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510(k) SUMMARY
1. Submitter Information
Sponsor
Name: CG Bio Co., Ltd.
Address: 223-23 Sangdaewon-dong, Jungwon-gu, Seongnam,
Gyeonggi-do, 462-120 Korea
www.cobio.co.kr
Tel.: +82-31-732-0840
Fax.: +82-31-732-0842
US Agent NOV 13 2013
Name: Mr. Shawn Park
Address: Daewoong America Inc.
155 Gibbs Street, Suite #431 Rockville, MD 20850
Tel.: 301-309-1957, 301-956-0588
Fax.: 301-309-1959
E-Mail: yann@daewoong.co.kr

Official Correspondent

Name: Ms. Jung-Eun Im
Regulatory Aflairs
Address: 163-3 Samsung-dong, Kangnam-gu, Seoul, 135-715 Korea
Tel.: +82-2-550-8053
Fax.: +82-2-550-8660
E-Mail: mvrdvi@daewoong.co.kr

2. Subject Device Information

Type of 510(k) submission: Traditional

Trade Mame: KulaVAC

Common/Usual Name: Foam Dressing

Classification Name: Accessory to Powered Suction Pump
Regulation Number: 21 CFR 878.4780

Product Code: OMP

Regulation Class: Class 11

Panel: General & Plastic Surgery



K(224q0 Pag < 2/3

——
G Bie CG Bio Co., Ltd.

Cail & duns Earrpbrplogy

3. Predicate Device Information

Sponsor K.ClI Smith & Nephew, Inc.

Device Name V.A.C.® GranuFoam® Dressing | Renasys™-F NPWT Foam Dressing
510(k) Number | K032310 K082211

Product Code OoMP OMP

Regulation No. 21 CFR 878.4780 21 CFR 878.4730

Regulation Class | 1l i1

4, Device Description
KulaVAC is wound dressing kit for Negative Pressure Wound Therapy (NPWT).
The kit consists of individually reviewed medical components; polyurethane foam
wound dressing, suction head, tubing, connectors, clamps and acrylic adhesive
transparent film.
Foam dressing is available in three sizes; small, medium and large, and the other
accessories are used to connect to a suction device.
The kit is supplied sterile and is single-use.

5. Indications for Use
KulaVAC Foam Dressing Kit is intended to be used in conjunction with suction
devices to deliver negative pressure wound therapy to the wound. KulaVAC Foam
Dressing Kit is indicated for patients who would benefit from a suction device,
particularly as the device may promote wound healing through the removal of
excess exudates, infectious material, and tissue debris. It i;; indicated for patients
with chronic, acute, traumatic, subacute and dehisced wounds, partial-thickness

burns, ulcers (such as diabetic or pressure), flaps and grafis.

6. Non-Clinical Testing

Non-clinical testing was performed to assess the safety and effectiveness of
KulaVAC. The non-clinical tests included bench testing using a mock wound
model to verify the substantial equivalence to the predicate device in performance,
wound dressing test in accordance with EN 13726-1 and biocompatibility testing in
accordance with 1SO 10993-1, respectably. And the compatibility of the device
with the vacuum sources was demonstrated. All tests conducted for KulaVAC had
successfully met the acceptance criteria, which demonstrate the safety and
effectiveness of the device.
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7. Comparison to Predicate Device
KulaVAC Foam Dressing Kit is substantially equivalent in design, materials,
technology, function and intended use to its predicate devices. The minor
technological differences between KulaVAC and its predicate devices raise no new

issues of safety or effectiveness.

Elements of . . . .
. Subject Device Predicate Devices Verdict
Comparison
V.A.C® GranuFoam® | Renasys™-F NPWT
Product Name KulaVAC . -
Dressing Foam Dressing
510(k) Number Applying K032310 K032310 -
Product Code OMP OMP OMP SE
Regulation No. | 21 CFR 878.4780 | 21 CFR 878.4780 | 21 CFR 878.4780 SE

. - Foam Dressing : Polyurethane
Materials . . . i SE
- Film Dressing : Acrylic adhesive polyurethane film

Components Composed of foam, tubing and adhesive film SE
Intended Use | Combination with a suction device to deliver negative
pressure to the wound to promote wound healing by drainage SE
of fluids and infectious materials
Indications Chronic, acute, traumatic, subacute and dehisced wounds,
partial-thickness burns, ulcers (such as diabetic or pressure), SE

flaps and grafts.

8. Conclusion
KulaVAC Foam Dressing Kit is substantially equivalent in design, materials,
technology, function and intended use to its predicate devices. The minor
technological differences between KulaVAC and its predicate devices raise no new
issues of safety or effectiveness.
Performance data demonstrate that KulaVAC is as safe and effective as its
predicate device, and comparable to the various controlied suction devices.

Thus, KulaVAC is substantially equivalent.

9. Summary Prepared Date
18 October 2013
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DEPARTMENT OF HEALTH & HUMAN SERVICES _ Public Health Service

Q.
Food end Drug Administration

10903 New Hampshire Avenue
Document Control Center - WO66-G609

Silver Spring, MD 20993-002

November 13, 2013

CGBio Co., Ltd.

% JungEun Im

223-23 Sangdaewon-dong, Jungwon-gu,
Seongnam, Gyeonggi-do,

462-120, Korea

Re: K122490
Trade/Device Name: KulaVAC Foam Dressing Kit
Regulation Number: 21 CFR 878.4780
Regulation Name: Powered suction pump
Regulatory Class: Class Il
Product Code: OMP
Dated: October 18, 2013
Received: October 29, 2013

Dear JungEun [m:

We have reviewed your Section 510(k) premarket notification of intent to market the device
referenced above and have determined the device is substantially equivalent (for the indications
for use stated in the enclosure) to legally marketed predicate 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) that do not require approval of a premarket approval application (PMA).
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. Please note: CDRH does not evaluate information related to contract liability
warranties. We remind you; however, that device labeling must be truthful and not misleading.

If your device is classified (see above) into either class 11 (Special Controls) or class HI (PMA),
it may be subject to additional controls. Existing major regulations affecting your device can be
found in the Code of Federal Regulations, Title 21, Parts 800 to 898. In addition, FDA may
publish further announcements concerning your device in the Federal Register.

Please be advised that FDA’s issuance of a substantial equivalence determination does not mean

that FDA has made a determination that your device complies with other requirements of the Act
. or any Federal statutes and regulations administered by other Federal agencies. You must

comply with all the Act’s requirements, including, but not limited to: registration and listing (21
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CFR Part 807); labeling (21 CFR Part 801): medical device reporting (reporting of medical
device-related adverse cvents) (21 CIR 803); good manufacturing practice requirements as set
forth in the quality systems (QS) regulation {21 CFR ParL 820); and if applicable, the electronic
product radiation control provisions (Sections 531-542 of the Act); 21 CFR 1000-1030.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801). please
go to http/fwww.fda.gov/About ' DA/CentersOffices/CORH/CDRHOTices/uem | 15809.him for
the Center for Devices and Radiological Health’s (CDRH's) Office of Compliance. Also, please
notc the regulation entitled. "Misbranding by reference to premarket notification” (21CFR Part
807.97). For questions regarding the reporting of adverse events under the MDR regulation (21
CFR Pant 803). please go to '
hitp://www.[da.poviMedicalDevices/Safetv/ReportaProblem/default.htm for the CDRH's Office
of Surveillance and Biometrics/Division of Postmarket Surveillance.

You may obtain other general information on your responsibilities under the Act from the
Division of Small Manufacturers, International and Consumer Asststance at its 1oll-free number
(800) 638-2041 or (301) 796-7100 or at its [nternet address
http:/www.lda.gov/iMedicalDevices/ResourcesforYou/Industrv/de fault.hun.

Sincerely vours,

David Krause -S

for Mark N. Melkerson
Acting Dircclor
Division of Surgical Devices
Office of Device Evaluation
Center for Devices and
Radiological Health
Enclosure



Indications for Use

510(k) Number (if known): K122490
Device Name: KulaVAC

Indications for Use:

KulaVAC Foam Dressing Kit is intended to be used in conjunction with suction devices to
deliver negative pressure wound therapy to the wound. KulaVAC Foam Dressing Kit is
indicated for patients who would benefit from a suction device, particularly as the device
may promote wound healing through the removal of excess exudates, infectious material,
and tissue debris. It is indicated for patients with chronic, acute, traumatic, subacute and
dehisced wounds, partial-thickness burns, ulcers (such as diabetic or pressure), flaps and

grafis.
Prescriplion Use y Over-The-Counter Use
AND/OR
{Part 21 CFR 301 Subpart D) (21 CFR 801 Subpart C)

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE OF NEEDED)

Concurrence of CDRH, Office of Device Evaluation (ODE)

Jiyoung Dang -S
2013.11.08 16:01:57 -05'00'
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