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USCOM Lid. , FEB 16 2008
% Ms. Christins L. Kichuls

Manager, Regulatory Affairs

PPD Medical Device

1700 Rockville Pike, Suite 400

ROCKVILLE MD 20852

Re: K04313%
Trade Name: USCOM 1A
Regulation Number: 21 CFR 870.2770
Regulation Name: Impedsnce piethysmograph
Product Code; 74 DSB
Repulation Number: 21 CFR 892.1550
Regulation Name: Ultrasonic pulsed doppler imaging system
Regulstion Number: 21 CFR 892.1570
Regulation Nsme: Diagnostic ultrasonic transducer
Reguiatory Class: If
Product Coder 90 IYN and ITX
Dated: January 27, 2005
Received: January 27, 2065

Dear Ms. Kichuia:

We have reviewed your Section 511(K) premarket notification of intent to market the device
referenced above and we have determined the device is substantiafly equivalent {for the
indications for use stated in the enclosure) to legaily marketed predicate devices marketed in
interstate commerce prior 10 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 1o
the general controls provisions of the Act. The gencral controls provisions of the Act include
requirements for annual registration, listing of devices, good manufacturiag practice, iabeling,
and prohibitions against mishrsnding and adulteration.

This determination of substantial squivalence applies to the following transducers intended for
use with the USCOM 1A, as described in your premarket notification:

Transducer Model Number

2.2MHz 10mm dismeter probe
22Miz 13mm dimmeter probe
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I your device is classified (sec abave) into either class Ii (Specxal Controls) or class [1] (PMA),
it may be subject to such additional controls. Existing major regulations affecting your device
can be found mtthodcofFedaaiRegNam Title 21, Parts 800 to 898, In addition, FDA
may publish further apnouncements conceming 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 & determination that your device complies with other requirements of the Act
or sny Faderal statutes and reguiations administered by other Faderal agencies. You must
comply with &if the Act’s requirements, including, but aot limited to: registration and listing (21
CFR Part 807); labeling (21 CFR Part $01); good manufacturing practice raquirements as set
forsh in the quality systems (QS) regulation (21 CFR Part 820); and if applicable, the olectronic
product radiation control provisions (Sections $31-542 of the Aot), 21 CFR 10001050,

This letier will allow you to begin marketing your device as described in your premarket
notification. The FDA finding of substantial equivalence of your device 1o a legally marketed
predicate device results in a classification for your device and thus permits your device two
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 entitied,
"Misbranding by reference to premarket notification” (2ICFR Part 307.97). Yoo may obtain
other general information on your responsibilities under the Act from the Division of Small
Manufacnirers, Internations] and Consumer Assisiance af its toll-free munber (800) 638-2041 or
{301 443-6597 or st its Internet address http://www.fda gov/ ds n.

If you have any guestions regarding the content of this letter, pleage contact REVIEWER at
(301) 594-1212.

ﬁ Director, Division of Reproductive,
Abdominal and Radiological Devices
Office of Device Evaluation
Center for Devices and Radiological Health

Enclosure(s)
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Dingnoatio iMtrasound indications fov Use Farm -

UICON 14
Intanded Use: Diagnostic ulirasound imaging of thild fiow analysis of the human bady as follows:

Clinical Application Mexie of Oparation

ATBIM] PAD | CWD | Color | AmpRiude |  Color | Combined | Cther
tranging

Doppler | Doppler | Veloclty | (specity} | (specify}

Ophthatmic

Fetat

Abdorminat

intraoperstive
{epecity)

Intracperative

W
Pedialric . N

Small Organ
(specity}

Neonstal Cephadic
Aduti Cephalic

Cardinc N
Transasophagesl _

Transeactal

Tracsvaginal

Tracpurethrst

Intravascutar .

Panpharal -
Vasculor

LEparostomc

Muscuio.skeietal
Corvantional

Musculo-akeletal
Suparticial

Othver (spacify)

N= new indication; P= praviousty cleared by FDA; E= added under Appendhix E
Additional Comments:

(PLEASE DO NOT WRIE BELOW THIS LINE - ON mom PAGE IF NEEDED)
Concureancs oF CORH, Oftice of Device B 3]
f

A
Prescription Use (Per 21 CFR 801.109) “mﬁé‘u& —

Division of
#nd Radological Devey.: - Loominel,
S100 Nomber . KO3/ 3G

Tuesaay, 9™ Nov 2004 Page 13
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UBCOM 1A System

Traditionat S10{K) Precarket NotiRcation
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Civical Appiication

Made of Operation

M NG CWD

Coloe | Ampiiude
Doppier | Dopplar

Combined

Othar
{spacily} | (spacily)

Ophihalic

Fatal

Abpforrinad

{specify)

: ;
Nourological

Pedieie

Sl Organ
{specify)

Naonatel Cephalic

A Cephatic

Carding

Transesophagesl
Transmcial

Tranavagine!

Transurethrat

intravasculer

Patipharal
Vasculsr

upmmpic-

Musciio-skeletal
Conventional

Muaculo-skeletet
Superiziet

Other {spacity)

nammmvzmﬁmwmammwe

Mdiditionst Comeents:

(PLEASE DO NOT WRITE BELOW THIS UINE - CONTINUE ON ANCTHER PAGE IF NEEDED)
Concurrence of CORH, Office of Device Evsiuation {0

Frescriplion Uiss (Per 21 CFR 801.1089)

S0k} Number

gi:mon Sign: Oﬂ} %

S0 0f Raprog
and Radioiogical i, Abdeminal

KO¥3(2§

Tuesday, 9™ Nov 2004
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USCOM 1A System
9&‘59.&‘.}:1‘9 _ Tragitionat $10(x) Fremarket Nosication

Olnpnostio Urasound indications for Use Form
JOLOM 1A with 1.2 A diameter prok

., WA L APRFLE ST it Tala
Intended Use, Diagnosiic imaging or fiad flow analysis of the human body as foligws:

Chirical Appiication Made of Operation

A[B M| PWO | CWD | Color | Amgilode | Color | Combined | tiver
Ooppier | Dopplec | Veioclly | (spacily) | (spacity)

Ophthelmic

Feinl

Abdomingt

intraoporative
{specily)

Im'aoper_am
Nawsrological

Pediatic N

Smak Organ
{spocity}

Naonitat Cephalic

Aduit Caphaiic

Cardlac . N

T

——

Trangrecial

Transvaginel

Transursitysl

intravasculer

Pariphoeal
Viscodae

Lapmaopi;:

Muscuio-skeletal
Conventional

Supariciai

Other (specity)

N= new lndication;, Ps praviously clearsd by FDA; £~ added unier Appendix €
- Additionsi Gomments;

{PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CORH, Office of Device Evaluation (QDE)

Prescription Use (Per 21 CFR 801.108)

{Division Sign-Offy
Owisin ot Reprodyctive, Abxilormninat

B Eabandre gh 0 !
v i v phB A G

Tuesday, 9" Nov 2004 Fage 15
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UBCOM 1A Systen

Teaditions 5100k} Premariet Nolficstion
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Intercied Use: WWMUMHdmmmbmasm

Chinical Applcation

Mode of Cpaestion

M: PWD

Color | Ampliude
Boppier | Dopplee

Color
Velocity
Imaging

Cambined

{spacity) | (specity)

QOphthasimic

Fotal

Abdorminai

irwoperative
{specily)

intraopersive
Neuroiogical

Pediatt

$Srnal! Organ
{spacity)

Neonatal Cephalic

Adull Caphotic

Cacdiac

Transesophages!

Travwracial

Transvaginel

Teansurethrat

trgvascutar

Patiphers
Vascular .

Laparoscopic

Muscido-sikelotol
Conwanfional

Msculo-skeletel
Superficia)

Ofher {specify)

N= new indication; Ps previously cleared by FUA; €= added uder Apperdix £

" Additiorml Corunents:

{PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE I NEEGED)

Conaaxrence of CORN, Office of Device EwkaﬂDE}

f

Prescription Use {(Per 21 CFR 801.109) (Division Sign-0f

eproductive. Ahgom;
AW aionnal Devices nat,
b A rmar

Uokyag

Tuesday, 9" Nov 2004
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