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PREMARKET NOTIFICATION 510(k) SUMMARY

1. Submitted by: Michael G. Farrow, Ph.D., Consultant
4239 32" Road, South
Arlington, VA 22206
Telephone: (202} 285-2626 NGy 2 1 o008
E-mail: farrow002(@yahoo.com

2. Contact Person: Michael G. Farrow, Ph.D. (Official Correspondent)
3. Name of the Device:

a. Trade Name: Longport™ Episcan 1-200

b. Common Name: Ultrasound Scanner

¢. Classification Name: Class [1 90 IYO
System, Imaging, Pulsed Echo,
Ultrasonic

4. Legally Marketed Device(s) for which we are claiming substantial equivalence:

Longport LDS-1

Longport Inc.

Spring Valley Business Park
2 Braxton Way, Suite 111
Glen Mills, PA 19342

Hudson 2020, 2040, 2060 Ultrasound Scanner
Hudson Diagnostic Imaging, LI.C

610 Boulevard

Elmwood, NI

Diasus, Diagnostic Ultrasound System

P75LHF, 5-12MHz Ultra wideband Linear Array Probe
Dynamic Imaging Limeted

9 Cochrane Square, Brucefield Industrial Part
Livingston EH 54 9DR, Scotland, UK

Corte> DermaScan C Ultrasonic Transducer
Cortex DermaScan C Ultrasonic System
Textilvaeget |

9560 Hadsund, Denmark
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5. Description of the Device:

The Episcan I-200 has been developed to examine the human
skin and the first few centimeters of underlying soft tissue using
ultrasound of center frequency 20 MHz. The system displays the
information obtained in the form of brightness or B-scans, which
are presented either color-coded or grayscale images. These
images can be stored on magnetic media, printed or transferred
electronically for archive or analysis. Physically, the system
consists of two main components: the hand-held ultrasound
probe and the portable instrument/computer body with its
monitor and keyboard. Operation of the Episcan I-200 is similar
to that of most medical diagnostic ultrasound systems in clinical
use today. The near real-time imaging of the scanner allows you
to view the scanner’s screen as you reposition the probe and alter
the scanner’s parameters. The image can be saved to a disk,
printed, forwarded via a network or modem to a remote location
or discarded. The Episcan [-200 contains enhancements or new
features including short cut menus; adjust and move
measurements and annotations; copy and paste measurements
and annotations, tidy and repair databases, and new analysis
functions.

6. Intended Use of the Device: Current indication for use:

“High resolution ultrasound imaging for wounds, superficial
musculoskeletal diagnosis and assessment, plastic/reconstructive
surgery planning and assessment, dematological assessment and
diagnosis, and aesthetic application”

7. Summary of Technological Characteristics compared to Predicate Device:

Technological characteristics of this device which are similar to
those of the predicates are:

1) Transducer Center Frequency
2) Scanning Mode

3) Scan Field/Length

4) Transducer stand-off medium
5) Water Reservoir retention

6) Windows Operating System
7) Operator Control

8) Data Format

9) Data Storage

10) Distance Measurement

11) Split Screen Features
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12) Palattes

13) Safety

14} Power Requirement

15) Power Consumption

16) Operating Temperature and Humidity

Technological characteristics of this device which are different
than those of the predicates are:

1) Transducer type
2) Scan rate
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-/(C DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

Food and Drug Administration
6200 Corporate Boulevard
Rockville MD 20850

Longport, Inc.

% Michael Farrow, Ph.D.

Consultant

4239 32" Road, South

ARLINGTON VA 22206 NOV 2 1 2006

Re: K062571
Trade Name: Longport Model Episcan 1-200, Ultrasound System
Regulation Number: 21 CFR 892.1560
Regulation Name: Ultrasonic pulsed echo imaging system
Regulation Number: 21 CFR 892.1570
Regulation Name: diagnostic ultrasonic transducer
Regulatory Class: 11
Product Code: 1YO and [TX
Dated: November 13, 2006
Received: November 13, 2006

Dear Dr. Farrow:

We have reviewed vour Section 510(k) premarket notification of intent to market the device
referenced above and we 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). 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.

This determination of substantial equivalence applies to the following transducers intended for
use with the Longport Model Episcan I-200, Ultrasound System as described in your premarket

notification:

Transducer Model Number

1030-20, 20 MHz (10-30MHz)
0931-12, 20MHz (9-31MHz)
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Page 2 — Dr. Farrow

0931-10, 20MHz (9-31MHz)

0931-07, 20 MHz (9-31MHz)
1248-07 30 MHz (12-48MHz)
1248-10, 30 MHz (12-48§MHz)
1248-12, 30 MHz (12-48MHz)

If your device is classified (see above) into either class 11 (Special Controls) or class 1T (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.

This determination of substantial equivalence is granted on the condition that prior to shipping
the first device, you submit a postclearance special report. This report should contain complete
information, including acoustic output measurements based on production line devices, requested
in Appendix G, (enclosed) of the Center’s September 30, 1997 “Information for Manufacturers
Seeking Marketing Clearance of Diagnostic Ultrasound Systems and Transducers.” If the special
report is incomplete or contains unacceptable values (e.g., acoustic output greater than approved
levels), then the 510(k) clearance may not apply to the production units which as a result may be
considered adulterated or misbranded.

The special report should reference the manufacturer’s 510(k) number. It should be clearly and
prominently marked “ADD-TO-FILE” and should be submitted in duplicate to:

Food and Drug Administration

Center for Devices and Radiological Health
Document Mail Center (HFZ-401)

9200 Corporate Boulevard

Rockville, Maryland 20850

This letter will allow you to begin marketing your device as described in your 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 market.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please
contact the Office of Compliance at (240) 276-0120. Also, please note the regulation entitled,
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"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
(240) 276-3150 or at its Internct address http://www.tda.gov/cdrh/industry/support/index.html

If you have any questions regarding the content of this letter, please contact Andrew Kang at
{240) 276-3666.

Sincerely yours,

ﬁ)am CZJC (2%5/4% -

Nanc\y C. Brogdon

Director, Division of Reproductive,
Abdominal and Radiological Devices

Office of Device Evaluation

Center for Devices and Radiological Health

Enclosure(s)



Indications for Use

The EPISCAN I-200 high resolution ultrasound system is a specialized system for
imaging the skin and underlying soft tissue. It is intended for use by clinicians, or under
the direction of physicians for imaging and analysis in research environments as well as
clinical settings including medical/surgical dermatology assessment and diagnosis
(aesthetic and therapeutic), plastic/reconstructive surgical planning, wound

assessment and management, skin assessment for pressure uleer detection and prevention,
and superficial musculoskeletal diagnosis.
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Appendix [
~
k 0502 S 7 / Diagnostic Ultrasound Indieations for Use Form

Transducer Model Number 1030-20
High Reselution Prabe 20mm foens transducer
Secan Length 15mm
Nominal frequency 20 MFz (10-30MH3)

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the Auman hady as followe:

~Mede of Opergtion )
COIOR Amplituge Calar Combined Other

_ N Velaciy (§pacify) e
DOPPLER Doppley Imaging (Speeiiy

Clinien) Application als !yl rwo | cwn

Oplithalmiz

Ty

Abdomlnal
Inteavporntive
| (8pecity)
Inlraoporative
Newrolopical

Pediarric
Small Organ ‘
| (enecity) _ i

Adult Cephalic

Neonata! Caphalic

Curdive

|_Transesanhngeal

Trengrecgyl

Trangvagina)

‘I'ransurethngt

Intervascular

Pariphurgl Yasoular

Leparascapio
Musculosslketatal
Conventional
Mugeulo-skalera) NN
Superficial

t]r

Crhar [($peeify) 7
N=New Iidication: P=previously cleared by FDA; E=addcd under Appendix E

Additional Comments; P= skin and undartving soft (jssue.
Qther N= woyngd management and 4sessment, detection and praventton ol pressure uleers, detection of
deep tissue intory, burn depth assessniept. fifferentinte cdema from Lymphedema
(PLEASE DO NOT WRITL BELOW THIS | INCONTINULON ANOTHER I'AGL ¥ NEERED)
Coneurrenes of CORIL, Ofice of Devies Evatuatlon (QDE)

~weetDaenden

Preseription Use (Per 21 CFR 801 .1 0% . o (Division S‘ign-Off)(J
Divisiors of Renraductive, Abdominal,

d Radiologicat De ,
5100 Namter - HOGAT T/




K 04aS) 1

Intendad Use: Di

Diagnostic Ultrasound Indicationg lor Use Form

Transducer Model Number 0931-12

Scan Length | Smm

Nomtnal frequeacy 20 MWz (9-31 MH>)

Wigh Resolution Probe 12mm focus transducer

agnostie ultrasound imaging or fluid flow analysis of the human hody as

Appendix F

followa;

-

Clinieal Applicnlion

Mode ¢ f Operation

B

—

M

PWD | Cwn

COLOR
DOPPLER

Ophihalmie

Amphitude
Loppler

Calor
Velogity
Imaging

Combined
[Speeify)

Uirer
{Speclty

[alal

_Abdominal

Intrauperative
(spusify)

Imraoperative
Neuralugic]

Medinfrc

Small Organ
(specify)

Adult Cephinlic

Neanatl Cophalis

E:xrdlx1c

“I'ransesophagenl

Teunsreeinl

Tritnavagingl

Trinsyrethmal

_lniervaseular

Periphernl Vaseulnr

Laparpaconie

Musculosekeletl
Conventional

Mugeuio-kel iy
Siperiierl

N

N

Other (Spweily)

N

N

N=New fndmhon Ppreviously cleared by FDA: E=zdded under Appendix E

Additienal Conunents; Qther N

= woand management sind assessment, snperficial

1 g

assesamani, ¢linical rIer'msltologvj :kln; eSiQn assessnicnd. aesthetios

[PLEASE DO NEYI WRGTE BELOMW THS LINE-CONTINUE ON ANOTHER PAGH ¢

HNEFFID

Cofieurrence of CDRH, Office of Device Evaluation (QDIE)

\/)amu -/ C. '374—1//4%

Preseription Use (I'er 21 CFR 801, 09)

museitosleletyl

(Division ﬁlgn-O

Division of Reprodiictive, Abd
ari Radiological Devices
510(k} Number

oﬁinal.

KRS |




K ﬂ£2§7/ ' Appandix F

Diagnestic Ultrasound Tndications for Use Form

Transducer Model Numher 693110
High Resolution Probe I0mm focus transducer
Scan Length 13mm
Nominal frequency 20 MHz (9-31 MHz)

Tntended Use: Diagnostic nltrasaund imaging or fluid flaw analysis of the human body as follows:

Muode of Operation

COLOR Amplitude
DOPPLIER Doppler

Culor Combined
Yelouity (Spcel fvy
Imuping

Clipiual Application Othigr

ALB M| PpWD | cwo (Snociy

Ophthaimie
Futal

Ahdomingl
Intrdoperalive
{specify)
Intrapprrative
Newrolagieal

Pedlatrie
Small Organ
apecify)

Adult Cophulie

Neunatal Cephalic

Cardiag
L 1

Trungesnphyrenl

Transrectal

‘Transvaginal

Transurethrg!

Inlervitseular

Periphersl Viasey[ac

Laparoscoyic
Musecula-skoketnl
| Convenligns)
Musculosskelatal
Superficial

N|N

Qilter (Specify) .
N=New Indication; Pepraviously cleared by FDA; E=added under Appendix E

Additional Comments: Qther N= wound mauggement and assesemant. superficial museculoskeletal
Assessment. glinical dermatology, sesthetics

(PLEASE DO NOT N ANOTHER RAQEIF NETRED)
Coancurrence of CDRH, Office of Device Evalvation (QDE)

Preseription Use (Per 21 CFR 801.109) Y /LV“/&"}' C i%%‘ﬁ/@%

{Division Sﬁgn-Offé‘Ql N ﬁn
9  Division of Reprotuctive, Abddminal,

and Radiclogical Devices -
510(k) Number KOuA5 7/




K 0/2&7 / | Appendix F

Diagnostic Ultrasound Indications for Use Form

Transducer Model Number 0931-07
High Resolution Probe 12mm focus tranaduear
: Scan Length 15mm
Nominal frequency 20 MHz (9-31 MHz)

[mtended Use: Diagnostic ultrasound fmaging or fluid flow analysis of the human body as follows:

[ 1" ' Mude af' Operation
- Gy - Color Combined
Clinicul Application . COLOR | Amplitute " Y Other
PPV PR CYD L ponhier | pepler | Voimeity | (Specisy (Spacily
laging
—
Ophthalimle
TI'cunl

Abduming
iniraoperative
{specity)
Inimoperathve
Nevroleg el

Pedintrie
Sarll Orgun
| (apeeify)

Adult Cephille

i,

Neonata! Cephalic

{.ardiag

Tronsesophagenl

1Tingraem

Trangvaginn

Trangurethiral

Intervasculne

Periphemi Vasenlyr

Laparvscopic
Musenln-gkoletal
Conventintal
Musculo-sloletal
| Supertieii .

NN

Ommer {Saceify)
N=New Indicarion: Fpreviously cleared by FDA: E=added under Appendlx B

Additional Comnments: Qtlrer N= elinjeal dermafolopy. skin Jegion assessmrent apsihetics
(ELEASE DO NOT WRITE BELOW THIR |ANE-CONTINUTE ON AN IER FACEIE NEEDIY
Coneurrence of CDRI. Office of Device fivaluation (ODR)

Prescription Use (Per 21 CFIR §01.109)

o WW"IC \’W%f}(%’ﬁ/

{Divisnon Sigk-Ofﬂ ﬂ
Division of Reproductive, Abdominal,

rgd Raciniooeat D NN ES
gi'l EOufkj‘;\_igue!ﬂt;:_;:r1 ewce%ﬁé’% 7/




Appendix F
K 0 J A S /7 / Diagnostic Ultrasound Indications for Use Form

Transducer Model # 1248-07
Very High Resolution Probe 7.25mm focus transducer
Scan Length = 15mm
Nominal Frequency = 30 MHz (12 — 48 MHz)

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Mods of Oucrg_t_igl '
Color Cambinad

COLOR | Ampliwde : Other
Velogi Specif: .
DOPPLER | Doppter | yoct Specify) | specity

Clinical Applieation

Ouhthalmic
Fctal

Abdomina)
Intragperative
{speeily)
Tntraaperntive
Neuralpgical

Pediartrie
Small Organ
(soccify)

Mdult Cephalic
Neoaatal Cenhalie

Cardiac’

Transesophapent

Transrectal

Transvagina]
Transurethral

Intervascular

Peripheral Vagcular

Laparoscoplc
Musculo-gkeleta]
Conyantional
Musculo-gkeletal
Superfielal

NI|N

Other (Specity)
N=New Indication: P=previously cloared by FDA; E=added under Appendix E

Additional Comments:

QTHER = Clinieal Darmatology
Aesthet/cs

SEE ATTACHED DETAILS FOR INDICATIONS FOR, USE

Concurrence of CDRH, Office of Device Bvaluation (ODE)

Prescription Use (Per 2] CFR 801.109) {Division Slgn-0ff)/

v p

510K Number > Kb D5 7/
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Appendix

Diagnostic Ultrasound Indications for Use Form

Transducer Model # 1248-10

Very High Resolution Probe 10mm focus transducer
Scan Length = 15mm
Nominal Frequency = 30 MHz (12 - 48 MHz)

Intended Use: Diagnostic ultrasound imaging or fluld flow analysis of the human body as follows;

Clinical Application

Mode of Opcration

M [ PWD

CWD

COLOR
DOPPLER

Amplitude
Dopplar

Color Cambinad
Yelocity (Specify)
Imaglnp

Other
(Specify

| Cphthaimic

Fetal

Abdominal

Intraoperative

(spocify)

Tntraoperative
Neurolagical

Pedlatrie

Small Organ
(gpecify)

Aduls Cephalie

Neonatal Cephatic

Cardige

. Traneesophogeal

Tramsrectal

Transvaginal

Tratisercthral

Intervascular

Peripheral Vaseular

Laparosaopie

Musculo-skeletal
Conventional

Mugoulo-skelctal
Superficial

Other (Specify)

N

N

N=New Indication; P=previously cleared by FDA; E=added under Appendix B

Additional Comments:

OTHER = Clinical Dermatology

Aest

TAILS ¥O TIONS FOR U

Prescription Use (Per 21 CFR 801.109)

12

Concutrence of CORM, Office of Dovioe Evaluation (ODE)

f /)a/mf y C R%W/f’/p’n/
(Division Sgn-0ff) | 0
Division of Reproductive, Abdominal,

and Radiological Devices 4/ ) ¢~ /

510(k) Number



Appendix F
K g ;‘;‘, ‘§ 7 / Diagnostic Ultrasound Indications for Use Form

Transducer Model # 1248-12
Very High Resolution Probe 12mm focus transducer
Scan Length = 15mm
Nominal Frequeney = 30 MHz (12 — 48 MHz)

Intended Use: Diagnostic ultrasound imaging or fluid flow analysiz of the human body as follows:

Mpede of Operation

COLOR | Amplitude | OO Combined | oy

" Velocity {Specify)
DOPPLER Doppler tmaging {Specify

Cliniea) Application AlB|M|PwD | cwp

Ophthalmic
Fetnl

Ahdominal
Intraoperative
(specify)
Inrraoperative
Newrological

Bediatric
Small Organ
(specify)

Adult Cephalle

Neoonatal Cephalic

Crrtliac

Transcsophageal

Trnsreoul

Transvagine!

Transutcthral

Intervascular

Peripheral Vaseular

Laparoscople
Musevlo-gkeletal

Convegtional
Mousculo-sleslots]
Superflcial

Other (Specify)
N=New I[ndication; P~previonsly cleared by FDA ; E=added under Appendix E

N[N

Additional Camments:
OTHER = Clinjca] Bermatology
eatheti
H LS F 10
Conourrence of CORH, Office of Deviee Evaluation (ODE)

Prescription Use (Per 21 CFR s01.109 W }Cu 0”‘!6 ‘g i }//éﬁﬂ
o |/ ]

.. o~
{%—E:'\Fn‘,_‘;g‘lrﬂ. ey -

! L
13 Diwision of Reproductive, Abdominal,

and Radwlogical Devices gﬁé}éf 7/

510(k} Number



