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Regulatory Correspondent: AJW Technology Consultants, Inc
445 Apollo Beach Blvd
Apollo Reach, FL 33572
Lauren Chrapowitzky
laurenc@ajwtech.com
813-645-2855
813-645-2856

Submitter of 510(k): Amico Diagnostic Incorporated
55 East Wilmot St.
Richmond Hill, ON L,4B3 1 A3 CANADA
Eric Charron
echarron@amico.com

Date of Summary: 30 August 2013

Trade/Proprietary Name: Amico DH-W35 Ophthalmoscope Series

Common/Usual Name: Ophthalmoscope, Ac-Powered

Classification Name: Ophthalmoscope

Product Code: HLI

Indications for Use: An ophthalmoscope is intended to be used to
examine the cornea, aqueous, lens, vitreous and
retina of the eye.

Device Description: The ophthalmoscope is an AC powered hand-held
device containing illumination and viewing optics
to examine the cornea, aqueous, lens, vitreous, and
the retina of the eye.

Predicate Device: K950461 - Welch Allyn Ophthalmoscope

Substantial Equivalence: The applicant device has the same fundamental
technological characteristics as the predicate device.
Performance testing between the predicate device
and the subject device have verified substantial
equivalence in design, materials and intended use,
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and confirmed there are no significant differences
between the proposed and predicate devices that
raise new questions of safety or efficacy. A
comparison chart has been included in Section 12 of
this submission.

Performance Testing: The FDA Ophthalmoscope Guidance Document
[Ophthalmoscope Guidance (Direct and Indirect)
Version 1.0, July 8. 1998] was utilized to determine
performance testing requirements. Performance
testing was completed per ISO 10942 and ISO
15004-2 requirements. Additionally, electrical
safety testing was performed per IEC 6060 1 -1 and
UL60601-1-2. Results of these tests (included in
Sections 17 and 18 of the submission) demonstrate
that the Amico Ophthalmoscope is as safe as or
safer than the predicate device for its intended use.

Page 93 of 93



DELWPA RTMElNTOF HiEA~LT I & ili MAN SERVlYI CES Pulic HIaihl sectw

b47~ZERaid anid lDruv Alnintadlalron
4) I 10403 NI,, I Ilunpshire ,cniuc

Ni arch 26. 2-01I4 tS iirt MD I (0 03-ol'

Arnica Diagnostics Incorporated
%'l Ms. Lauren Chrapowvitzky
Regulatory CeonsulItantI
A JW I CC h110100 ogv (,OlitantS. Inc.
445 Apollo Beach Blvd.
Apollo Beach, [:1 33572

Re: K 131939
'Irade/lDevice Name: Amnico DI-l-W35 Ophthalmoscope Series (tModels DI1 I-W35 and

DI I- W3 5-Gl1-I.)
Re~ga at ion N urn er: 21 I CR 886. 1570
Regulation N nine: OphthiiaIimoscope
RegUlIatorv Class: Class 11
Product Cede: I-1l.1
Dated: Iera v 6. 20 14
Received: February 10. 2Q014

D~ear Mvs. Chrapowitzkv:-

We have reviewed your Sect ion 5 10(k) premarket notification of intent to market the device
rele renced above and hiave d etcermi ned tile device is su bstant1ial1y eq u iva lent (for the inrd icat ions
lbr use slated ill tile enclosure) to legally marketed predicane devices marketed in interstate
comlmerce prior to May 28, 1976. the enciItillcflt date of tile Miedical iDcvice Amendments. or to
devices that have been rec lassiflied in accordance with the provisions oftile Federal Food. Drug.
and Cosmnet ic Act ( Act) that do lot ret]tuire a ppro val I (Ifa premarkel approval application C PMA ).
YOU)1 may. tliae fore, inarket the device. subjct to the genera Icon1trols provisions ofthle Act. Thie

genleral cointrolIs pro visions of the Act inclu de req iireinis fcor ann1ual ristaton. listing of'
devices, coed iiiantluti ring practice. labeling. and prohi b iions against ini shrandi ng and
adulterat in. Please note: CDRI II does net evaluate in formation related to contract liabilit
wvarran ties. We remind you. however. that dlevi ce labeling illost be trutil ful aild net imis lead ing.

Ifour device is classified (see above) into either class 11 (Special Controls) or class Ill (P)MA). it
in ay be subject to additional cointrolIs. Existing mio regulIat ioiis (I Heeing your device can be
fou nd ill the Code of Federal R egulIat ions. litlIc 2 1 . parts 800 It) 898. In ad di ti on. FDA illay

publish further atnnollIlceiiltntS concerning yoeur device inl [Ile Federal Regi ster.

P lease lie ad vised that FDI A '5 iSSUa ne of a su bstant i al eqivaIlnce deteriinat ioil does not in can

thia~t FDI)A has imade a d eteriination that y'ou r device cornplies xvi th othecr req i iCnmen tS soft he Act

or anY Federal staltts and regulations admllin istered by ether Federal agencies.
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You must comply with all the Act's requirements, including, but not limited to: Registration and
listing (21 CFR Part 807); labeling (21 CER Part 80 1); 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 53 1-542 of the Act); 21 CFR 1000-
1050.

If you desire specific advice for your device on our labeling regulation (2 1 CER Part 80!1), please
contact the Division of Small Manufacturers, International and Consumer Assistance at its toll-
free number (800) 638-2041 or (301) 796-7lO00or at its lnternet address
lhtp:/www.da.gov/McdicaDevics/ReSOL1rCCStbrYo/dtstr/del',ult.htl1. Also, please note
the regulation entitled, "Misbranding by reference to premarket notification" (2ICFR Part
807.97). For questions regarding the reporting of adverse events under the MDR regulation (21
CFR Part 803). please go to
hitpr://wwwv%. lla.gtov/,Mcdicaillkeviccs/Sailbt\/Relnortalroblcmi/dclthut.htiii for the CDRI-'s Office
of Surveillance and Biometrics/Division of Postniarket 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) 796-7 100 or at its Internet address
httm://% ww. fda.tLov/Med 1ca l)cvices/ResoutrcesfborYou/Inidustrv;/defau !t.html.

Sincerely yours,

Kesia Y. Alexander -S
for Malvina B. Eydelman. M.D.

Director
Division of Ophthalmic and Ear,

Nose and Throat Devices
Ornice of Device Evaluation
Center for Devices and Radiological Health

Enclosure



510(k) Number (if known)
K 13 1939

Device Name
Amico DH*W35 Ophthalmoscope Series

Inidications for Use (Desenbe)

An ophthalmoscope is intended to be used 10 examine the cornea, aqueous, lens, vitreous
and retina of the eye.

Type of Use (Select one or both, as applicable)

9 Prescription Use (Part 21 CFR 801 Subpart D) El Over-The-Counter Use (21 CFR 801 Subpart C)
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