
Needles, as a y-ray or EOG sterile, single use only acupuncture needle, is not only
safe, but also meets the physical specifications, biocompatibility, mechanical testing
criterion for an acupuncture needle and is effective for the practice of acupuncture
as discussed in the preceding chapters.

The proposed Dong Bang, DBC acupuncture needle is safe and effective,
non-toxic, non-pyrogenic, painless, uniform, and smooth in insertion. The subject
of this 510(k) application, the DBC, Dong Bang acupuncture needle is identical to
the legally marketed DBC acupuncture needle (K963300).

. i
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Records processed under FOIA Request 2014-8201; Released 11/4/14

7. ADVERTISEMENT FOR DONG BANG, DBC PRODUCTS

Dong Bang Medical Co., LTD has activated the commercial
advertisements through catalogs, magazines, and Internet Home Page
(http://www. DongBangC.co kr).

7-1 Introduction to Dong Bang Medical Co., LTD

Since November 24, 1987 with permission No.263 frem government, our
company has been established to produce disposabie needles for medical
treatment in traditional oriental hospitals.

With automatical production line, we invented the needle of high technique to
reduce the pain of patients with special know-how, which is the first trial in
Korea. And with ability to produce 8,000,000 pieces for domestic markets
such as Kyunghee Medical Center, Wonkwang Univ. Hospital.

And also we are planning to export some products, though it is small
quantity, through local branches to foreign markets such as America.

+ 1987. 06 Established Dong Bang Acupunture.,Inc.

« 1987. 11 Permission on manufacturing and treatment of medical instruments from Government (Ministry of Health
No.263)

» 1991. 03 Established local branch in China

+ 1997.04 Q mark for guaranteeing the quality

+ 1998. 04 Established local branch in the U.S.A.

Ameirca, England, Spain, EU

MorningStar. DongBang Acupuncture U.S.A., Inc.
(staff in charge: Ae-Hoe, Kwon)

1429 Lyndon St.

S. Pasadena, CA 91030

E-mail; DBCacup@aol.com

Tel ; 626-403-5959

Fax ; 626-403-0128 bg
16
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7-2 Technology, Certification and Products

Kinds Items with permission No. The conce.rned Date
authority

: - Korean Life Goods Test | 1997.

Guarantee for quality [Stainless acupuncture needlel 95-057 Research Institute 04.23

The Office of Patent 1995.
Administration (OPA) 03.30

The Office of Patent 1995.

QU 071693
Design Registration 071398 A stration (OPA) | 11.10
gl

Utility Design

The Office of Patent 1995.

071397 | Agministration (OPA) | 11.10

Design Registration

s n The Office of Patent 1994,
Trademark Registration] DBC 297639 Administration (OPA) | 09. 03

* Acupuncture needle:

Disposable needle (named Blister: single)
Spring and Pipe needle (sold by bulk),

Long needle (Gold handle needle),
Acupuncture needle for palm and many kinds

* Moxa
Indirect moxa, mini moxa, pipe-shaped moxa, moxa plate, etc.

* Suction Instrument
* Human body shape / the picture of blood fixed places

As shown above, Dong Bang Medical Co., LTD, DBC activates advertises
through Internet Home Page, http://www. DongBangC.co.kr, Catalegs and
“Giuep Nara,” the magazine of “The Small and Medium Industry Promotion
Corporation.”

17

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request 2014-8201; Released 11/4/14

8. APPENDIXES

8-1 The Letter of Authorization .............. ... 19
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8-4 Dong Bang Medical Co., LTD’s Catalog ................cooaiiiiinne 21
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Ae-Hoe Kwon
MorningStar, DongBang Acupuncture U.S.A., Inc.
1429 Lyndon St.

S. Pasadena, CA 91030-3381
Tel: 626) 403-5959, Fax: 626) 403-0128, E-mail: DBCacup@aolL.com

March. 4, 1999 -; o >
_— oD g
FDA/CDRH - o =
Office of Device Evaluation = §
Document Mail Center (HFZ-401) . = =
9200 Corporate Blvd. s = E
Rockville, Maryland 20850 o 2 o
Ref.: 510(k) Number: K990328
Device Name: DBC, Dong Bang Acupuncture Needles
This is a revised application with reference to a_ new S10(k) number:
K990328 for Marketing through a new trade name, DBC, Dong Bang
Acupuncture Needles.

W This package replaces all old ones, except for appendixes.

B Especially, please delete the phrase, “for electroacupuncture &
moxibustion” (appendix 8-4 catalog), appendix 8-3, and appendix 8-5
including Korean pages. And, appendix 8-7, “Copies of Boxes of DBC,

Dong Bang Acupuncture Needles and of the Legally Marketed DBC
Acupuncture Needles, is added.
Thank you very much.
Sincerely yours,

4o

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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510(K) NOTIFICATION

e

L

i
[3%4

Ut

1. Reason and Purpose for Submission: This is a revised application with
reference to a new 510(k) number: K990328 for Marketing through a
new trade name, DBC, Dong Bang Acupuncture Needles.

B This package replaces all old ones, except for appendixes.

B Especially, please delete the phrase, “for electroacupuncture &
moxibustion” (appendix 8-4 catalog), appendix 8-3, and appendix 8-5
including Korean pages. The patent for magnetic needles (appendix 8-5, p.
19-7) is not related to the proposed devices.

2. A Legally Marketed Device: DBC Acupuncture Needles,{510(k) No.
K963300} submitted by Lhasa Medical, Inc. DBC Acupuncture Needle is

identical to the subject of this application and is manufactured by Dong
Bang Medical Co. LTD (DBC).

3. Device Classification Name: Needle, Acupuncture, Single Use
4. Device Trade Name: DBC, Dong Bang Acupuncture Needles
S. Applicant: Morning Star, Dong Bang Acupuncture U.S.A., Inc.

as a Regional Office of Dong Bang Medical Co., LTD
1429 Lyndon St.

S. Pasadena, CA 91030-3381

Tel: 626) 403-5959, Fax: 626) 403-0128
6. Contact: Ae-Hoe Kwon

7. Product Code: MQX
8. Class: II

9. Medical Specialty (panel): General Hospital (21 CFR Part 880)
10. Manufacturer:

Date Submitted: January 28, 1999

(Ae-Hoe Kwon/Jan. 28, 1999)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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TABLE OF CONTENTS
Form 1: S10(K) SUMMATY ..o 3
Form 2: Truthful and Accurate Statement .....................ocooieen 4
Form 3: Indication of USe ..o 5
1. General Information (Name, Classification, and Registration

Number, Purpose for Submission and a Predicate Device Name) ....... 6

2. Description of the Proposed Device ..o 7
2-1 Statement of Intended Use ... 7
2-2 Device SPecifications ............ ... 7
2-2-1 Physical SPecification ..............coooooiiiiiirimniierr e 7
2.2.2 All Sizes of DBC, Dong Bang Acupuncture Needles .................... 9
3. Material Identification, Biocompatibility, and Mechanical Testing ...... 10
3-1 Material Identification ... 10

e Proposed Labehng
5-1 The Various Types of the Proposed Device and Package Labels ..... 12

5-2 Package Inserts: Number and Quantity, Insertion Tube .............. 13
5.3 Size INdications ... ... 13
5-4 Prescription Statement ... 13
6. Comparison of Substantial Equivalence ... 14
6-1 Table of Similarities and Differences ........................coiiienn 14
6-2 Analysis and Information about Safety and Effectiveness ............ 14
6-2-1 Comparative Analysis between Two Devices ........................ 14
6-2-2 Information about Two Devices’ Safety and Effectiveness .......... 15
7. Advertisement to DBC, Dong Bang Medical Co., LTD ...................... 16
7-1 Introduction to Dong Bang Medical Co., LTD ................c.....ooo 16
7-2 Technology, Certification and Products ......................ooveennn 17
8. APPENAIXES ... ...l 18
8-1 The Letter of Authorization ... 19
8-2 510 (k) No (K963300) Submitted by Lhasa Medical, Inc. ............. 20
8-4 Dong Bang Medical Co., LTD’s Catalog .....................cooooeees 21
8-6 DBC, Dong Bang Acupuncture Needle Big Boxes (1000 pieces)
and SamPIes ... #

Dong Bang Acupuncture Needles Co., or DBC, is the same company. DBC is the
brand name and abbreviation of Dong Bang Acupuncture Needles Co., and DBC has been
patented to Keun-Sik Kim (president) by the Korcan Patent Bureau since 1994. The
company name has been changed to Dong Bang Medical Co., LTD. I will from here on
out use Dong Bang Medical Co., LTD.

2
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PRE-MARKET NOTIFICATION 510(K) SUMMARY
{As Requested by 21 CFR 807. 929 (c)}

Submitter; Ae-Hoe Kwon (President of Morning Star/Staff of Dong Bang Medical Co., LTD)
Morning Star, Dong Bang Acupuncture U.S.A., Inc.
1429 Lyndon St. S. Pasadena, CA 91030-3381
Tel: 626) 403-5959, Fax: 626) 403-0128, E-mail: DBCacup@aol.com

Issued Date: January 28, 1999

Trade name: DBC, Dong Bang Acupuncture Needles, 510(k) Number: K990328

Common name: Acupuncture Needles Classification: 11
Classification name: Needle, Acupuncture, Single Use Product code: MQX
The Legally Marketed Device: DBC Acupuncture Needles, 510(k) K963300

;
|

imported and sold through interstate commerce in the USA since 1988 under the FDA labeling
restrictions of “Caution: Federal law restricts this device to sale by or on the order of qualified
practitioners as determined by the State.” The subject of this 510(k) application, “DBC, Dong
Bang Acupuncture Needles,” is a y-ray or EOG sterile, non-pyrogen, stainless, and single use
only acupuncture needle and is identical to the DBC brand needles, 510(k) K963300. The DBC,
Dong Bang acupuncture needles have various type (pipe or spring) needle handles, and are
packaged by bulk or single sealed blister.

= Description of Device:
The acupuncture needles manufactured by Dong Bang Medical Co., LTD in Korea have been
5

Intended Use:

Acupuncture needles are defined as devices “intended to pierce the skin in the practice of
acupuncture by qualified practitioners of acupuncture as determined by the States.” Single use
only acupuncture needles have been used for “the general practice of acupuncture” in the United
States. The proposed DBC, Dong Bang Acupuncture Needles have the same intended use as the
DBC Acupuncture Needles which are currently being marketed through interstate distribution
(K963300), because the two devices are manufactured by a same company.

Safety, Effectiveness, and Fundamental Scientific Technology:

Since 1988, no accidents or device failure claims have been reported as a result of using the
acupuncture needles supplied by Dong Bang Medical Co., LTD in the U.S.A. Sterile, stainless,
single use only acupuncture needles offer greater safety. The proposed DBC, Dong Bang
acupuncture needles meet the general specifications and criterion for acupuncture needles and are
effective for the practice of acupuncture. The differences in trade and distributor names in
labeling do not alter safety, effectiveness, or device’s fundamental scientific technology.

Substantial Equivalence:

In conclusion, based on the information provided with this 510(k) application, the DBC,
Dong Bang brand acupuncture needle meets the criterion for 510 (k) acceptance. The subject of
this application is the same safe and effective DBC acupuncture needle which has been legally
marketed in commercial distribution. For this DBC, Dong Bang acupuncture needle is identical
to the legally marketed DBC acupuncture needle, 510(k) K963300 submitted by an other
importer (Lhasa Medical, Inc.) of Dong Bang Medical Co., LTD. The differences in trade and
distributor names in labeling do not affect the device’s intended use or alter the device’s

fundamental scientific tgchno %_7 :-42’ Lynidon St
277 e CA #1030-3381
Ae-Hog&Kwon, contact person Date
T: 626) 400-999
¥ 4030128
3
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PREMARKET NOTIFICATION

TRUTHFUL AND ACCURATE STATEMENT
[As required by 21 CFR 807.87(j)]

1 certify that, in my capacity as “regional office staff in charge,”
importer and the US designated agent of Dong Bang Medical Co., LTD
(DBC), I believe to the best of my knowledge, that all data and information
submitted in the pre-market notification are truthful and accurate and that
no material fact has been omitted.

7 T
” (Signature)
— Ae-Hoe Kwon
(Typed Name)
01/28/1999
(Dated)
K

(Pre-market Notification [510(k)] Number)

4 0"

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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- 510(K) NUMBER (IF KNOWN): K990328
DEVICE NAME: DBC, DONG BANG ACUPUNCTURE NEEDLES

INDICATIONS FOR USE

Caution: Federal law restricts this device to sale by or on the
order of qualified practitioners as determined by the
States. —

Caution 1. Single use only. )
2. Keep away from high temperatures and humidity.
3. Do not use if inside package is damaged.
* {Discard any unused needles in the (open) package
after treatment session is complete.}

* {} is for bulk package.

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINE ON ANOTHER
PAGE IF NEEDED.)
Concurrence of CDRH, Office of Device Evaluation (ODE)
Prescription Use ,  OR Over-The-Counter-Use .
(Per 21 CFR 801.109) (Optional Format 1-2)
5
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1. GENERAL INFORMATION

1-1. The Name of Device
1-1-1 Trade Name: DBC, Dong Bang Acupuncture Needles
1-1-2 Common or Usual Name: Acupuncture Needles
1-1-3 Classification Name: Needle, Acupuncture, Single Use
1-2 The Class of Device: Class II
1-3 Medical Specialty (panel): General Hospital (21 CFR Part 880)
1-4 Product Code No: MQX

1-5 The Establishment Name and Registration Number
1-5-1 Manufacture Name: Dong Bang Medical Co., LTD (DBC)
* FDA Registration No: 8040810 (since 1988)
* Device Listing No: B 008479
* Address of Manufacturer:

1-5-2 Applicant: Morning Star, Dong Bang Acupuncture U.S.A., Inc..
Regional Office/the Sole US Agent designated by DBC
(see appendix 8-1)
* FDA Registration Form Operation and owner ID: 9034129
* LA Regional Registration Form No: 2086502

1-6 Purpose of Submission:

Since the current 510(k) K963300 (see appendix 8-3) belongs to the specific
importer, the manufacturer or other importers are unable to use the current 510(k).
For marketing a new trade name, DBC, Dong Bang Acupuncture Needles through
a new importer, a new 510(k) number different from a legally marketed DBC is
called for.

B This package is a revised application with reference to a New 510(k)
Number: K990328. All old application documents must be replaced by
this new one, except for appendixes. But please delete appendix 8-3 and 8-
5.

1-7 A Legally Marketed Predicate Device: DBC Acupuncture Needles,
510(k) Number. K963300.
This 510(k) number was submitted by Lhasa Medical, Inc. and the
acupuncture needles are manufactured by Dong Bang Medical Co., LTD (DBC).
The subject of this application is identical with the DBC acupuncture needles as a
predicate device for substantial equivalence (See appendix 8-7, copies of the DBC
and the DBC, Dong Bang Acupuncture Needles’ labeling).

6
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2. DESCRIPTION OF THE PROPOSED DEVICE

2-1 Statement of Intended Use

Acupuncture needles are defined as devices “intended to pierce the skin in
the practice of acupuncture by qualified practitioners of acupuncture as determined
by the States.” Acupuncture needles have been used for “the general practice of
acupuncture” in the United States. The DBC, Dong Bang acupuncture needles
have only the intended use and indication for use in labeling for the “general
practice of acupuncture,” without any other specific use or treatment.

Caution: Federal law restricts this device to sale by or on the
order of qualified practitioners as determined by the
States.
Caution 1. Single use only.
2. Keep away from high temperatures and humidity.
3. Do not use if inside package is damaged.
(for bulk) Discard any unused needles in the (open) package
after treatment session is complete.

2-2 Device Specifications
2-2-1 Physical Specifications

DBC, Dong Bang acupuncture needles have no visible defects in
acupuncture needle body finishing under the magnification of 100 times. Their tips
are The
needle body is made of , the needle
handle is made q and the insertion tube is made [l
The attachment of%he! needle body to the needle handle is done mechanically with
inner hole of needle handle and the part of prominence and depression of the
needle body for attachment, length 15mm). Single Pipe Handle Sterile
Acupuncture Needles and Pipe Handle Sterile Acupuncture Needles have a pipe

type needle handle. Spring Handle Sterile Acupuncture Needles have a spring
shape needle handle.

[Drawing of Products]

A. Spring Type

1. Tip of Needle

Pine Leaf Shaped Needle Point

7

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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2. Body of Needle
Material
Length and Thickness: According needle’s standard

3. Handle of Needle 4. Tube for Needle

Material: M Material
Length: 2 Length: ording to
Outer diameter: ¢ 1.2 mm needle body

Inner diameter: According to size of needle body  Outer diameter: 3.0 mm

5. Bulk Package for 10 Spring Needles and for 5 Pipe Needles

B. Pipe Type

1. Tii of Needle

2. Body of Needle
Material: I 15
Length and thickness: According to needle size  j=s—e=!
Prominence and Depression:m

3. Handle of Needle
Material
Length: 20 mm
QOuter Diameter: ¢ 1.1 mm
Inner Diameter: According to size of needle body

, W

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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4. Insertion Tube of Needle
Material
Length: According to needle body
Inner Diameter: ¢ 3.0 mm
Outer Diameter: ¢ 2.0 mm

5. Single Pipe Blister Package
Case:

Sterilized Paper

2-2-2 All Sizes of DBC, Dong Bang Acupuncture Needles
o: The Proposed Acupuncturc Needle Sizes

Blade Diameter Blade Length
mm 30 | 40 |50 60 75 90 120 | 160

mm mim mm mm mm mm mm
0.16

0.18
0.20
0.22
0.25
0.26
0.28
0.30
0.35
0.40
0.45
0.50
0.70

g\l
85
g

(o]

O |0 |Q |0

OO |O O |C|O |O |0 IO |0 |0
ojojojo (o |o|o (OO |0 |O
Ofcl0O|Co OO |C|O |0 |0 |O
olo|jojo|jOo|jOojO |O|O |O |O

o

O |0 JO O |O
o]

o|0o|OjO|O|O (O |O
O |0 |0 |0 |0 |0

0 O

All sizes are indicated as “(Blade Diameter) mm x (Blade Length) mm.”’

9
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3. MATERIAL IDENTIFICATION, BIOCOMPATIBILITY
AND MECHANICAL TESTING

’ 1

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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4. STERILIZATION INFORMATION

11
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5. PROPOSED LABELING

5-1 The Various Types of Proposed Devices: Device and Package Labels

“DBC, Dong Bang Acupuncture Needles” have three types of needle
names: (1) “Single Pipe Handle Sterile Acupuncture Needles,” (2) “Spring Handle
Sterile Acupuncture Needles,” and (3) “Pipe Handle Sterile Acupuncture Needles”
as follows:

[Single Pipe Handle Sterile Acupuncture Needles]

‘ONGANG ATIPORCTIE KESLES
Sieeile Aczpuncture Neadies
{ e
\ Conteris- 100 siaedhes
Srght phg nevce ot e
\ Sl iy Bine Ol ¢
\ ¥ D PIFPE
¢ e HANDLE §
% o sun 2

@ DBC1-1

{Pipe Blister Needle: Box of 100 Needles: 1 Needle with a Plastic Insertion Tube
per Each Sterile(EOG) Sealed Blister Package}

[Spring Handle Sterile Acupuncture] [Pipe Handle Sterile Acupuncture]
Needles - Needles

@ DBC1-3

{Spring Bulk Needle: Box of 100 Needles: {Pipe Bulk Needle: Box of 100
10 Needles with a Plastic Insertion Tube ~ Needles: 5 Needles with a Plastic
per Each Sterile (y-ray) Sealed Bulk Insertion Tube per Each Sterile
Package} (y-ray) Sealed Bulk Package}

* Please see samples suggested for labeling (appendix 8-6, #).

12
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5-2 Package Inserts: Sterile, Disposable Needle, Number and Quantity,
and Insertion tube

“Single Pipe Handle Sterile Acupuncture Needles™ are individually packaged
with a pipe blister needle and a plastic insertion tube per each sterile sealed (EOG)
blister package (PET + Sterile Paper). A small box is 100 needles. “Spring
Handle Sterile Acupuncture Needles are packaged with 10 spring handle needles
and a plastic insertion tube per each sterile (y-ray) sealed bulk package (non-toxic
PET + LLDPE). “Pipe Handle Sterile Acupuncture Needles” are packaged with 5
pipe handle needles and a plastic insertion tube per each sterile (y-ray) sealed bulk
package. These insertion tubes are made of PP. A large box, with 1000
acupuncture needles, is packaged with 10 small boxes as described above (see the
above picture and the samples of appendix 8-6, #).

5-3 Size Indication

Sizes vary as mentioned above in 2-2-2. According to blade diameter and
blade length, the DBC, Dong Bang acupuncture needles are indicated as “mm x
mm” (i.e., 0.20mm x 40mm) by a stamp on the small box and the large box.

5-4 Prescription Statement
DBC, Dong Bang acupuncture needles are labeled as follows:

Caution: Federal law restricts this device to sale by or on the
order of qualified practitioners as determined by the
States.
Caution 1. Single use only.
2. Keep away from high temperatures and humidity.
3. Do not use if inside package is damaged.
Additionally, for bulk package (10 Spring or 5 Pipe handle needles):
Discard any unused needles in the (open) package
after treatment session is complete.

As shown in the attached samples, the label and labeling of DBC, Dong
Bang consists of package label, instructions for use, package inserts, and prompts:
size, expiration date, sterility, types, guidance for distributor. The subject of this
510(k), the DBC, Dong Bang acupuncture needle has the same intended use as the
DBC (K963300) and the same technological characteristics as the DBC.

i
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6. COMPARISON OF SUBSTANTIAL EQUIVALENCE

6-1 Table of Similarities and Differences
Similarity: o Difference: x

Division DBC, DBC cf.
Dong Bang (Dong Bang)
general practice of
Intended use 0 0 acupuncture, single use
only
1 the same except trade
Labehng o 0 name and distributor
] : fine leaf shaped tip,
Design of Device o 0 soring and pipe handle
Specifications 0 0 handle type: spring and
pipe
1 18-8 surgical stainless
Materials 0 © steel wire (sus-304),
brass & nickel chromed,
PET+LLDPE
Biocompatibility 0 0 stainless steel
Chemical Safety 0 0 noi-toxic
Mechanical Safety 0 o safety tested for shape,
bending, twisting,
elasticity, and needle
handle bond strength
Performance 0 o qualified practitioner
Radiation Safety 0 0 <25ppm, >23kgy
Standards met o 0 safety and effectiveness
113 fo) sterile (y-ray or EOG
Sterlhty 0 for Dong Bang)
Thermal safety 0 0 pyrogen free
Trade name X anew 510 (k) needed
. . for marketing
distributor in
labeling

6-2 Analysis and Information about Safety and Effectiveness
6-2-1 Comparative Analysis between the Two Devices
Acupuncture needles of two trade names are manufactured by the same
manufacture, Dong Bang Medical Co., LTD. For the purpose of marketing
through a new trade name and distributor, the different specializations are
indicated as follows:

DBC, Dong Bang Acupuncture Needle DBC Acupuncture Needle
Name DBC, Dong Bang Acupuncture Needles DBC
distributor | Morning Star, Dong Bang Acu. Inc. Lhasa Medical, Inc.

The differences of trade name, guidance for distributor, color and design in
package labeling do not affect the intended use or technical characteristics of the
acupuncture needles. Instructions for use, package inserts, sterility, types,
materials, and physical specializations are the same between the two devices.

14
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6-2-2 Information about the Two Devices’ Safety and Effectiveness

Dong Bang Medical Co., LTD’s acupuncture needles of Korea have been
imported and sold through commercial interstate distribution to the U.S.A. by
Dong Bang USA, Inc. (510(k) number: K972659), Lhasa Medical, Inc. (510(k)
number: K963300) since 1988. At this time, no accident or device failure claims
have been reported as a result of using the DBC, Dong Bang acupuncture needles
of Korea. Dong Bang Medical Co., LTD, DBC bear a “(Q”(qualified) mark by
which Korea government guarantees needle quality, safety and effectiveness.
Dong Bang Medical Co., LTD has 4 technological patent rights by the Office of
Patent Administration (OPA) of Korea (see p. 17, Internet Home Page,
http://www. DongBangC.co.kr of Dong Bang Acupuncture Needles Co.)

Acupuncture needles which were sold through commercial interstate
distribution prior to May 28, 1976 were non-sterile, reusable acupusncture needles.
At this time, we are not aware of any serious or life-threatening accidents involving
acupuncture needles. The proposed DBC, Dong Bang Acupuncture Needles as a
new trade name for DBC acupuncture needles which are currently being marketed
through interstate distribution, offer greater safety, since they are sterile (y-ray and
EOG), single use only, stainless and non-pyrogenic acupuncture needles, as
suggested in the above description and sterilization of the device.

The subject of this 510(k) application, DBC, Dong Bang Acupuncture
Needles, as avy-ray or EOG sterile, single use only acupuncture needle, is not only
safe, but also meets the physical specifications, biocompatibility, mechanical testing
criterion for an acupuncture needle and is effective for the practice of acupuncture
as discussed in the preceding chapters.

The proposed Dong Bang, DBC acupuncture needle is safe and effective,
non-toxic, non-pyrogenic, painless, uniform, and smooth in insertion. The subject
of this 510(k) application, the DBC, Dong Bang acupuncture needle is identical to
the legally marketed DBC acupuncture needle (K963300).

15
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7. ADVERTISEMENT FOR DONG BANG, DBC PRODUCTS

Dong Bang Medical Co., LTD has activated the commercial
advertisements through catalogs, magazines, and Internet Home Page
(http://www. DongBangC.co kr).

7-1 Introduction to Dong Bang Medical Co., LTD

Since November 24, 1987 with permission No.263 from government, our
company has been established to produce disposable needles for medical
treatment in traditional oriental hospitals.

With automatical production line, we invented the needle of high technique to
reduce the pain of patients with special know-how, which is the first trial in
Korea. And with ability to produce 8,000,000 pieces for domestic markets
such as Kyunghee Medical Center, Wonkwang Univ. Hospital.

And also we are planning to export some products, though it is small
quantity, through local branches to foreign markets such as America.

*

1987. 06 Established Dong Bang Acupunture.,Inc.

1987. 11 Permission on manufacturing and treatment of medical instruments from Government (Ministry of Health
No.263)

» 1991. 03 Established local branch in China

« 1997. 04 Q mark for guaranteeing the quality

« 1998. 04 Established local branch in the U.S.A.

Ameirca, England, Spain, EU

MorningStar. DongBang Acupuncture U.S.A_, Inc.

(staff in charge: Ae-Hoe, Kwon)

1429 Lyndon St.

S. Pasadena, CA 91030

E-mail, DBCacup@aol.com

Tel ; 626-403-5959 ’\/
Fax ; 626-403-0128 ’.\

‘ 16
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7-2 Technology, Certification and Products

. . - The concerned
Kinds Items with permission No. authority Date
Korean Life Goods Test | 1997.

Research Institute 04.23

The Office of Patent 1995.

Guarantee for quality |Stainless acupuncture needle] 95-057

Utility Design s 071693 1 Administration (OPA) | 03.30

. . The Office of Patent 1995.
Design Registration 071398 Administration (OPA) 11. 10

. . . The Office of Patent 1995.
Design Registration 071397 Administration (OPA) | 11.10
rademark Registration DBC 297630 | The Office of Patent {1994,

Administration (OPA) | 09.03

* Acupuncture needle:

Disposable needle (named Blister: single)
Spring and Pipe needle (sold by bulk),

Long needle (Gold handle needle),
Acupuncture needle for palm and many kinds

* Moxa
Indirect moxa, mini moxa, pipe-shaped moxa, moxa plate, etc.

* Suction Instrument

* Human body shape / the picture of blood fixed places

As shown above, Dong Bang Medical Co., LTD, DBC activates advertises
through Internet Home Page, http:/www.DongBangC.co.kr, Catalogs and
“Giuep Nara,” the magazine of “The Small and Medium Industry Promotion
Corporation.”

Y
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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8-7 Copies of Boxes of DBC, Dong Bang Acupuncture
Needles and of the Legally Marketed DBC
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DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service
Food And Drug Administration

Memorandum

From: Reviewer(s) - Name(s)_ ,// % / i (’/’/ 7: ”’7/
Subject:  510(k) Number , C/ / 0 /)W g / ﬁ {:\ -~

To: The Record - It is my recommendation that the subject 510(k) Notification:

CJRrefused to accept.
DRequires additional information (other than refuse to accept).

[ Accepted for review

[O1s substantially equivalent to marketed devices.
CONOT substantially equivalent to marketed devices.
De Novo Classification Candidate? OJvyEs 0 No

Eéler (e.g., exempt by regulation, not a device, duplicate, etc.)
Is this device subject to Postmarket Surveillance? OvEs O ~No
Is this device subject to the Tracking Regulation? ClYEs O ~No
Was clinical data necessary to support the review of this 5 10(k)‘7 OvEs Cno
Is this a prescription device? OyEes O ~No

- Was this 510(k) reviewed by a Third Party? Ovyes [ ~o

Special 510(k)? _QW(JWZZ %/// 72 LYES 0 Nno
Abbreviated S100)? 5l i Gk o7 Oves O No

This 510(k) contains: ///d/a/

Truthful and Accurate Statement DRequested O Enclosed
(required for originals received 3-14-95 and after)

[JA 510(k) summary OR [JA 510(k) statement

[ The required certification and summary for class Il devices

[ The indication for use form (required for originals received 1-1-96 and after)
Material of Biological Origin Ovyes OwNo

The submitter requests under 21 CFR 807.95 (doesn’t apply for SEs):
[ No Confidentiality [ Confidentiality for 90 days [ Continued Confidentiality exceeding 90 days

Predicate Product Code with class: Additional Product Code(s) with panel (optional):

| Review:, &Z’ //Z’z’ﬂ’ / G el Zéf Le 7/2/3 / A/éﬂ g q“

(Branch ‘Chief) (Branch Code) {Dat é)

Final Review:
(Division Director) (Date)

Revised:6/2//88 ot
evised:6/2//8f}estions? Contact FDA/ICDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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S10(k) “SUBSTANTIAL EQUIVALENCE"
DECISION-MAXING PROCESS (DETAILED)
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda..hhs.gov or 301-796-8118
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C DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

Food and Drug Administration
9200 Corporate Boulevard
Rockville MD 20850

FEB 19 1999

Mr. Ae-Hoe Kwon

Morning Star, Dong Bang Acupuncture U.S.A., Inc.
1429 Lyndon Street

South Pasadena, California 91030-3811

Re: K990328
Trade Name: DBC, Dong Bang Acupuncture Needles
Dated: January 28, 1999
Received: February 2, 1999

Dear: Mr. Ae-Hoe Kwon:

We have completed an administrative review of your section

510 (k) Premarket Notification (510(k)) of intent to market the
device referenced above. Our review indicates that your
510(k) is administratively incomplete and we are placing your
510 (k) on hold for 30 days pending receipt of the additional
information that was requested in a telephone conversation
with the Office of Device Evaluation. We believe that this
basic information is necessary for us to begin our substantive
review and to determine whether or not this device is
substantially equivalent to devices marketed prior to May 28,
1976, the enactment date of the Medical Device Amendments to
the Federal Food, Drug, and Cosmetic Act (Act).

The additional information should be submitted in duplicate,
referencing the 510 (k) number above to:

Food and Drug Administration

Center for Devices and
Radiological Health

Office of Device Evaluation

Document Mail Center (HFZ-401)

9200 Corporate Boulevard

Rockville, Maryland 20850

Please note that since your 510(K) submission has not been
substantively reviewed, additional information may be required
during the review process and the file may again be placed on
hold. You may not market this device until you have provided
adequate information as required by 21 CFR 807.87 and you have
received a letter from FDA allowing you to do so. If you
market the device without conforming to these requirements,
you will be in violation of the Act. You may, however,
distribute this device for investigational purposes to obtain

W

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Page 2 - Mr. Re-Hoe Kwon

clinical data if needed to establish substantial equivalence.
Clinical investigations of this device must be conducted in
accordance with the investigational device exemptions (IDE)
regulations (21 CFR part 812) .

If the requested information is not received within 30 days,
we will consider your premarket notification to be withdrawn
and your submission will be deleted from our system. If you
submit the requested information after 30 days, it will be
considered and processed as a new 510 (k) ; therefore, all
information previously submitted must be resubmitted so that
your new 510 (k) is complete.

If you have any questions concerning the contents of this
letter, please contact Ms. Irene Naveau at (301) 594-1287. If
you have procedural or policy questions, please contact the
Division of Small Manufacturers Assistance at (301) 443-6597
or its toll free number (800) 638-2041, or at its internet
address "http://www.fda.gov/cdrh/dsmamain.html".

Sincerely,

7/4//?4&6 CF oot %’(/&

Timothy A. Ulatowski

Director

Division of Dental, Infection Control
and General Hospital Devices

Office of Device Evaluation

Center for Devices and
Radiological Health

Enclosures

W

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(790 32 5’//5’/0(0

Ae-Hoe Kwon

MorningStar, DongBang Acupuncture U.S A, Inc.
1429 Lyndon St.

S. Pasadena, CA 91030-3381 ez
Tel: 626) 403-5959, Fax: 626) 403-0128, E-mail: DBCacup@aol.com ' '(:..) S
Feb. 13, 1999 . ™~ 3

3

FDA/CDRH ' g =
Office of Device Evaluation ' i = 5

Document Mail Center (HFZ-401) - 2

9200 Corporate Blvd.

Rockville, Maryland 20850

Ref : 510(k) Number: K990328
Device Name: DBC, Dong Bang Acupuncture Needles

Dear Ms. Marjorie Shulman,

This is in response to the second letter dated on Feb. 04, 1999. With an air of concern
for missing, I am sending the same “Indication For Use” again

I thank for a correction of the product name on the first letter.

Dong Bang acupuncture needles (DBC acupuncture needles) have been imported
by other importers since 1988 {510(k) 963300 submitted by Lhasa Medical, Inc., and
K972659 submitted by Dong Bang USA}. My shipments have been detained by L. A.
FDA custom over 2 months because these 510(k) numbers belong to the special

importers.

Thank you very much.

Sincerely yours,

e / /9) o
oe Kwon 2/13/1999

N

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Page 1 of 1
510(K) NUMBER (IF KNOWN): K990328
DEVICE NAME: DBC, DONG BANG ACUPUNCTURE NEEDLES

INDICATIONS FOR USE

The Dong Bang Acupuncture Needles Co., DBC clearly indicates in aspect
of performance of sale and treatment {As requested by 21 CFR 807.87(d)} on the
labeling as follows:

Caution: Federal law restricts this device to sale by or on the
order of qualified practitioners as determined by the
States

The Dong Bang Acupuncture Needles Co., DBC shows the “indications
for use” (Warning, Precautions and Maintaining Device Effectiveness) according
to the “Medical Device Labeling Suggested Format and Content Draft” issued by
FDA on April 25, 1997 and “Acupuncture Needles Status Changed: T96-21, April
1, 1996, hitp://www. fda.gov/bbs/topics’ ANSWERS/ANS00722.htm[” as follows:

Caution 1. Single use only
2. Keep away from high temperatures and humidity
3. Do not use if inside package is damaged.
Discard any unused needles in the (open) package
after treatment session is complete.

With regard to “indications for use,” DBC, Dong Bang acupuncture needle
labeling, the subject of this S10(K) application has the same intended use and has
the same technological characteristics as the legally marketed DBC {510 (k)
K963300} acupuncture needles supplied by the same manufacture, DBC, Dong
Bang Acupuncture Needles Inc. On labeling of indications of use, please see
Appendixes #, out-boxes labeling for 1000pcs (In-boxes: 100pcs x 10}.

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINE ONE ANOTHER
PAGE IF NEEDED))

Concurrence of CDRH, Office of Device Evaluation (ODE)

Prescription Use , OR Over-The-Counter-Use
(Per 21 CFR 801.109) (Optional Format 1-2)

¥

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request 2014-8201; Released 11/4/14

5. DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service
‘2 Food And Drug Administration

3
A
X

% S 2
s CLA/ ! "%7 ??
. —Rgiewer (s) - Narfe(s) //’@74. %/&ac,,

Subject:  510(k) Number %7 q 705 vzg

To: The Record - It is my recommendation that the subject 5 10(k) Notification:

Memorandum

B»Refused to accept.
DRequires additional information (other than refuse to accept).

DAccepted for review

s substantially equivalent to marketed devices.
[INoT substantially equivalent to marketed devices.
De Novo Classification Candidate? [JvEs [J No

Clother (e.g., exempt by regulation, not a device, duplicate, etc.)
Is this device subject to Postmarket Surveillance? CIYEs [ Nno
Is this device subject to the Tracking Regulation? OvEs 0 No
Was clinical data necessary to support the review of this 5 10(k)? Oves (No
Is this a prescription device? OvEs O No
Was this 510(k) reviewed by a Third Party? OvEes O No
Special 510(k)? L1YEs [ Nno
Abbreviated 510(k)? ClvyEs O No

This 510(k) contains:

Truthful and Accurate Statement DRequested [J Enclosed
(required for originals received 3-14-95 and after)

[JA 510() summary OR [JA 510(k) statement

[ The required certification and summary for class III devices

[ The indication for use form (required for originals received 1-1-96 and after)
O Material of Biological Origin =~ [JYES  [CInNo

The submitter requests under 21 CFR 807.95 (doesn’t apply for SEs):
[ No Confidentiality [J Confidentiality for 90 days ] Continued Confidentiality exceeding 90 days

Predicate Product Code with class: Additional Product Code(s) with panel (optional):
'._ — P
T 7 .
Reev_Fotbrrsew ( troradl L3 = ?/?’ &

(Branch Chief) (Branch Code) (ﬁétef

\
Final Review: %

Revised.6/2//9§;Dwlélggslt?(l)rnesc'.goé)ontact FDA/CDRH/OCE/DID at CDRH-FOISTATU%ﬁ)a.hhS.gov or 301-796-8118
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510(k) "SUBSTANTIAL EQUIVALENCE"

DECISION-MAXING PROCESS (DETAILED)
-+ New Dovioc i Comparcd te
Marktod Devioc®
No D the DUToronoos Alor the Latomdod Yes i
Docs Ncw Devioc Have Same Thermpoutic/Diaguactic/ clc.
lodioatton Stalouats? Effoct (la Doddlag, May "Nk Subctandally
Coaddar Impact eu Safcty and Equlvalaat®
Yes Effocdvencnc) T Ddorminatioa
l No
Jaaipdve Infermadsa New Dovloc Has Samce Intendod New Deovioc Hlas New ——e (g
shout Now o Markctod Usc and May be “Subctantlally Ltendod U
Dovice Requasted Eqadvelont®
as Neoded
Dot New Dovioe Have Same No Codd theNaw vy o Do the Neow Charactericdcx YCSCL
Toduvological Charncteioticn, Charscleciodes Ralsc Now Types o Safcty oc —
g Dedgn, Matorlale, ofe.? Affoct Safety Eflccdveness Quastioas?*®
o Effoctivencss?
Yes No
9 SO
No Arc the Dascafpdve Do Acceplod Sdaadfic Mothods
e Charncteristios Prodee Encugh l Exict (oc Asscsslag E{fects of )
to Ensure Equivalenoc? the Now Charscterisdos? No -
Yes Yes
No Arc Peaformance Data Avallable Arc Performance Duta Avallable Mg
to Asscss Equivalancc?*=" (o Assert Effccts of New »
Chacwctersthex T~
Yes
Yes
Peclocmance Pecfocmance
Dwta Deta
Requlced Roquired
l—- Pecfonmance Data Do“o«su\(\;.o O O ~Por{ecmance Data Demoastrate ~—
Equivalence? cs Yes Equivelcace? .
[ o No .
: i

*Substandally Equivatont”
To @ Octermlaation To @

$10(K) cubmissiony comparc new devices (0 marketed devices. FOA requests additivoal infocaatioa il the relatioaship
betweea miarketed and “peedicate” (pec-Amcadments or reclassificd post-Ameadments) devices is undear.

This dccision is normally based on descriptive infocmation atone, but limited testing infocmation is somctimes requiced.

77 Data may be in the 310(k), othicr $10(k)s, the Ceater’s classification files, oc the literaturce,

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118

N
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Division of Dental, Infection Control, and General Hospital Use Devices
(DDIGD)

Screening Checklist for Premarket Notifications [510(k)s]

ELEMENTS ALWAYS REQUIRED MARKED WITH ASTERISK (*)

Device Name: DBC, Dong Bang Acupuncture Needles K990328

Submitter Name: Morning Side, Dong Bang Acupuncture USA Inc.
e —
MISSING
General Content of a 510 (k) INFORMATION
See comment.

1.* General Information: a) trade name, b) common name,
c) establishment registration number, if known d)
address of manufacturing sites, e) FDA assigned
device class (I,II,III), f) FDA review panel, if
known, g) state if submission is for a new device or
modification of a legally marketed device, h)
identify legally marketed device(s) to which
applicant claims equivalence of submitted device, i)
applicant's name and address.

COMMENT: Please state if the subject of this 510k is
a new device or a modification of a legally marketed
device.

) See comment.
2.% Safe Medical Device Act of 1990 Requirements:

a) 510(k) summary or statement (ALL devices)

b) Truthful and Accurate Statement {(see attached)

c) Class III Certification & Summary (only for Class
III devices).

d) Indication for use statement

COMMENT: The Indications for Use statement that you
recently submitted include extraneous information
that is not appropriate for this statement. Please
refer to the Introduction in the enclosed Acupuncture
Checklist regarding intended use and indications for
use. (These uses are identical.)

Please revise the content of your Summary. Refer to
the enclosed information (Code of Federal Regulation-
section 807.92.

. See comment.
3.* Proposed Labeling: a) device and package labels, b)

package insert, c) statement of intended
use, d) promotional material that may accompany
device.

COMMENT: Please include, in the labeling, sizes for

the acupuncture needles (length and gauge) in inches

and in millimeters. Because some of your needles are
packaged in bulk, a statement for bulk packaging

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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should be included in the label. Refer to enclosed
Acupuncture Checklist. The promotional information
that you have included (pg.7) indicates that your
device is for electroacupuncture and moxubution. The
table on Pg. 19-7 also includes references magnetic
needles. Please note that Class II acupuncture
needles are cleared for general purpose usage only.
Please explain. It is not necessary to submit boxes
to demonstrate your labeling. (pgs. 8-9) Please re-
submit your labeling by making copies of the boxes,
and place them on another page. Please translate any
materials that you have submitted.

Description of Device (or modification): diagrams,
engineering drawings, or photographs.

COMMENT: Your narrative device description is
incomplete. Please describe your device as outlined
in the enclosed checklist. Please include all sizes,
needle surface finishing, needle handle, insertion
needle materials, etc. Refer to checklist.

See comment.

Compariscon Information: similarities and differences
to named legally marketed equivalent device(s), a
comparison table of attributes is recommended and
should compare and contrast: a) labeling, b) intended
use, c) specifications, d) materials, e) performance
(bench, animal, clinical) data {(as needed), f)
analysis of comparable safety and effectiveness.

COMMENT: Are you a member of the acupuncture
coalition? If you are a member of the coalition, you
need not compare your device with a legally marketed
acupuncture needle. With how many legally marketed
devices do you wish to compare your acupuncture
needle? Please revise your comparison table by being
more specific in your comparison. Please provide a
statement to demonstrate the similarities and
differences between your device and its predicate.
Please also provide an analysis of the comparable
safety and effectiveness of your device.

See comment.

Biocompatibility Data: needed for all direct or
indirect patient or user-contacting materials per
Tripartite Guidance or ISO standard, or provide a
certification that materials are identical to legally
marketed devices for same intended use.

COMMENT :

N/A

Sterilization Information: a) sterilization method,
b) Sterility Assurance Level, c¢) type of packaging,
d) pyrogen test method, e) EtO residues, f) radiation
dose, g) statement of validation method.

COMMENT: Please provide, for your device, the method
of sterilization, the validation method, the method
of determining pyrogenicity, packaging, and sterility
assurance level. If the device is gamma irradiated,
provide the dosage of radiation. If the device is
sterilized with ethylene oxide, please provide the

See comment.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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residue levels for ethylene oxide, ethylene

chlorohydrin, and ethylene glycol. Refer to enclosed
sterilization information.

: ) ] L . N/A

8. Software Validation & Verification: according to FDA
guidance: a) hazard analysis, b) level of concern, c)
development documentation, d) certification.

COMMENT :

9. Information Recommended in FDA Guidance: There is a N/A
FDA guidance document for this device that recommends
additional data.

COMMENT :
] ) N/A

10. Kit Information: see attachment if this device is a
kit.

COMMENT :

In addition, please provide the results of any testing that has been
conducted on your acupuncture, i.e., buckling and stiffness tests. Please

provide the results of bond strength testing between the needle and the
handle.

We are unable to complete an administrative and substantive review of your
510(k) submission for this device because of major deficiencies. I am
enclosing our Acupuncture Needles Checklist and other information sheets to
guide you in submitting additional information for your device.

I am available to discuss this letter with you by telephone-Monday through
Friday-10: OOAM to 2:30 PM (Eastern Time). Following your review of _the

letter and additional information, please call me at (301) 594-1287,
extension 175, and I will try to be of assistance to you.

\%W?ZW&M ’%é 77

Irene Naveau

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Acupuncture Needles 510(k) Checklist, p. 1

DRAFT

510 (k) CHECKLIST FOR ACUPUNCTURE NEEDLES

August 13, 1996

510 (k) #: K 290328
Date: a§96//7
Sponsor: e ud\m xz‘w,bm /za.e. @S 4. Oé'c

Proprietary Name: DR, qu L)d/ﬂﬁ %é"‘-ﬂ‘,‘:‘mm [leetler
Contact: Ae = fe. 7ﬁ/~a'>/u

Telephone: (2e) Ho3 - 5959

Fax: (laow) 403- 02§

Introduction: Summary of the March 29, 1996 Reclassification
Order for Acupuncture Needles (Reclassificatiion Order)

Acupuncture Needles are defined (future 880.5580 in the Code
of Federal Regulations (CFR)) as "devices intended to pierce
the skin in the practice of acupuncture by qualified
practitioners of acupuncture as determined by the states®.
Acupuncture needles are required to be labeled "For single
use only" and to have the prescription statement (21 CFR

801.109(1) (b)) "Caution: Federal law restricts this device
to sale by or on the order of a qualified practitioner of
acupuncture as determined by the states". They must be made

of stainless steel and be sterile.

The intended use, which is in the Reclassification Order
(and future CFR) definition of acupuncture needlesgs, and the
indications for use, which is for any more specific use, are
the same for acupuncture needles that are labeled for the

general practice of acupuncture, i.e., to pierce the skin in
the practice of acupuncture by qualified practitioners of
acupuncture as determined by the states. Premarket (
notification (510(k)) submissions for acupuncture needles

labeled for any other specific use or treatment than for the
general practice of acupuncture must contain documentation

¥

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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to support that specific use or treatment in the form of
valid scientific evidence defined in the CFR in 860.7(c) (2).

For 510 (k) submission to be filed for review, the following
informational requirements must be present: Cover Letter
General Information, Administrative Requirements,
Description of the Device, Comparison to a Legally Marketed
Device, Labeling, and Device Specifications, including
Physical Specifications, Material Identification,
Biocompatability, Mechanical Testing, and Sterilization
Information. If any of these major types of information
required in a 510(k) submission is missing, the 510(k) is
deemed Refuse to Accept (RTA), and the submission is placed
on hold until the missing information is submitted to
complete the file. Some types of information, such as
administrative information, type of stainless steel,
incomplete sterility information, and clarifications on
information in the submission may be received by fax only if
requested by an agency reviewer. Faxed information must then
be followed up with a hard copy of the requested information
sent to the ODE Document Mail Center.

I. Cover Letter General Information
Yes -No
¥ Device trade or proprietary name
“ Device common name: acupuncture needles
v Establishment registration number
Ll Classification Panel: 80 (for the General
Hospital and Personal Use Devices Panel)
[ Procode: MQX (for agency tracking)
- Class of the device: 1II
Action taken to comply with Section 514 of the
Act (not applicable (NA) for acupuncture
needles)
v Purpose of the submission (either for a new or
modified device)
v

Equivalence statement (a statement how the

device is similar to and different from
other acupuncture needles)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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L Address of manufacturing site

v 510 (k) Applicant name, address, and telephone
and fax numbers

v Contact name, address, and telephone and fax
numbers, if different from the applicant

IT. Administrative Requirements: These statements must be in the
required format, signed and dated. There is a required form for
the Indication for Use Statement. The Truthful and Accuracy
Statement and 510(k) Statement require specific wording which is
available from the agency. The 510 (k) Summary must be on a
separate sheet of paper and be titled "510(k) Summary".

Yes No C7%QAPwﬁhZLZL

f

e Indications for Use Statement /qe&l;/)ﬁ;ﬂb ,
M,&&/W .
v Truthful and Accuracy Statement (21 CFR 807.87)
v 510(k) Summary (21 CFR 807.92) or Statement

(21 CFR 807. 93)5! Mw‘é/».u/u/w'ul/&
/usfa& e auaycu,mz.,ﬂu/ Mf( Cev CFR Suetiorm §07.72

III. Description of the Device (ﬁhﬂﬁzf144(¢>
Yes No
Ve State the intended use(s) for the device. For

general purpose acupuncture needles, the
intended use is for the practice of acupuncture
by qualified practitioners as determined by the
states.

v Sample

V/ Provide a brief narrative description of the

ézgahn#ZQ&;—device; this may not be needed if specifica-

tions are adequate and/or a sample is provided

[ Provide labeled diagrams, engineering drawings
or photographs of the acupuncture needles and
any insertion tubes and needle holders, if
applicable; this may not be needed if specifi-
cations are adequate and/or a sample is
provided

v’ Packaging: individually and/or bulk

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 ’ i
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IV. Comparison to a Legally Marketed Device

Yes No
7 Sponsor is a member of the Acupuncture
t Coalition; if yes, then identification of a
predicate device and comparative information
are not needed
v’ Identify a legally marketed device(s) to which

substantial equivalence is claimed, including
its 510(k) number if known, labeling, and o '
compete description of it. ‘izﬁldu,‘ﬁﬁd égkdkzzf144£L€9;
Tt fey JQE}$}£¢¢rn¢/%f?

yd Compare your acupuncture 'needles to the legally
marketed device, including the similarities and

C?63¢¢7w7é42552: differences in its intended use, labeling,

specifications, materials and any performance
data (bench, animal, or clinical data) in a
tabular format

v Provide an analysis of the comparable safety
and effectiveness of your device and the
legally marketed device

V. Labeling: Copies of the proposed labels for the inner and
outer packaging, any instructions for use, and any advertisements
(promotional materials)

Yes No
Device labels, including the tfollowing:
- Description: Acupuncture Needles
|l Size: length in inches/mm and

gauge in inches/mm/French
L Sterile
'd Quantity
| Number of needles in bulk packaging, if

applicable

L Prescription statement: "Caution: Federal

law restricts this device to sale by or on
the order of qualified practitioners of
acupuncture as determined by the States".

w"

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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v Statement: "For single use only"

[ Statement for bulk packaged acupuncture
needles: "Discard any unused needles in
bulk packages after treatment session", not
applicable for individually packaged
acupuncture needles

v General labeling requirements 21 CFR 810,
manufacturer's, importer's or US
distributor's name and address

Iy Statement: Made in (name of country)

v Pyrogen free

v~ Directions for use, if applicable

4 Promotional materials, if available

Kevrser mated ad. ~Y S e |
== , v )
VI. Device Specifications s A L

A. Physical Specifications

Yes No
v’ All sizes: lengths in inches/mm and gauges in
inches/mm/French
v Needle body surface finishing: under
magnification of 100X, there shall be no
visible defects
L ) Tip shape
[ Needle handle: dimensions and method
of attachment (chemical, mechanical, heat,
or other method), if applicable
. S 4
- Insertion tube, if applicable M ¥irl
v Needle dispenser or holder design and material,
if applicable
B. Material Identification 4
Yes No
v Identify the surgical grade stainless steel

material specification: for example, Class 3

S
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 q
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Austenitic Stainless Steel per ASTM F 899 - 94,
Type 304; if not per ASTM F 899 - 94, provide
the complete material specification, including
the per cent of chromium and nickel

v Identify the material specification of the

needle handle, if applicable

Identify the adhesive, cement, or®other

chemical bonding agent used to attach the
needle handle to the needle, if applicable

v Identify the insertion tube material, if

applicable

v Identify the needle dispenser or holder

material, if applicable

v Identify the lubricant used, if applicable

C. Biocompatability: Stainless steel biocompatibility can be

Yes

established in one of four ways: 1. use of a surgical grade
stainless steel needle material per ASTM F 899 - 94 or its
equivalent, 2. certification that the stainless steel is
identical to that of legally marketed acupuncture needles,
3. valid scientific evidence that the stainless steel is
identical that of other devices intended for percutaneous,
short-term (<30 days) implantation, or 4. biocompatibility
testing results in accordance with the FDA-modified Part 1
of International Standard IS0-10993, "Biological Evaluation
of Medical Devices".

No

Stainless steel

s

ASTM F 899 - 94 or its equivalent

Certification statement of identical materials

Valid scientific evidence of an identical

material as in other devices intended for
percutaneous, short-term (<30 days)
implantation

v Biocompatibility testing results in accordance

with the FDA-modified Part 1 of International
Standard IS0-10993

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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if applicable
Needle handle
Lubricant

Other (s)

D. Mechanical Testing

Yes No

v

Needle to handle bond strength of at least 1
kilograms (2% pounds or 0.102 newton), if
applicable

Other testing, such as buckling/stiffness tests
for centrally loaded acupuncture needles, etc

E. Sterilization Information

Yes No

p/ ]

‘

Sterilization method: radiation or ethylene
oxide or steam

Sterilization validation method per AAMI
sterilization guidelines or equivalent
processes, such as an EN method

Sterility assurance level (SAL), at least 10°
If radiation, specify the dose

If ethylene oxide, provide the residues

levels (per 1978 FDA proposed rule for devices
contacting blood: not to exceed 25 ppm ethylene
oxide, 25 ppm ethylene chlorohydrin and 250 ppm
ethylene glycol or those sget forth in an
equivalent guideline or standard

Pyrogenicity method, USP LAL or rabbit or an
equivalent method

Packaging used to maintain sterility

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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VII. Any other concerns

Explain

Overall Filing Evaluation:
Complete for review

Minor clarification(s) and/or administrative information
needed which can be obtained by telephone and fax
=~ Major information deficiencies, such as labeling, physical
specifications, material identification and
biocompatibility, sterilization information

Comments and Actions:

Orrikect Ao - ffr 5t i i Aehepplirris B focirs ci
Chick b 4 WW%Wf TR et <=
}ZLVV/’Zafﬁéﬁwﬁfl_

Recommendation:

"Refuse to Accept for Filing
Accept for Filing

Call sponsor/contact for clarification, administrative
statements, minor information requests
Hold after sending or faxing deficiencies

General Hospital Devices Branch
Reviewer, Signature and Date

(301) -594- 287

Telephone Number

IR

(310)-480-3002
Fax Number

q%

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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K190328 /At

~ MorningStar, DongBang Acupuncture U.S.A., Inc.
1429 Lyndon St.
S. Pasadena, CA 91030-3381

Tel: 626) 403-5959, Fax: 626) 403-0128, E-mail: KwonAH@aol.com

Feb. 8, 1999

e A
FDA/CDRH oy w >
Office of Device Evaluation c = é
Document Mail Center (HFZ-401) - _ =
9200 Corporate Blvd. - o >
Rockville, Maryland 20850 - fU <

v = S

“ o =3 3

Re: 510(k) Number: K990328
Device Name: DBC, Dong Bang Acupuncture Needles

This is in response to your letter dated on Feb. 03, 1999. Thank you for your prompt
answer.

I included a special chapter 3, page 6: “Statement of indications for use” on 510
(k) 990328 for DBC, Dong Bang acupuncture needles, but I did not provide on a separate
page. According to your guidance, I am sending “Indication For Use.”

Additionally, T would like to request a correction of the product name on your
letter as follow:

Product: DBCC, DONG BANG
ACUPUNCTURE NEEDLES

— : DBC, DONG BANG
ACUPUNCTURE NEEDLES

Please delete one “C” of “DBCC.”

This same acupuncture needles which have been imported by other importers since 1988
{510(k) 963300, 972659} have been detained by L. A. FDA custom over 2 months
because these 510(k) numbers belong to the special importers.

I beg you an “expedited review.” Only I pray for it to God. The part of the needles must
be sent to Russia with Christian medical mission team.

Sincerely your

621 i ﬂq

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Page 1 of 1
510(K) NUMBER: K990328
DEVICE NAME: DBC, DONG BANG ACUPUNCTURE NEEDLES

INDICATIONS FOR USE

The Dong Bang Acupuncture Needles Co., DBC clearly indicates in aspect
of performance of sale and treatment {As requested by 21 CFR 807.87(d)} on the
labeling as follows:

Caution: Federal law restricts this device to sale by or on the
order of qualified practitioners as determined by the
States

The Dong Bang Acupuncture Needles Co., DBC shows the indications
(Warning, Precautions and Maintaining Device Effectiveness) for use according to
the “Medical Device Labeling Suggested Format and Content Draft” issued by
FDA on April 25, 1997 as follows:

Caution 1. Single use only
2. Keep away from high temperatures and humidity
3. Do not use if inside package is damaged.
Discard any unused needles in the (open) package
after treatment session is complete.

With regard to “indications for use,” DBC, Dong Bang acupuncture needle
labeling, the subject of this 510(K) application has the same intended use and has
the same technological characteristics as the legally marketed DBC (K963300)
acupuncture needles (See Appendixes #, Out-boxes labeling for 1000 (In-boxes:
10x100).

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINE ONE ANOTHER
PAGE IF NEEDED))

- Concurrence of CDRH, Office of Device Evaluation (ODE)

Prescription Use , OR Over-The-Counter-Use
(Per 21 CFR 801.109) (Optional Format 1-2)
4-1

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Screening Checklist
For all Premarket Notification 510(k) Submissions

Device Name: ”D@)b M %au\ﬂ\, A—Wd

i Koudbha

K99 0¥

Submitter (Company) HGMMA—C{ 8&\/ p@'ﬂM gW,

Hrevpupndand US 7,

14, / I'{ T
B R
B A
s R D
E E - I
P v T
Items which should be included | ;l\ (')
(circle missing & needed information) t T N 7 IF ITEM
E A IS
D L NEEDED
YES | NO | YES YES AND IS
1. Cover Letter clearly identifies Submission as: ’ / MISSING
a) “Special 510(k): Device Modification”
b) “Abbreviated 510(k)”
ags GO TO
c) Traditional 510(k) #24 ‘i@;z
v IF ITEM IS
2. GENERAL INFORMATION: REQUIRED IN ALL 510(K) SUBMISSIONS NEEDED
Financial Certification or Disclosure Statement for 510(k)s W|th a NA YES NO
Clinical Study 807.87(i)
SPECIALS ABBREVIATED | TRADITIONAL AND IS
YES | NO MISSING

YES | NO

YES | NO

a) trade name, classification name, establishment registration
number, device class

b) OR a statement that the device is not yet classified

c) identification of legally marketed equivalent device

d) compliance with Section 514 - performance standards

e) address of manufacturer

f) Truthful and Accurate Statement

g) Indications for Use enclosure

h) SMDA Summary or Statement (FOR ALL DEVICE CLASSES)

i) Class lll Certification & Summary (FOR ALL CLASS Ill DEVICES)

j) Description of device (or modification) including diagrams,
engineering drawings, photographs, service manuals

k) Proposed Labeling:

i) __package labeling (user info)

i) __statement of intended use

iii) advertisements or promotional materials

i)  MRI compatibility (if claimed)

) Comparison Information (similarities and differences) to named
legally marketed equivalent device (table preferred) should include:

i) Labeling

i} intended use

iii) ___physical characteristics

iv) _anatomical sites of use

V) performance (bench, animal, clinical) testing

vi} _ safety characteristics

m) |f kit, kit certification

3. “SPECIALS" - ONLY FOR MODIFICATIONS TO MANUFACTURER'S OWN CLASS Il ,

1l OR RESERVED CLASS | DEVICE

a) Name & 510(k) number of legally marketed
(unmodified) predicate device

b) STATEMENT - INTENDED USE AND INDICATIONS FOR

* If no - STOP not a special

DCRD form 102 (rev. 04/13/98 4:19 PM)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118

Page 1
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USE OF MODIFIED DEVICE AS DESCRIBED IN ITS
LABELING HAVE NOT CHANGED*

c) STATEMENT - FUNDAMENTAL SCIENTIFIC *1fno - STOP nota special

TECHNOLOGY OF THE MODIFIED DEVICE HAS NOT
CHANGED*

d) Design Control Activities Summary

i) ldentification of Risk Analysis method(s) used to
assess the impact of the modification on the
device and its components, and the results of the
analysis

i) Based on the Risk Analysis, an identification of
the verification and/or validation activities
required, including methods or tests used and
acceptance criteria to be applied

ili) A declaration of conformity with design controls.
The declaration of conformity should include:

1) A statement signed by the individual
responsible, that, as required by the risk
analysis, all verification and validation
activities were performed by the designated
individual(s) and the results demonstrated
that the predetermined acceptance criteria
were met

2) A statement signed by the individual
responsible, that manufacturing facility is in
conformance with design control procedure

— Requirements as specified in 21 CFR 820.30

and the records are available for review.

v IF ITEM
1S
SPECIALS ABBREVIATED | TRADITIONAL | yeenen
AND IS
YES | NO | YES | NO | YES | NO MISSING

4, ABBREVIATED 510(K): SPECIAL CONTROLS/CONFORMANCE TO RECOGNIZED STANDARDS

a) For a submission, which relies on a guidance
document and/or special control(s), a summary
report that describes how the guidance and/or
special control(s) was used to address the risks
associated with the particular device type

b) If a manufacturer elects to use an alternate approach
to address a particular risk, sufficient detail should be
provided to justify that approach.

¢) For a submission, which relies on a recognized
standard, a declaration of conformity to the standard.
The declaration should include the following:

i) An identification of the applicable recognized aEa
consensus standards that were met

ii) A specification, for each consensus standard,
that all requirements were met, except for
inapplicable requirements or deviations noted
below

DCRD form 102 (rev. 04/13/98 4:19 PM)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118

Page 2



Records processed under FOIA Request 2014-8201; Released 11/4/14

iii} An identification, for each consensus standard, of
any way(s) in which the standard may have been
adapted for application to the device under
review, e.g., an identification of an alternative
series of tests that were performed

iv) An identification, for each consensus standard, of
any requirements that were not applicable to the
device

V) A specification of any deviations from each
applicable standard that were applied

vi) A specification of the differences that may exist, if
any, between the tested device and the device to
be marketed and a justification of the test results
in these areas of difference

vii) Name/address of test laboratory/certification
body involved in determining the conformance of
the device with applicable consensus standards
and a reference to any accreditations for those
organizations

d) Data/information to address issues not covered by
guidance documents, special controls, and/or
recognized standards

5. Additional Considerations: (may be covered by Design Controls)

a) Biocompatibility data for all patient-contacting materials,
OR certification of identical material/formulation:

i) __component & material

i) __identify patient-contacting materials

iii) biocompatibility of final sterilized product

b) Sterilization and expiration dating information:

i) sterilization method

i) SAL

iii) _packaging

iv) specify pyrogen free

v) ETO residues

vi) radiation dose

¢) Software validation & verification:

i) __hazard analysis

ii) _level of concern

iii) development documentation

iv) certification

Items shaded under “NO” are necessary for that type of submission. Circled items and items with checks
in the “Needed & Missing” column must be submitted before acceptance of the document.

Passed Screening Yes No Reviewer:
Date: ID Lt Concurrence by Review Branch:

] P

Y

DCRD form 102 (rev. 04/13/98 4:19 PM)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118

Page 3
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REVISED:3/14/95

THE 510 (K) DOCUMENTATION FORMS ARE AVAILABLE ON THE LAN UNDER 510 (K)
BOILERPLATES TITLED "“DOCUMENTATION®™ AND MUST BE FILLED OUT WITH
EVERY FINAL DECISION (SE, NSE, NOT A DEVICE, ETC.).

"SUBSTANTIAL EQUIVALENCE®" (SE) DECISION MAKING DOCUMENTATION

Reviewer:

Division/Branch:

Device Name:

pProduct To Which Compared (510 (K) Number If Known):

YES NO
1. Is Product A Device If NO = Stop
2. Is Device Subject To 510(k)? If NO = Stop
3. Same Indication Statement? If YES = Go To §
4. Do Differences Alter The Effect Or If YES = Stop NE
Raise New Issues of Safety Or
Effectiveness?
5. Same Technological Characteristics? If YES = Go To 7
6. Could The New Characteristics Affec If YES = Go To 8
safety Or Effectiveness? :
7. Descriptive Characteristics Precise If NO = Go To 10
Enough? If YES = Stop SE
8. New Types Of Safety Or Effectiveness If YES = Stop NE
Questions?
S. Accepted Scientific Methods Exist? If NO = Stop NE
10. Performance Data Available? If NO = Request
Data
11. Data Demonstrate Equivalence? Final Decision:
Note: In addition to completing the form on the LAN, “yes" responses to

questions 4, 6, 8, and 11, and every "no" response requires an

explanation.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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1. Intended Use:

2. Device Description: Provide a statement of how the device is either
similar to and/or different from other marketed devices, plus data (if
necessary) to support the statement. Is the device life-supporting or
1ife sustaining? Is the device implanted (short-term or long-term) ? Does
the device design use software? Is the device sterile? Is the device for
single use? Is the device for home use or prescription use? Does the
device contain drug or biological product as a component? Is this device
a kit? Provide a summary about the devices design, materials, physical
properties and toxicology profile if important.

EXPLANATIONS TO "YES" AND wNO" ANSWERS TO QUESTIONS ON PAGE 1 AS NEEDED

1. Explain why not a device:

2. Explain why not subject to 510(k):

3. How does the new indication differ from the predicate device's
indication:

4. Explain why there is or is not a new effect or safety or effectiveness
issue:

S. Describe the new technological characteristics:

6. Explain how new characteristics could or could not affect safety or
effectiveness:

7. Explain how descriptive characteristics are not precise enough:

8. Explain new types of safety or effectiveness questions raised or why the

questions are not new:
9. Explain why existing scientific methods can not be used:
10. Explain what performance data is needed:
11. Explain how the performance data demonstrates that the device is or is

not substantially equivalent:

ATTACH ADDITIONAL SUPPORTING INFORMATION

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Internal Administrative Form

YES NO

1. Did the firm request expedited review?

Did we grant expedited review?

N

Have you verified that the Document is labeled Class |l for GMP
purposes?
If, not, has POS been notified?

Is the product a device?
Is the device exempt from 510(k) by regulation or policy?
Is the device subject to review by CDRH?

QN A

9.

Are you aware that this device has been the subject of a previous NSE
decision?

If yes, does this new 510(k) address the NSE issue(s), (e.g.,
performance data)?

10.Are you aware of the submitter being the subject of an integrity

investigation?

11.1f, yes, consult the ODE Integrity Officer.
12.Has the ODE Integrity Officer given permission to proceed with the

review? (Blue Book Memo #191-2 and Federal Register 90N0332,
September 10, 1991.

W0

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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DEPARTMENT OF HEALTH AND HUMAN SERVICES Public Health Service

Food and Drug Administration
Center for Devices and
Radiological Health
Office of Device Evaluation
Document Mail Center (HFZ-401)
~— 9200 Corporate Blvd.
February 03, 1999 Rockville, Maryland 20850

MORNING STAR, DONG BANG ACUPUNCTURE 510(k) Number: K990328

1429 LYNDON ST. Received: 02-FEB-1999
SOUTH PASADENA, CA 91030 Product: DBCC, DONG BANG
ATTN: AE-HOE KWON ACUPUNCTURE NEEDLES

The Center for Devices and Radiological Health (CDRH), Office of Device
Evaluation (ODE), has received the Premarket Notification you submitted in
accordance with Section 510(k) of the Federal Food, Drug, and Cosmetic Act
(Act) for the above referenced product. We have assigned your submission a
unique 510(k) number that is cited above. Please refer prominently to this
510(k) number in any future correspondence that relates to this submission.

We will notify you when the processing of your premarket notification has been
completed or if any additional information is required. YOU MAY NOT PLACE
THIS DEVICE INTO COMMERCIAL DISTRIBUTION UNTIL YOU RECEIVE A LETTER FROM FDA
ALLOWING YOU TO DO SO.

On January 1, 1996, FDA began requiring that all 510(k) submitters provide on
a separate page and clearly marked "Indication For Use" the indication for use
of their device. If you have not included this information on a separate page
in your submission, please complete the attached and amend your 510(k) as soon
as possible. Also if you have not included your 510(k) Summary or 510(k)
Statement, or your Truthful and Accurate Statement, please do so as soon as

~— possible. There may be other regulations or requirements affecting your device
such as Postmarket Surveillance (Section 522(a)(l) of the Act) and the Device
Tracking regulation (21 CFR Part 821). Please contact the Division of Small
Manufacturers Assistance (DSMA) at the telephone or web site below for more
information.

Please remember that all correspondence concerning your submission MUST be
sent to the Document Mail Center (HFZ-401) at the above letterhead address.
Correspondence sent to any address other than the Document Mail Center will
not be considered as part of your official premarket notification submission.
Because of equipment and personnel limitations, we cannot accept telefaxed
material as part of your official premarket notification submission, unless
specifically requested of you by an FDA official. Any telefaxed material
must be followed by a hard copy to the Document Mail Center (HFZ-401).

You should be familiar with the manual entitled, "Premarket Notification

510(k) Regulatory Requirements for Medical Devices" available from DSMA.

If you have other procedural or policy questions, or want information on

how to check on the status of your submission (after 90 days from the

receipt date), please contact DSMA at (301) 443-6597 or its toll-free

number (800) 638-2041, or at their Internet address http://www.fda.gov/cdrh/dsmamain.html
or me at (301) 594-1190.

Sincerely yours,

Marjorie Shulman
—_— Consumer Safety Officer
Premarket Notification Staff
Office of Device Evaluation
Center for Devices and Radiological Health \

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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310(k) NOTIFICATION

Reason for Submission: Marketing of Acupuncture Needles
Which Have Been Marketed by Other Importers

(i.e., K963300): Request for Expedited Review
on Low and Moderate Risk, and

in Detention of Needles (L. A.)

Device Classification Name: Needle, Acupuncture, Single Use

S10(k) Number: K
Device Name: DBC, Dong Bang Acupuncture Needles

Applicant: Morning Star, Dong Bang Acupuncture U.S.A., Inc
—

1429 Lyndon St.
S. Pasadena, CA 91030-3381 e
Tel: 626) 403-5959, Fax: 626) 403-0128, .
Contact: Ae-Hoe Kwon L«L:
Product Code: MQX ey
o
Class: 1

Medical Specialty (panel): General Hospital (21 CFR Part 880)

Manufacture: r -

s
[
N
Date Submitted: January 28, 1999

g (Ae-Hoe Kwon/Jan. 28, 1999)

Questlons'? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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8-1 The Letter of Authorization ................................................... 15
8-2 510 (k) No (K963300) Submitted by Lhasa Medical, Inc. for DBC,
Dong Bang Acupuncture Needles ............................................. 16
8-3 The Product Classification Database for Needle, Acupuncture ............ 17
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8-5 Advertisement for DBC, Dong Bang through Magazines .................. 19
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' Dong Bang Acupuncture Needles Co., or DBC, is the same company. DBC is the brand
name and abbreviation of Dong Bang Acupuncture Needles Co., and DBC has been patented to Keun-Sik
Kim (president) by Korean Patent Bureau since 1994.
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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MorningStar, DongBang Acupuncture U.S.A., Inc.

1429 Lyndon St. S. Pasadena, CA 91030-3381
Tel: 626) 403-5959, Fax: 626) 403-0128, E-mail: DBCacup@aol.com

JANUARY 28, 1999

PRE-MARKET NOTIFICATION 510 (K) SUMMARY
{ As Required by 21CFR 807.929(c)}

Acupuncture needles (Needle, Acupuncture, Single Use: Class II;
MOQX) are defined as devices intended to pierce the skin in the practice of
acupuncture by qualified practitioners of acupuncture as determined by the
States. Acupuncture needles have been used for the general practice of
acupuncture in the United States for over 30 years.

At this time, we are not aware of any serious or life-threatening accidents
involving acupuncture needles. Acupuncture needles which were sold through
commercial interstate distribution prior to May 28, 1976 were non-sterile, reusable
acupuncture needles. Acupuncture needles which are currently being marketed
through interstate distribution (i.e., DBC: 510(k) K963300) offer greater safety,
since they are sterile, single use only acupuncture needles.

The subject of this 510(k) application, “DBC, Dong Bang acupuncture
needle,” is a y-ray sterile, single use only acupuncture needle. The DBC, Dong
Bang acupuncture needle meets the general specifications and criteria for an
acupuncture needle and is effective for the practice of acupuncture.

This DBC, Dong Bang acupuncture needle is manufactured in Korea and
has been imported and sold through interstate commerce in the USA since 1988
under the FDA labeling restrictions of “Caution: Investigational device limited by
U.S. law to investigational use,” or “Caution: Federal law restricts this device to
sale by or on the order of qualified practitioners as determined by the State”(since
Apr. 1, 1996). Since 1988, no accidents or device failure claims have been
reported as a result of using the DBC, Dong Bang brand acupuncture needle.

In conclusion, based on the information provided with this 510(k)
application, the DBC, Dong Bang brand acupuncture needle meets the criteria for
510 (k) acceptance. The DBC, Dong Bang brand acupuncture needle is equivalent
not only to acupuncture needles which were in commercial distribution prior to
May 28, 1976, but also to other legally marketed devices, the DBC (K963300) or
the HaengLim SeoWeon (K961677) brand needles which are currently being sold
through interstate co ICe.

4

//w}/é’f.

A%-Hoe Kwon, President Date

Premarket Notification 510(k) Number: K

3

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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PREMARKET NOTIFICATION

TRUTHFUL AND ACCURATE STATEMENT
[As required by 21 CFR 807.87(j)]

I certify that, in my capacity as “regional office staff in charge,”
importer and the US designated agent of Dong Bang Acupuncture Needles
Co., DBC, and president of Morning Star, Dong Bang Acupuncture U. S. A.,
Inc., I believe to the best of my knowledge, that all data and information
submitted in the pre-market notification are truthful and accurate and that
no material fact has been omitted.

(Sigl{ature)

Ae-Hoe Kwon
(Typed Name)

01/28/1999
(Dated)

K .
(Pre-market Notification [510(k)] Number)

4 !

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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1. THE NAME, CLASS, AND ESTABLISHMENT
REGISTRATION NUMBER OF DEVICE

1-1. The Name of Device
- Trade name: DBC, Dong Bang Acupuncture Needles

1-1-1
1-1-2 Common or usual: Acupuncture Needles
1-1-3 Classification name: Needle, Acupuncture, Single Use

1-2 The Class of Device
1-2-1. Needle, Acupuncture Single Use: Class II
e The FDA has announced that acupuncture needles have been

reclassified from Class III to Class I1 (1/April/1996, http://www.
Sda.gov/bbs/topics/ ANSWERS/ANS00722. html).

1-2-2 Medical Specialty (panel): General Hospital (21 CFR Part 880)

1-2-3 Product Code No: MQX

~ 1-3 The Establishment Registration Number
1-3-1. Manufacture: Dong Bang Acupuncture Needles, Inc. (DBC)
* FDA Registration No: 8040810 (since 1988)

* Device Listing No: B 008479

* Address of Manufacture:

1-3-2 Importer, Morning Star, Dong Bang Acupuncture U.S.A., Inc.:
Regional Office/the Sole US Agent designated by DBC
(see Appendixes 8-1)

e FDA Registration Form Operation and owner ID: -
~ o LA Regional Registration Form No: [N

5 W

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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2. PERFORMANCE STANDARDS: ACTION TO ANY
APPLICABLE FDA SPECIAL CONTROLS
FOR CLASS II {21 CFR807.87(d)}

Acupuncture Needles (Needle, Acupuncture, Single Use: Class I, MQX)
are defined as “devices intended to pierce the skin in the practice of
acupuncture by qualified practitioners of acupuncture as determined by the
States.” Acupuncture needles have been used for “the general practice of
acupuncture” in the United States for over 30 years.

The FDA has announced that “acupuncture needles have been
reclassified from Class III to Class II for ‘general acupuncture use’ by
licensed, registered or certified practitioners,” and the FDA has determined
that “the current ‘investigational use’ labeling requirements no longer apply
to acupuncture needles intended for general use by qualified practitioners.”
(Acupuncture Needles Status Changed: T96-21, April 1, 1996, http://www.
fda.gov/bbs/topics/ ANSWERS/ANS00722.html).  In the product Classification
Database for needle, there are no special regulations for acupuncture needles (see
Appendixes 8-3). The Dong Bang Acupuncture Needles Co., DBC indicates
clearly, according to request 21 CFR 807.87(d), on the labeling:

“Caution: Federal law restricts this device to sale by or on the

order of qualified practitioners as determined by the States”

In conclusion, in aspect of performance of sale and treatment, the DBC,
Dong Bang acupuncture needles have the same intended use for the general
practice of acupuncture as the legally marketed DBC (K963300) or HaengLim
SeoWeon (K961677) brand acupuncture needles, and they have the same
technological characteristics, as the DBC or HaengLim SeoWeon brand devices.

3. STATEMENT OF INDICATIONS FOR USE

Dong Bang Acupuncture Needles Co., DBC shows the indications
(Warning, Precautions and Maintaining Device Effectiveness) for use according to
the “Medical Device Labeling Suggested Format and Content Draft” issued by
FDA on April 25, 1997 as follows:

Caution 1. Single use only
2. Keep away from high temperatures and humidity
3. Do not use if inside package is damaged.
Discard any unused needles in the (open) package
after treatment session is complete.

With regard to “indications for use,” DBC, Dong Bang acupuncture needle
labeling, the subject of this 510(K) application has the same intended use and has
the same technological characteristics as the legally marketed the DBC (K963300)
or HaengLim SeoWeon (K961677) acupuncture needles.

6

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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e 4. PROPOSED LABELS AND LABELING
4-1 Samples of the DBC, Dong Bang Product to be Marketed

4-1-1 The Various Types of the DBC, Dong Bang Acupuncture Needle:
How Supplied (Sterility, Disposable, Number and Quantity in Package)

Characteristic
of DBC Needle

PIPE =
HANDLE ©§

.

the pine leaf shaped needle point
18-8 surgical stainless steel needle

» non-toxic, non-pyroginc

» painless, uniform, smoth insertion

o spring & pipe handle (1.2 X 20mm)
Pipe 1’ s Blister Needle; Box of 100 Needles + sterile velidity 3 years

1 Needle With Plastic Insertion Tube Per Each Sterile (EOG) Sealed Blister Package » for electroacupuncture & moxibution

TS -
.

Coraents 10 needes HAND LE = :
HANDLE
1

needes wih ube .
Sty by Sele Acupuncure Nocdles

o DBC1-2 Pipe 5's Bulk Needle; Box of 100 Needles :
Spring 10’s Bulk Needle; Box of 100 Needles 5 Needle With Plastic Insertion Tube Per ( -
10 Needle With Plastic Insertion Tube Per Each Sterile (y -ray) Sealed Blister Package

Each Sterile (y -ray) Sealed Bulk Package

7 %
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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4-2 Samples of the Predicate Products

et
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(DBC Brand: Made in Korea)
510(k): K963300

4-3 Description

As shown in the samples, the label and labeling of DBC, Dong Bang
consists in package label, instructions for use, package inserts, prompts: size,
expiration date, sterility, types, guidance for distributor. The subject of this 510(k)
is guided by “Medical Device Labeling Suggested by Format and Content issued
on April 25, 1997 The DBC, Dong Bang acupuncture needle has the same
intended use as the DBC (K963300) or HaengLim SeoWeon (K961677) devices,
and it has the same technological characteristics as the DBC or HaengLim
SeoWeon brand acupuncture needles.

9 \\v
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- 5. ADVERTISEMENT FOR DONG BANG, DBC PRODUCTS

As shown by catalog (see Appendixes 8-4), the magazine (see Appendixes
8-5), and Internet Home Page (http://www. DongBangC.cokr), Dong Bang
Acupuncture Needles Co., DBC has activated the commercial advertisements.

Since November 24, 1987 with permission No.263 from government, our
company has been established to produce disposable needles for medical
treatment in traditional oriental hospitals.

With automatical production line, we invented the needle of high technique to
reduce the pain of patients with special know-how, which is the first trial in
Korea. And with ability to produce 8,000,000 pieces for domestic markets
such as Kyunghee Medical Center, Wonkwang Univ. Hospital.

And also we are planning to export some products, though it is small
quantity, through local branches to foreign markets such as America.

1987. 06 Established Dong Bang Acupunture.,Inc.

1987. 11 Permission on manufacturing and treatment of medical instruments from Government (Ministry of Health
No.263)

1991. 03 Established local branch in China

1997. 04 Q mark for guaranteeing the quality

1998. 04 Established local branch in the U.S.A.

Ameirca, England, Spain, EU

MommingStar. DongBang Acupuncture U.S.A., Inc.
(staff in charge: Ae-Hoe, Kwon)

1429 Lyndon St.

S. Pasadena, CA 91030

E-mail; DBCacup@aol.com

Tel ; 626-403-5959

Fax ; 626-403-0128

1\

10
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5-2 Technology, Certification and Products of the DBC, Dong Bang

Kinds Items with permission No. Th:zr;ns:i:;ed Date
Korean Life Goods Test | 1997.
Research Institute 04.23
The Office of Patent 1995.
Administration (OPA) | 03. 30
Design Registration Magnetic needle 071398 :;;igg::tﬁ)ip(%?;) } ?9?0

The Office of Patent 1995.

Guarantee for quality [Stainless acupuncture needle 95-057

Utility Design Magnetic needle 071693

Design Registration Magnetic seal 071397 Administration (OPA) 11.10
. . The Office of Patent 1994,
Trademark Registration DBC 297639 Administration (OPA) | 09.03

* Acupuncture needle:

Disposable needle (named Blister: single)
Spring and Pipe needle (sold by bulk),

Long needle (Gold handle needle),
Acupuncture needle for palm and many kinds

* Moxa
Indirect moxa, mini moxa, pipe-shaped moxa, moxa plate, etc.

* Suction Instrument

* Human body shape / the picture of blood fixed places

5-3 Catalog for Sales Advertisement of DBC, Dong Bang Products:
* See Appendixes 8-4

5-3 Internet Home Page: http://www.DongBangC.co.kr

* osie Appewnthres 5-5, 1G- 4o,
5-4 Dong Bang Acupuncture Needles Co. Introduced by “Giuep Nara”
magazine of “The Small and Medium Industry Promotion Corporation”: History,
process of manufacturing, and the future prospect of DBC (see Appendixes 8-5).

: W
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6. INFORMATION KNOWN ABOUT DEVICE’S
SAFETY AND EFFECTIVENESS

Since 1988, Dong Bang Acupuncture Needle Co., DBC of Korea
(Registration No: 8040810) has exported Acupuncture needles to the U.S.A.
through Dong Bang USA {a previous agent designated by DBC: 562-407-7433:
510(k) K972659}, Lhasa Medical, Inc. (781-335-6484: 510(k) number for the
DBC acupuncture needle: K963300) (see Appendixes 8-2), Spring Trade Co.
(213-936-5148), and US Deer & Antler Importer and Exporter (323-735-9665
by OEM).

At this time, no accident or device failure claims have been reported as a
result of using the DBC, Dong Bang acupuncture needles of Korea. For safety
and effectiveness, Dong Bang Acupuncture Needles Co.,, DBC has a

“Q”(qualified) mark by which Korea government guarantees needle quality, and
has 4 technological patent rights by the Office of Patent Administration (OPA) of
Korea (see Internet Home Page, http://www.DongBangC.co.kr of Dong Bang
Acupuncture Needles Co., 3)

Also, we are not aware of any serious or life-threatening accidents involving
acupuncture needles. Acupuncture needles which were sold through commercial
interstate distribution prior to May 28, 1976 were non-sterile, reusable
acupuncture needles (cited by FDA, 510(k) no K963300 Summary).
Acupuncture needles which are currently being marketed through interstate
distribution offer greater safety, since they are sterile, single use only acupuncture
needles {i.e, DBC 510(k) K963300); HWA-To (K963299); HUA-XIA
(K962916); CW (K964529); Seirin (K962809, K970254, K970260)}.

The subject of this 510(k) application, DBC, Dong Bang acupuncture
needle offers safety, since it is sterile, single use only acupuncture needle, as the
legally marketed DBC (K963300) or HaengLim SeoWeon (K961677). It is made
by SUS 304 stainless steel and is sterilized y-ray or EOG for 48 hours (Giuep
Nara, 27-8). The safe and effective Dong Bang, DBC acupuncture needle to be
marketed is “the pine leaf shaped needle point, 18-8 surgical stainless steel needle,
non-toxic, non-pyrogenic, painless, uniform, and smooth insertion” (Dong Bang
Acupuncture Needles Inc.. DBC Catalog, 3), as the legally marketed DBC or
HaengLim SeoWon needles

. N
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7. SUBSTANTIAL EQUIVALENCE COMPARISON

7-1 Table of Similarities and Differences
Similarity: o Difference: x

Division DBC, DBC | HaengLim cf.
D ong Ban g SeoWeon (Dong Bang)
Indications for use 0 0 0 included
Target population 0 0 0 al
i fine leaf
Design o o o fne e
: 18-8 surgical
Materi alS ° 0 0 stainless steel
BiO—Compatibility 0 o o indifference
Chemical safety 0 0 0 non-toxic
Compatibility 0 0 0 good
Energy used 0 0 o pone
and/or delivered
Human factors 0 o o lsjtlmulated
y needle
Mechanical safety 0 o 0 safe
Performance o 0 o qualified
practitioner
radiation safety 0 0 ) safe
Standards met 0 0 0 disposable
use only
ili o} Sterile (y-ray
Stenllty 0 0 or EOG for
Dong Ba.pg)
Where used 0 0 0 Acup. Clinic
Thermal safety 0 0 0 non-
pyrogemc
Manufacture and | DBC, Dong DBC | HaengLim dlffef;m
Brand name Bang SeoWeon | Brandname
Acupuncture
Needles Co.

7-2 Discussion of Similarities and Differences

DBC, Dong Bang method for sterilization is by y-ray or EOG. This method
is more scientifically advanced than previous methods which have been used prior
to May 28, 1976, The DBC, Dong Bang acupuncture needle is similar to the
predicate devices, the legally marketed DBC (K963300) or HaenglLim SeoWeon
(K961677) brand needles in 17 among the above 18 elements of comparison. The
sole difference is in labeling. The DBC, Dong Bang acupuncture needle mentions
its manufacture and brand name on label, different from the DBC brand needle.

In conclusion, the subject of this 510(k) application has the same intended
use and have the same technological characteristics as the legally marketed DBC
or the Haenglim Seowon acupuncture needles.

13
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8. APPENDIXES

8-1 The Letter of Authorization .............................. 15
8-2 510 (k) No (K963300) submitted by Lhasa Medical Inc. for DBC brand
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Co., DB . 16
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Appendixes 8-1: The Letter of Authorization
Dong Bang Acupuncture Needles Co.

3-3 Kuryong Ri Ungcheon Eup
Boryeong City, Chungnam 355-850, S.Korea
Tel: (0452)33-7785, (02)518-8901 (Seoul), Fax:(0452)34-5715

July 14, 1998

FDA/CDRH

HFZ-308, Device Registration & Listing (Fax: 1-301-495-4660)
Information Processing and Office Automation Branch (HFZ-308)
2098 Gaither Road

Rockville, Maryland 20850

The Letter of Authorization

Morning Star, Dong Bang Acupuncture U.S.A,, Inc. is the sole domestic U, S,
distributor of the various types of sterile acupuncture needle, and Moming Star..Inc.
is authorized to list on behalf of Dong Bang Acupuncture Needles Co. and to maintain
DBC historical listing file.

Morning Star, Dong Bang Acupuncture US.A,, Inc. as a designated Agent of
DBC is as follows:
1. President: Ae-Hoe Kwon
2. Address: 1758 Foothill St. D
S. Pasadena, CA 91030-2231
Tel: 626)403-5959, Fax: 626)404-0128, E-mail: KwonAH@aol.com
3. FDA Registration Form, Owner/Operator No.:9034129
4. EIN:95-4678848

5. Seller’'s pemlitth _
Keun Sik Kim S S VIP? S
President QJ
: b W '
15
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Releasable 510(k) Details Appendixes 8-2: 510 (k) No (K963300) Submitted by Lhasa Medical, Inc.
for DBC, Dong Bang Acupuncture Needles

Device Classification Name: NEEDLE, ACUPUNCTURE, SINGLE USE
510(k) Number: K963300
Device Name: DBC ACUPUNTURE NEEDLES(SEVERAL TYPES ARE DESCRIBE
Applicant: LHASA MEDICAL, INC.
234 LIBBEY PARKWAY
WEYMOUTH, MA 02189
Contact: THOMAS RITHIMAKI
Product Code: MQX
Date Received: 08/21/96
Decision Date: 09/23/96
Decision: Substantially Equivalent
Classification Advisory Committee: General Hospital
Review Advisory Committee: General Hospital
Statement/Summary/Purged Indicator: Summary only
Summary/Approval Letter: SUMMARY
Type: Traditional

| RETURR TQ SEARCH

| CDRH HOME PAGE
(Database Updated January 5, 1999)

 FDA HOME PAGE

| SEND COMMENTS

W

16

http://www.fda.gov/scripts/cdrh/cfdocs/cfpmn/Detail. CFM?ID=159278&PMN __ ProductCode=N1/28/99
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| Appendixes 8-3: The Product Classification Database

' for Needle, Acupuncture

37 records were found in the Product Claulﬁcation Database for Device: needle )(é [ﬂ/

1234

# Device Name Regulation Number
1 868.5150
2 868.5090
3

4 878.4800
5 872.4730
6 876.1500
7 876.1075
8 876.1500
9 876.1500
10 HOLDER. NEEDLE 876.4730

(Database Updated May 5, 1998)

W
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Appendixes 8-4: Dong Bang Acu. Needles Co., ®
DBC Catalog D B C

DONG BANG

DISPOSBLE

ACUPUNCTURE NEEDLES

e———— g

HANDLE

e Noodies

Sterile AcupancT

Y
010} N(eh:¥NN(&| ACUPUNTURE, INC. \4
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ACUPUNCTURE NEEDLES

Quality for your peace of mind painless for yoaur pationt s
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PIPE
HANDLE

Pipe 1' s Blister Needle; Box of 100 Needles
1 Needle With Plastic Insertion Tube Per Each Sterile (EOG) Sealed Blister Package

@ DBC1-2
Spring 10’s Bulk Needle; Box of 100 Needles
10 Needle With Plastic Insertion Tube Per
Each Sterile (y -ray) Sealed Bulk Package

HANDLE
w - SereAnpucureeds

B s

T

3
[T

recdies
Bukk pkg of 5 pesdes with dde
Sterized by Camuma.

@ DBC1-3

Pipe 5' s Bulk Needle; Box of 100 Needles
5 Needle With Plastic Insertion Tube Per

Each Sterile (y -ray) Sealed Blister Package

Characteristic
of DBC Needle

the pine leaf shaped needle point
18-8 surgical stainless steel needle
non-toxic, non-pyrogine

painless, uniform, smoth insertion
spring & pipe handle (1.2 X 20mm)

o sterile velidity 3 years

for electroacupuncture & moxibution

Blade Diameter Blade Length
JeKorea Chinese | (mm) 15mm | 30mm 40mnl 50mn_1 60mm | 75mm | 90mm
panese (1457) (1) | (133%) (1F64)| @) |(2°154) (3+1)
#2 #38 0.18 © © © © ©
#3 #36 0.20 © © © © ©
#5 #32 0.25 © © © © ©
#8 #30 0.30 © © © © © © ©
- #10 #28 0.35 © © © © © © ©

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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ASSORTED NEEDLES

@ DBC5-1 Oscillator

@ DBC5-2 Shumo Needle (kA 5)

@ DBC5-3 Finger Needle Injector (5358 %)

® @

. DBC5-4 Duo-Probe Rolling Needle (%&i814%)
@ DBC5-5 Tei-Shin Spring Modulator (4 7 &)

@ DBC5-6 Spring Needile for Baby (& 1+ 5.4%)

@ DBC5-7 Spring Tie-Edged Needle (& #=#4)

06 ®

@ DBC5-8 Cotton Case (4 4 %)

@ DBC5-9 Needle Tube (37%); Stainless / P.V.C
@ DBC5-10 4-Punched Needle (va71.4%)
@ DBCS5-11 Golden Handle Needle / White Handle Needle (355 / & 55)

@ DBC5-12 Triple-Edged Needle (Z.#45)

@ DBC5-13 Han Needle ($443); A, B

\

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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MOXA & LANCET

@ DBC3-1
Plastic Suction Set; A Set With 15 Cups

@ DBC3-2
Glass Suction Set; A Set With 14 Cups

i

@ DBC4-1
Auto-Lancet Injector; Stainless / P.V.C

Lancet Needles; A Box of 200 needles;
#21 (0.8mm), #23 (0.60mm), #26 (0.45mm)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gav or 301-796-8118" # .
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DBC " 25 #55%

REEEISRTY

XN om0
~ ]

. DBC1-4 . DBC1-5
Press Tack Needle (£5%) Intradermal Needle (i %) ;
Box of 50 Needles Each With Tape Bulk of 50 Needles

@ p5c2-1 @ DBC2-3
SSIII? gf‘;x; ((asr;ﬁg & Ultra Pure); Pungnyon Moxa (Stick on Moxa);  Arirang Moxa (Stick on Moxa);
' Box of 225 Pcs Box of 200 Pcs
/
@ DBC2-4 @ DBC2-5
KU-Pun Burning Bows; (F)ixg :g:‘: ggx:z Needle Moxa (Smokless); Box of 200 Moxa
KU-Pun Moxa; 200 per Package Metal Caps; 100 per Package

\

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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A& DONG BANG ACUPUNTURE, INC.
DBC %% %5855

Office: #403 Yongjin B/D, 10-37, Jamwon-dong,
Seocho-gu, Seoul 135-030
Tel: (82-2)518-8901 Fax: (82-2)518-9477

Factory: 3-3, Kuryong-ri, Ungcheun-eup,
Boryeong-city, Chungnam 355-850
Tel: (82-452)33-7785 Fax: (82-452)34-5715

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Appendixes 8-5: Advertisement for DBC, Dong Bang
through Magazines

. . 1998
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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DONG BANG ACUPUNCTURE,,INC. : Proverbiral DBC... Page 1 of 1

Registar Buliehn Borsas €55
E-mail

mal and hiedivm
gntprprises of KOREX

19-4 Internet Home Page:
Http://www.DongBangC.co.kr

\\\ﬁ

http://www.smipc.or.kr/SMIPC-cgi/homepage/hp_top_display.cgi?co_code=1998-00388&co_lar1/29/99
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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19-5

Since November 24, 1987 with permission No.263 from government, our
company has been established to produce disposable needles for medical
treatment in traditional oriental hospitals.

With automatical production line, we invented the needle of high technique to
reduce the pain of patients with special know-how, which is the first trial in
Korea. And with ability to produce 8,000,000 pieces for domestic markets
such as Kyunghee Medical Center, Wonkwang Univ. Hospital.

And also we are planning to export some products, though it is small
quantity, through local branches to foreign markets such as America.

1987. 06 Established Dong Bang Acupunture.,Inc.

« 1987. 11 Permission on manufacturing and treatment of medical instruments from Government (Ministry of Health
No.263)

1991. 03 Established local branch in China

1997. 04 Q mark for guaranteeing the quality

1998. 04 Established local branch in the U.S.A.

Ameirca, England, Spain, EU

MomingStar. DongBang Acupuncture U.S.A., Inc.
(staff in charge: Ae-Hoe, Kwon)

1429 Lyndon St.

S. Pasadena, CA 91030

E-mail; DBCacup@aol.com

Tel ; 626-403-5959

Fax ; 626-403-0128

% Homepage : htp.//www.dongbangc.co kr

" #(Company : DONG BANG ACUPUNCTURE.,INC.
#Phone (1) 82-452-933-7785
(2) 82-2-518-8901
“FAX (1) 82-452-934-5715
(2) 82-2-518-9477
% Address  : (1) 3-3,KURYONG-RLUNGCHON-EUP,PORY ONG-SHLCHUNGNAM,KOREA  (ZIP

:355-850 ) b
(2) RM403,YONGJIN B/D,10-37,CHARMWON-DONG,SEOCHO-GU,SEOUL KOREA  (ZIP “)
:137-030)

http://www.smipc.or.kr/SMIPC-cgi/homepage/hp_intro_display.cgi?co_code=1998-003 88&co 1:1/29/99=Dé&co
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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19-6

Tn 1987 with strong will to make the cheapest and comfortable medical instrument, we,
Dong Bang Acupuncture succeeded in manufacturing the acupucture needles automatically
for the first time in Korea.

We acquired the first Utility Design Patent on Automatic Needle Grinder in Korea.
Therefore we can be the international company in manufacturing the acupuncture needle
with the large facility of automation line (size: 2,376§%). As well, we recognized the
difficulties in export such as globalization, price competition, overcoming the barriers in
trade, and the expansion of world market. So we established local office in China in 1992,
and in the U.S. A, in 1998.

We also make other medical instruments like moxa and completed 80% of automation
line production. Furthermore, we accomplished over 40% sales in domestic markets as a
leading company. With 10 years experience of sale, we have provided these good products to over 80% of oriental medical
hospital like Kyunghee Medical Center, Wonkwang University Hospital, etc.

We do our best to multifly the items and research the products for survival in hot domestic acupuncture production
competition, while we also try to expand the

overseas markets to the U.S.A., China and Europe with the complete 100% automatic production line.

Like this, our technique is best of all in the world and is now known internationally thanks to globalization of acupuncture
treatment. Now we confirm our place as a leading company of manufacturing acupuncture products in the world.

* Homepage : hitp://www.dongbange.co.kr

o Company : DONG BANG ACUPUNCTURE. INC.

* Phone (1) 82-452-933-7785
(2) 82-2-518-8901

*FAX (1) 82-452-934-5715
(2) 82-2-518-9477

# Address (1) 3-3,KURYONG-RI,UNGCHON—EUP,PORYONG-SHI,CHUNGNAM,KOREA (ZIP
:355-850)
(2) RM403,YONGIJIN B/D,lO-37,CHARMWON—DONG,SEOCHO-GU,SEOUL,KOREA (Z1P
1137-030)

# E-mail : dbe7785@)chollian.net

\

http://www.smipc.or.kr/SMIPC-cgi/homepage/hp_pres_display.cgi?co_code=1998-003 88&co 1al/23/9%0 layo
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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h d
Kinds Items with permission No. T iﬁ::;:;;e Date
. . i t | 1997.
Guarantee for quality [Stainless acupuncture needle}  95-057 Korlizlslel;ieh?g;?;;es 04. 23
. The Office of Patent 1995.
Utility Design Magnetic needle 071693 A dlfﬂnis‘i::ti?)n (%P A) | 03.30
L . The Office of Patent 1995.
Design Registration Magnetic needle 071398 A drflinis;::ti(c)m (ZE)P A) 11.10
. he Office of Patent 1995.
Design Registration Magnetic seal 071397 Alj drflinis‘zrcaeti(())n (%GPUA) 11. 10
o The Office of Patent 1994,
Trademark Registration DBC 297639 A d;inis‘z::t;n (i)e[?A) 09. 03
* Acupuncture needle:
Disposable needle (named Blister: single)
Spring and Pipe needle (sold by bulk),
Long needle (Gold handle needle),
Acupuncture needle for palm and many kinds
* Moxa
Indirect moxa, mim moxa, pipe-shaped moxa, moxa plate, etc.
* Suction Instrument
* Human body shape / the picture of blood fixed places
# Homepage : http.//www.dongbangc.co kr
"~ ¥ Company : DONG BANG ACUPUNCTURE.INC.
* Phone - (1) 82-452-933-7785
(2) 82-2-518-8901
#FAX (1) 82-452-934-5715
(2) 82-2-518-9477
# Address (1) 3-3, KURYONG-RLUNGCHON-EUP,PORYONG-SHI,CHUNGNAM,KOREA (ZIP
:355-850)
(2) RM403,YONGIJIN B/D,10-37, CHARMWON-DONG,SEOCHO-GU,SEOUL KOREA (ZIP
:137-030)

# E-mail : dbe7785(@chollian.net

\\

http://www.smipc.or.kt/SMIPC-cgi/homepage/hp tech display.cgi?co _code=1998-00388&co_1a1/29/99:0_layo
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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DONG BANG ACUPUNCTURE,INC. : Proverbiral DBC... Page 1 of 1

The amount of needle production : 8,000,000 pieces a month 19-8
The amount of moxa production : 20,000 boxes a month
¥ Homepage : http.//www.dongbange.co.kr
 #Company :DONG BANG ACUPUNCTURE.,INC.
#Phone  :(1)82-452-933-7785
(2) 82-2-518-8901
#*FAX (1) 82-452-934-5715
(2) 82-2-518-9477
# Address (1) 3-3,KURYONG-RIL,UNGCHON-EUP,POR YONG-SHI,CHUNGNAM,KOREA (ZIP
:355-850 )
(2) RM403,YONGIIN B/D,10-37, CHARMWON-DONG,SEOCHO-GU,SEOUL KOREA (ZIP
1137-030)

# E-mail : dbc7785(@chollian.net

http://www smipc.or kr/SMIPC-cgi/homepage/hp_factor_display.cgi?co_code=1998-00388&co 1/29/99%co_lay
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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DISPOSABLE ACUPUNCTURE NEEDLE

; 1. The end part (the point of needle) is grinded as the shape of
{ pine tree leaf to reduce the pain when it is treated on the body. 19-9

2. The handle part of needle has comfortable shapes with pipe and
spring to be used easily.

3. Various kinds of packing and products are devised according to
production of the small quantity of multi-items.

MOXA

1. Mixed with traditional treatment in Orient and comfortable way
to use, this can be used easily at home.

2. Ordinary people as well as doctor can use it.

% Homepage : http://www.dongbange.co.kr

#* Company :DONG BANG ACUPUNCTURE.,INC.
#Phone  : (1) 82-452-933-7785
(2) 82-2-518-8901
*FAX (1) 82-452-934-5715
(2) 82-2-518-9477
® Address (1) 3-3, KURYONG-RIL,UNGCHON-EUP,PORYONG-SHI,CHUNGNAM,KOREA
(ZIP :355-850 )
(2) RM403,YONGIJIN
B/D,10-37, CHARMWON-DONG,SEOCHO-GU,SEOUL,KOREA (ZIP :137-030)
% E-mail : dbe¢7785@)chollian. net

W

http://www.smipc.or kr/SMIPC-cgi/catalog/catalog_product_list.cgi?co_code=1998-00388&co_11/23/99%:co_lay
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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19-10

No. of .
Poster Date Search Subject
Ae-Hoe Kwon | 1999-01-23 2 |Waiting for OBL and Parcel. congratulati. ..

1 |Ae-HoeKwon| 1999-01-23 1 Waiting for OBL and Parcel, congratulati. ..

* Homepage : http://www.dongbange.co.kr

# Company :DONG BANG ACUPUNCTURE.,,INC.
* Phone (1) 82-452-933-7785
(2) 82-2-518-8901
*FAX (1) 82-452-934-5715
(2) 82-2-518-9477
# Address (1) 3-3, KURYONG-RI,UNGCHON-EUP.POR YONG-SHI,CHUNGNAM, KOREA
(ZIP :355-850 )
(2) RM403,YONGJIN
B/D,10-37, CHARMWON-DONG,SEOCHO-GU,SEOUL KOREA (ZIP :137-030)
% E-mail - dbc7785@chollian.net

\

http://www smipc.or kr/SMIPC-cgi/bbs/ViewListOfBoard.cgi?co_code=1998-00388&co_lang=21/29/9%out_k
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118





