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Food and Drug Administration
9200 Corporate Boulevard
Rockville MD 20850

NOV 3 2003
Quantum Devices, Inc.
C/o Mr. Ned E. Devine, Jr.
Entela, Inc.
3033 Madison Avenue SE
Grand Rapids, MI 49548

Re: K032229
Trade/Device Name: Quantum WARP 10 Light Delivery System
Regulation Number: 21 CFR 890.5500
Regulation Name: Infrared lamp
Regulatory Class: 11
Product Code: ILY
Dated: August 20, 2003
Received: August 28, 2003

Dear Mr. Devine:

This letter corrects our substantially equivalent letter of September 11, 2003, regarding the over-
the-counter notation on your Indications for Use enclosure.

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.

If your device is classified (see above) into either class II (Special Controls) or class [II (PMA). 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 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

CFR Part 807); labeling (21 CFR Part 801); good manufacturing practice requirements as set

forth in the quality systems (QS) regulation (21 CFR Part 820); and if applicable, the electronic
product radiation control provisions (Sections 531-542 of the Act); 21 CFR 1000-1050. M@
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This letter will allow you to begin marketing your device as described in your Section 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), please
contact the Office of Compliance at (301) 594-4659. Also, please note the regulation entitled,
"Misbranding by reference to premarket notification” (21CFR Part 807.97). You may obtain
other general information on your responsibilities under the Act from the Division of Small
Manufacturers, International and Consumer Assistance at its toll-free number (800) 638-2041 or
(301) 443-6597 or at its Internet address http://www.fda.gov/cdrh/dsma/dsmamain.html

Sincerely yours % ;

ellaM Witten, Ph.D., M.D.
Director

Division of General, Restorative
and Neurological Devices
Office of Device Evaluation
Center for Devices and
Radiological Health

Enclosure
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510(k) Number (if known): ___ }(O 32229

Device Name: Quantum WARP 10 Light Delivery System

Indications For Use:

The Quantum WARP 10 Light Delivery System is a hand held device used for the
treatment of chronic pain by emitting energy in the Near-IR spectrum for the
temporary relief of minor muscle and joint pain, arthritis and muscle spasm;
relieving stiffness; promoting relaxation of muscle tissue; and to temporarily
increase local blood circulation where applied.

{“sivision Sign-Off)
Division of General, Restorative

: - 510(k) Numbe
and Neurological Devices . (k) Number

-1

"(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE 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)

(Division Sign-Off)
. Division of Dental, Infection Control,

And General Hospital Devices

N(k) Number )4 03 A}BCZ
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VR SHO(k) SUMMARY OF SA FETY AND EFF.ECTIVENESS

i Smnary of the § Hk) safety g cﬂtcli\‘cncss mformation is being submitieq )
decerdinee wipp the equIrements of 2 CRF 807,97

Applicany. Quantum Devices, e,
12 Orbisen Stree
f_%:umc\'ch!, W1 53507

Phone: 608-92:1-3000
Fax: 608-92-‘1—3007

Contacy Person. Michele Vovolka
Vantage C_.'onsuln'ng in!cmntionm', L1,

.J’n'p:u'('d on: July 18, 2003
Mode] No/Name: Quantum, WARP 19 Light Dclivcry System
("I;:sxi!ic:ninn: Lamp, Infrared - g9 Iy

Physicq) Medicine Deviee, 2) CRF 890.5500 (Class 1)
Prediease Deviees: Lieht Foree Therapy tne., Super Nova - K022ggg
Baley Scientifie fne., Photomje Stimulator . K97:1:168

Diontedies fne.. J’:tin-X—?OUU Moded 5700 K‘)SZS-H’)

I)L-xc'rip:ion:

The Quantun, WARP 10 Light I)L‘Jr'\'cry Systeny js used for applying therapy for the Mmitig
ol chronje Pain. [hege light delivery SYslems gre manufacngped by Quantuy, Deviees, e
These devices e solid state ;g hand hely for Placenieny directly gyer the skin where the

reatment jq lo oceyr,

Statemeny of Intendeq Use for Quitntum WARPE g

Y3

ation

Ihe Quanniu WARE g Light DL‘”\‘CJ'_\’ System s o hand hely deviee yseq 1o emig Chergy in

the Nearp spectrum for he tlemporary relict of mine muscle any Joint Pain, arthritis

and

Msele spagpy - relicving stiffhess; Promoting relaxation of musele lissue: ang lo Icmpor.‘lril‘y

incregge loca) bloog circulmion where heg is indic:ricd.
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STOR) SUMDMARY OF SATFETY AND EFFECTIVENESS (Continued)

Testing Sumnary

Testing for the Quantm WARP 10 Light Delivery System has been carried out to ensure that
the temperature at the skin surface where the device is applied is acceptable per TEC 60601-1
Part 12,3 (L1.2601-1)

Substantial Fquivalence:
The Quantum WARP 10 Light Delivery System is substantially equivalent lo the:

Light Force Therapy Ine., Super Nova - K022888
Bales Scientific Inc., Photomic Stimulator - K974468
DioMedics Ince., Pain-X-2000 Model 5700 — K982546

The Quantum Device, Ine. Quantum WARP 10 is snbstantially equivalent to these products in
that it has the sane intended use and similar iechnical characteristics. Technical characteristics
comparison included pewer, wavelength, wavelorm, encrgy source, power supply, cnergy
delivery o reatment time, indicated use, tarect papulation, and location for usc.
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Infrored Lamp Coniparisois

('mnﬂp:ln.\'

PPower

Wavelenzih

(‘Ju:mlﬁm

- Pevices. Tne,
Cuamtim WARP
10

3050 e |

Ko32229

Light Force
Therapy, Inc.

Bales

_Scientifice, fne,

Super Novia
KO22888

L0 W

Photemic
Stimulator
K978

DioNedics,
e
[*ain-X-2000
Naodel 3700
KO82316

95 m\Viem”

16.25 m\W/em®

Wavelorm

F———
Iinerey Source

Near Infrared
G630 10 930nm

350nm, 620nm,
andd 890nm

Near Infrared
S00 to 900nm

560mn, 390nm,
620nm, 670nm,
and 900nm

Constant

Pulsed

Same ag

50% Duty

dispersed over
treatment arein
{(noncoherent)

Quantum Cyele
Device
Multi diode Same Same Same

Power Supply

Seach, 1.3AA

20 Vide - 300

17115220 Vae,

Rechargable

Treatment Time

Treatment Prabe

tteries A TR0/6001, Battery, AC
o - clectric oulet Adapter
Encrey Delivery andheld Same Sume Same

GO 300 seconds

60900

seconds

0 - 394 scconds
seconds

26 3000

secends

0 nun diameter

200 mm
dJiameter

S0 mm x 30 mm

76 nun dinmeter

o emit energy
i the Near-1R
spectinm for the
femporary reliel
ol minor muscle
and Joint pain,
artheitis and
muscle spasm;
rehieving

promating
relaxation of
muscle tissue;

and to
temporarily
merease local
blood circulation

where heat is

indicated.

Sanme

Same

Same

Target Population

Individuals
suffering from
chronic pain

Same

Same

Same

Location for Use

Over-the-counter

Use

Same

Same

Same
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