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Scintiltant Dual Tip Surgical Light Special 510{k)

510(k) Summary

Submission Contact:  Ryan Savage
Project Manager
Engineered Medical Solutions Co., LLC
85 Industrial Drive
Phillipsburg, NJ 08865 Dec 5
Phone: (908} 213-5001 2013
Fax: {908) 329-9111
E-Mail: rsavage@bihler.com

Device Trade Names:  Scintillant Surgical Lights (Dual Bent Tip Surgical Light, Scintilant Dual Straight
Tip Surgical Light)

Device Common Name: Surgical Light
Device Classification:  FTD, 21 CFR Part 878.4580, Surgical Lamp.
Class: I

Identification of Legally Marketed Devices: The fundamental scientific technology, design features and
indications for use for the subject lights are identical to the predicate Scintillant Surgical Light KO71180
(SE 06/20/07)

Device Description: The Scintillant Dual Tip Light is a sterile, single-use device desighed to provide
surgeons with focalized brilliant white illumination of the surgical site. Utilizing
an internal battery, the device is designed to stay operational for up to three
hours of continuous use. Dual light tips in combination with flexible leads
containing memory wire allows for the surgeon to direct light from multiple
locations optimizing the illumination provided by the device and allowing for
increased visibility within the surgical site.

Device Intended Use: The Scintillant Surgical Lights are intended to provide tocalized illumination of
surgical sites.

Technological

Characteristics: The technological characteristics between the predicate and proposed devices
are similar. Both the predicate and proposed devices are sterile, hand-held,
battery powered, surgical field illuminating devices and regarding the lighting
function have the same overall intended use and indications for use. The
proposed devices have a lower operating temperature than the predicate
device which does not impact patient safety risk.

Discussion of

Engineered Medical Solutions Co., LLC Page 11 of 30



K133425, page 2 of 2

Scintillant Dual Tip Surgical Light Special 510(k)

Non-Clinical Testing:  Engineering Rationales were developed comparing the subject devices to the
predicate surgical light. The Engineering Rationales theorized the reduction of
the light source temperature posed no new risk to the patient and provided
sufficient light for physicians performing surgical procedures for up to three
hours. Confirmatory testing was performed and validated the Engineering
Rationales. '

Conclusions: There are no significant differences to functionality or intended use of the
proposed devices to the Scintillant Surgical Light. The proposed device operates
at a lower temperature than the predicate Scintillant Surgical Light and thus
does not pose any additional risk to patient safety. Therefore, the proposed
device does not raise any new guestions regarding safety and effectiveness.

Given the similarities in design, materials used, power source and the identical
indications, EMS concludes the Scintillant Dual Bent Tip Surgical Light and the
Scintillant Dual Straight Tip Surgical Light are substantially equivalent to the
predicate Scintillant Surgical Lamp cleared by the FDA in K071180 (SE 06/20/07).
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Engincered Medical Solutions Co., LLC
Mr. Ryan Savage ,
Project Manager

anager - December 5, 2013
85 Industrial Drive. Building B cember
Philipsburg, New Jersey 088635

Re: K133425
Trade/Device Name: Scintillamt Surgical Lights
Regulation Number: 21 CFR §78.4580
Regulation Name: Surgical lamp
Regulatory Class: Class 1]
Product Code: FDT
Dated: November 4, 2013
Received: November 14, 2013

Dear Mr. Savage:

We have reviewed your Scetion 310(k) premarket notification ol intent (o markel the device
referenced above and have determined the device is substantially cquivalent (for the indications
for use stated in the enclosure) 10 legally marketed predicate devices marketed in interstate
commerce prior to May 28, 1976. the cnaciment date of the Medical Device Amendmenits. or (o
devices that have been reclassificd in accordance with the provisions of the Federal Faod, Drug,
and Cosmetic Act (Act) that do not require approval of a premarket approval application (PMA).
You may, thereforc, market the device. subject to the general controls provisions of the Act. The
gencral controls provisions of the Act include requirements for annual registration, listing of
devices, good manufacturing practice. labeling. and prohibitions against misbranding and
adulteration. Pleasc note: CDRI docs not evaluate information related to contract liability
warranties. We remind you; however, that device labeling must be truthful and not misleading.

[f vour device is classified {scc above) into cither class 11 (Special Controls) or class 111 (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. [n addition, FDA may
publish further announcements concerning your device in the Federal Register.

Please be advised that FDA’s issuance ol 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 requircments, including. but not limited to: registration and listing (21
CFR Part 807); labeling (21 CFR Part 801); medical device reporting (reporting of medical
device-related adverse events) (21 CFR 803); good manufacturing practice requirements as sel
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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.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please
contact the Division of Small Manufacturers, International and Consumer Assistance at its toll-
free number (800) 638-2041 or (301) 796-7100 or at its Internet address
http:/fwww.fda.gov/MedicalDevices/ResourcesforY ow/industry/defauithtm. Also, please note
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 Part 803), please go to

http://www.fda gov/Medical Devices/Safety/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 Assistance at its toll-free number
(800) 638-2041 or (301) 796-7100 or at its Internet address

http://www.fda.pov/MedicaiDevices/ResourcesforYou/Industry/default.htm.

Sincerely yours,

Joshua C. Nipper -S

Binita S. Ashar, M.D., M.B.A_,F.ACS.
Acting Director
Division of Surgical Devices
Office of Device Evaluation
Center for Devices and
Radiological Health

Enclosure
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Indications for Use Statement
510(k) Number: K133425

Device Name: Scintillant Surgical Lights

Indications for Use: The Scintilant Surgical Lights are Intended to provide localized illumination of
surgical sites.

Prescription Use: _ X and/or Over-the-Counter Use:
(Part 21 CFR 801 Subpart D) ) {21 CFR 807 Subpan C)

(PLEASE DO NOT WRITE BELOW THIS LINE — CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of Device Evaluation (ODE)

Page 1 of l

LongH.  semmmmmsom.
Ch ORI 191007001001 1w 1300368058
en -A Dale: JVL 208 151003 S5O0

for BSA

(Division Sign-off)
Division of Surgical Devices
510(k}) Number: K133425

Engineered Medical Solutions Co., LLC Page 10 of 30



