JAN 12 1999
510(k) SUMMARY

K Number: 4964699 KIFI30F
Product: Rheo Dopplex® ||
Company: Huntleigh Healthcare Inc.
Address: 227 Route 33 East

Manalapan, NJ 07726

Contact Person: Audrey Witko
Director of Corporate Affairs

Phone: (800) 223-1218, ext. 127
Fax: (732) 446-1938

This is a supplemental 510(k) submission for expansion of the previously cleared Indications for
Use (venous and arterial assessment) to include “screening for the absence of deep venous
thrombosis (DVT) in the lower limb."

Clinical data to support this expanded Indications for Use include studies comparing the Rheo
Dopplex Il with duplex imaging and venography for the confirmation of the absence of a DVT in
the lower limb, with additional studles to confirm repeatability and reproducibility. The studies
indicate that the Rheo Dopplex® Il provides the following:

s Sensitivity = 100%
» Specificity = 46%

* Negative Predictive Value = 100%
s Positive Predictive Value = 51%

The Rheo Dopplex® Il user manual has been amended to include the procedure and parameters
for the screening of the absence of a Deep Venous Thrombosis (DVT) in the lower limb.

There is Jio change to the original form, fit, function, manufacture or clinical use of the Rheo
Dopplex® II. All device safety data was included in the original premarket clearance.
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‘Qh Food and Drug Administration
9200 Corporate Boulevard
JAN 12 1999 Rockville MD 20850
Audrey Witko

Director of Corporate Affairs
Huntleigh Healthcare, Inc.
227 Route 33 East
Manalapan, NJ 07726

Re: K984307
Rheo Dopplex II
Regulatory Class: 11/21 CFR 892.1550/21 CFR 870.2780
Product Code: 90 IYN/74 JOM
Dated: December 1, 1998
Received: December 2, 1998

Dear Ms. Witko:

We have reviewed your Section 510(k) 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 Rheo
Dopplex 11, as described in your premarket notification:

Transducer Model Number

VP4, VP5, VP8, VP10

If your device is classified (see above) into either class II (Special Controls) or class ITI (Premarket Approval) 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 895. A substantially equivalent determination assumes
compliance with the Good Manufacturing Practice requirement, as set forth in the Quality System Regulation (QS)
for Medical Devices: General (GMP) regulation (21 CFR Part 820) and that, through periodic QS inspections, the
FDA will verify such assumptions. Failure to comply with the GMP regulation may result in regulatory action. In
addition, the Food and Drug Administration (FDA) may publish further announcements concerning your device in
the Federal Register. Please note: this response to your premarket notification does not affect any obligation you
may have under sections 531 and 542 of the Act for devices under the Electronic Product Radiation Control
provisions, or other Federal laws or regulations.

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.



Page 2 — Audrey Witko

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801 and additionally 809.10
for in vitro diagnostic devices), please contact the Office of Compliance at (301) 594-4591. Additionally, for
questions on the promotion and advertising of your device, please contact the Office of Compliance at (301) 594-
4639. Also, please note the regulation entitled, “Misbranding by reference to premarket notification” (21 CFR
807.97). Other general information on your responsibilities under the Act may be obtained from the Division of
Small Manufacturers Assistance at its toll-free number (800) 638-2041 or at (301) 443-6597 or at its internet
address “http://www.fda.gov/cdrh/dsmamain.html”.-

If you have any questions regarding the content of this letter, please contact Rodrigo C. Perez at (301) 594-1212.

Singerely yours,

f,{ Capt. Daniel G. Schultz, M.D.
Acting Director, Division of Reproductive,
Abdominal, Ear, Nose and Throat,
and Radiological Devices
Office of Device Evaluation

Center for Devices and
Radiological Health

Enclosure



Indications for Use

. Center for Devices and Radiological Health =~ - -

Page l of L
'510(k) Number (if known): -K964699— K 774307

Device Name: Rheo Dopplex® |l

Indications for Use:

Venous photoplethysmography and bi-directional Doppler for venous and arterial
assessment, and for screening for the absence of deep venous thrombosis

(DVT) in the lower limb.

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

Concurence of CDRH, Office of Device Evaulation (ODE) .

%/ /e

(Division Sign-0ff) ¢
Division of Reproductive, Abdominal, ENT,
and Radiologicat ’

510(k) Number %?6%5()7

(Optional Format 3-10-98)
(Posted July 1, 1998)
Back to the Indications for Use Page



~ Dec. 221998  1:05PM HUNTLEIGH HEALTHCARE No, 4305 b 3/
Rheo Dopplex® System K984307

Diagnostic Ultrasound Indications for Use Form
Fill out one form for each ultrasound system and each transducer.
Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Mads of Operation

Ciinleal Application Al | M [pwlcw | Color | Ampituda | Color | Combined | Other
Doppler { Dopoler mﬂw (speclfy) | (specify)
ng

Ophthalmic

Fetal

Abdominal

Inracperative (specify)
Intraoperative Neurplogical

Padiatric

Small Organ (specify}
Neonatal Cephalic

Adult Cephalic

| Cardigc

Transesophageal

Trangrecial

Transvaginal
Transurethral
| Intravascutar —
|_Peripheral Vascular P
| Laparoscopic

Musculogkelelal
Convenional

Muscillockeletal Superficial

Cther (specity)
N= new indication; P= previously cleared by FDA; E= added under Appendix E

Additional Comments:

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

Concistenca of CDRH, Offica of kusation {ODE)
o < )7
ﬁl«w/ é L ¢ /W\
(Division Sign-0ffy ¢
o Division of Reproductive, Abdominal, ENT,
PrescnpnorT Use (Per 21 CFR 801.109) and Radiological I})?ﬁ
510(k) Number el
F-3

ba.



Dec. 22. 1998 [:05PM  HUNTLEIGH HEALTHCARE No. 4305 P, 471
Rheo Dopplex® System — Probe VP4 K984307

Diagnostic Ultrasound Indications for Use Form
Fill out one form for each ultrasound system and each transducer.
intended Use; Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Mode of Operstion

Clinical Application A}l B|M]|PaD|cwD| Color | Ampliude Color | Combined | Other
Doppler | Doppler Velocly | (specify) | (spedify)

Jmagh

Ophthalmic

Fetal

Abdominat

intrapperative (specify)

| infraoperative Neurologic

Pediatric

Smatl Oman (specify)

Naonatal Cephatic

Agult Cephalic

Cardiac

Transesophagesl

Transracal

Transwaginal
Transurathral
Intravascular
Peripheral Vascular P

| Laparoscopic
Musculoskeletal
Converttional
Miussculg-skeletal Superficial
Other (specify)
N= new indication; P= previously cleared by FDA: E= added under Appendix E

Additional Comments:

(PLEASE DO NOT WRITE DELOW THIS LINE - CONTINUE ON ANOTHER PAGE If NEEDED)
Concurranca of CORH, Offica of Device Evaluasion (ODE)

- ivision Sign-Off) 4
Prescription Use (Per 21 CFR 801.109) Division of Reproductive, Abdominal ENT
and Radiologica T

| Devices
510(k) Number _KQ “d{=07

F-3

ob



Dec, 22,1998 1:06PM

Rheo Dopplex® System — Probe VP5

-

HUNTLEIGH HEALTHCARE

Diagnostic Ultrasound Indications for Use Form

No. 4305

Fill out one form for each ultrasound system and each ransducer.

P 5/7
K984307

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

Chinical Application

Mode of Operation

PWD

cwWo

Calor
Doppler

Amplwde
Doppler

Color
Velochy
Imaging

Combined
{specify)

{specify)

Ophthaimic

Fatal

Abdorminal

Intragperative {spacify)

ntraoperativa Neurological

Pediatric

Small Organ {specify)

{ Neonatal Cephalic

Aduk Cephalic

Candiac
| Alviac

Transesophageal

Transrectal

Transyaginal

Transurathiral

Intravascular

Perpheral Vaseular

Laparoscoplc

Musculockeletal

R Convertional
. Musculo-skalatal Superficial

Other (specify)

N= new indication; P= previously cleared by FDA; E= added under Appendix E

Additional Comments:

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

Prescription Use (Per 21 CFR 801.109)

F-3

Concuitence of CDRH. Office of Devica Evaluation (ODE)

%q/ 4o gy

(Division Sign-0ff)
Division of Reproductive, Abdom
and Radiofogical

510(k) Number

/

inal, ENT,

Ytz

13



Dec. 221998 1:06PM  HUNTLEIGH HEALTHCARE No. 4305 P, b/7
Rheo Dopplex® System — Probe VP8 K984307

Diagnostic Uluasound Indications for Use Form
Fill out one form for each ultrasound system and each transducey.
intended Use: Diagnostic ultrasound imaging or fiuid flow analysis of the human body as follows:

Maode of Operation

Clinical Application Al e | m|pw|owd| color | Ampiude | Color | Combined | Other
Dopplar | Doppler | Veledty | (specify) |, (specify)

imeging

Ophthalmic

Felal

Abdominal

Intraoperative (spedfy)
| inracperative Neurologlcal
| Pediatric

Small Organ (specify)
Neonatal Caphalic

Adult Caphalic

Cardiac
Transesophagesl

Transrectal

Transwaginal

Transurethral
Iniravascular
Peripharal Vasautar E

{ aparascopic

Musculo-ckelstal

§_Conventional
Musculo-skeletal Superficial

| Other (specify)

N= new indication; P= previously cleared by FDA; E= added under Appendix E

Additional Comments;

(PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANQTHER PAGE IF NEEDED)
Concurrenca of CDRH, Office of Device Evaluation (QDE)

: ‘7 é/ %4/%
(Division Sign-Off) 7/

Prescription Use (Per 21 CFR 801.109) Division of Reproductive, Abdomi
and Radiological nal, ENT,

Deyices
510(k) Number Kq‘%k‘lk%{)/?

F-3

bd



Dec. 221998 1:06PM  HUNTLEIGH HEALTHCARE No, 4305t /1
Rheo Dopplex® System — Probe VP10 K984307

Diagnostic Ultrasound Indications for Use Form
Fill out one form for each ultrasound system and each transducer.

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

Mode of Operation

Clinical Application Al B | Mm|Papjcwo | Color | Ampliude Color | Combined | Other
Doppler | Doppler | Velocty | (speclfy) | (specity)
Imaging _

Qphthalmic

| Fetal
Abdominal

| Intraoperative (specify)
Intraoperative Neurclogical

Pediatric

Smal Ongan (spacify)

Neonatal Cephalic

Adult Cephalic

Cardigc

Transesophageal

Transrecial

Transwvaginal
Transurethral
Imravasadlar
| Peripheral Vascular P

Laparoscopic
Musculoskelelal
Convermianal
Musculoskeletal Superficial

Othar (spacify) .
N= new indication; P= previously cleared by FDA; E= added under Appendix E

Additional Comments:

(PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANCTHER PAGE IF NEEDED)
Concarence of CDRH, Office of Device Evaluation (ODE)

Prescription Use (Per 21 CFR 801.109) /&/,,W/ G - ﬁ 2 |
(Division Sign-Off)
Division of Reproductive, Abdominal, ENT,

£3 and Radiological Deyices
510(k) Numberlzé@(gf)q Ge.




