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510(k) Summary of Safety and Effectiveness

In accordance with the requirements of the Safe Medical Device Act, HEINE Optotechnik
GmbH & Co. KG herewith submits a Summary of Safety and Effectiveness.

Submitter Information:

Official Contact Person:

US Agent {(Contact):

Date Prepared:

Device{s) Identification:
Device Trade Name:
Common Name:

Classification of the device:
Device Classification Name:
Product Code:

Device Classification No.:
Panel:

Regulatory Status:

HEINE Optotechnik GmbH & Co. KG

Kientalstr. 7 DEC

82211 Herrsching

Germany 0 4 20’3
Registration Number: 1000379039

Owner/Operator Number: 9003020

Mr. Manfred Bartsch-Tittmann
Director Regulatory Affairs

HEINE Optotechnik GmbH & Co. KG
Phone: +49 8152 38 0

Benoit St. Jean

HEINE USA, Itd.

10 Innovation Way

Dover, NH 03820 USA

Phone: +1 603 7427217
E-mail: Bstiean@heine-na.com

June 20", 2013

HEINE BETA 200® Ophthalmoscope
Ophthalmoscope

Ophthalmoscope
HLJ

Part 886.1570
Ophthalmic Devices (86)
Class Il

HRA 52 039 Minchen - Heine Optotechnik Verwaltungs-GmbH, Herrsching, HRB 45192 Minchen
Geschaftsfuhrer: Dipl. Kfm. Helmut M. Heine, Qliver Heine (BA}



Device Description:

The HEINE BETA 200® Ophthalmoscope is a battery powered hand-held device to provide
illumination and viewing optics in order to examine the media and the retina of a patient’s
eye. It consists of an instrument head and a battery handie that can be attached to the
instrument head.

Intended Use:

The HEINE BETA 200® Ophthalmoscope is a battery powered hand-held device for medical
professionals, containing illumination and viewing optics intended to examine the media
{cornea, agueous, lens, vitreous) and the retina of the eye.

Predicate Device:

Device Trade Name: HEINE mini 3000® LED Ophthalmoscope
Applicant; HEINE Optotechnik GmbH & Co. KG
510(k) No.: K123587

The HEINE BETA 200® Ophthalmoscope is considered substantial equivalent to the HEINE
mini 3000® LED Ophthalmoscope (K123587).
There is no significant difference in intended use or technology.
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HEINE

Summary of Non-Clinical Performance Testing:

The HEINE BETA 200® Ophthalmoscope is tested according to the “Ophthalmoscope
Guidance” in respect to optical radiation hazard with ophthalmoscopes (ISO 10942).
Additionally testing in accordance with applicable requirements of ISO 15004-2 "Ophthalmic
instruments — Fundamental requirements and test methods” has been performed.

Conclusion:

HEINE Optotechnik believes that the HEINE BETA 200® Ophthalmoscope is substantially
equivalent to the currently legally marketed devices. It does not introduce new indications for
use, have the same technological characteristics and do not introduce new potential hazards
or safety risks.
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PRTEUPN

HEINE Optotechnik GmbH & Co. KG
Mr. Manfred Bartsch-Tittmann
Director Regulatory Affairs

Kientalstr. 7

82211 Herrsching

Germany

Re: K131961 _
HEINE BETA 200" Ophthalmoscopes (Modcls 2.3V and 3.5V)
Regulation Number: 2! CFR 886.1570
Regulation Name: Ophthalmoscope
Regulatory Class: Class 11
Product Code: HLJ
Dated: October 10, 2013
Received: October 25, 2013

Dear Mr. Bartsch-Tittman: i

We have reviewed your Section 310(k) premarket notification of intent to market the device
referenced above and have determined the deviee is substantially cquivalent (for the indications
for use stated in the enclosure) to legally marketed predicate devices marketed in interstate
commerce prior 10 May 28, 1976, the enactment datc 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
warrantics. We remind you. however. that device labeling must be truthful and not misleading.

If your device is classified (see above) into either class Il (Special Controls) or class {11 (PMA). it
may be subject to additional controls. Existing major regulations aflecting vour 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 docs 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.



Page 2 — Mr. Manfred Barsch-Tittmann

You must comply with all the Act’s requirements, including, but not limited to: Registration and
listing (21 CFR Part 807); labeling (2! CFR Part 801); medical device reporting (reporting of
medical device-related adverse events) (21 CFR 803); 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.

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

Jhwww. fda.gov/MedicalDevices/Resour rY ou/Industry/default.htm. 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/MedicalDevices/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 ,

httg:llwww.fda.gov/Medigngeviceszesourcesfo:Ygg/lndustgyldefauIt.hm}.

Sincerely yours,

Deborah L. Falls -S

for Malvina B. Eydelman, M.D.
Director
Division of Ophthalmic and Ear,
Nose and Throat Devices
Office of Device Evaluation
Center for Devices and Radiological Health

Enclosure
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Indications for Use

510(k) number (if known):
Device Name: HEINE BETA 200® Ophthalmoscope
Indications For Use:

This instrument is designed for examination of the eye.

BETA handles are designed exclusively for use with medical examination instruments with
bulb illumination.

Prescription Use___ X AND/OR  Over-The-Counter Use
(Part 21 CFR 801 Subpart D) {21 CFR 801 Subpart C)

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

Concurrence of CDRH, Office of Device Evaluation (ODE)

Bradley S..Cunningham -5
2013.12.03 12:28:00 -05'00'

Division of Ophthalmic and Ear
Nose and Throat Devices
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