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510(k) SUMMARY

- Manufacturer: DMS - DIAGNOSTIC MEDICAL SYSTEMS

Parc de la Mediterranee
District de Montpellier
34470 Perols

France '

Submitted By: Ferguson Medical
Congultant to DMS

Contact Information: Phone: +33.467.50.49.00
.FAX: +33.467.50.49.09

Classification Name: -System, Imaging, Pulsed Doppler,
Ultrasonic '

Common/usual Name: Transcranial/Vascular Doppler

Proprietary Name: Explorer CVS Transcranial and
Peripheral Vascular Doppler

Classification Number: 90IYN

Substantial Equivalence: Rimed Limited Intra-View
Bilateral Transcranial Doppler Device (K974588),
Medasonics, Inc. Neuroguard Transcranial Doppler
Ultrasound System (K962796), Medasonics, - Inc.
Cerebrovascular Diagnostic System; CDS (K914862),
Biosound, Inc. Phase 2 Transcranial Probe
(K894163), Acuson Corp. Acuson S228 Transducer For
Transcranial Doppler (K894163), Medasonics, Inc.
Transpect Transcranial Doppler (K872292), and
others.

Device Description: The Explorer CVS device is a



diagnostic ultrasonic Doppler.

G. Intended Use: The Explorer CVS Doppler device is
intended to be used to produce images of
intracranial and peripheral vasculature to be
analysed by trained medical personnel in the
agsessment and diagnosis of vascular status and
disorders. ‘

H. Technological Characteristics: The Explorer CVS Doppler
; device utilizes multiple frequencies of transducers
to provide high resolution images.
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Food and Drug Administration
9200 Corporate Boulevard

AUG 1 2000 Rockville MD 20850

Diagnostic Medical Systems, Inc.
c/o Frank Ferguson

Official Correspondent

Ferguson Medical

P.0. Box 12038

LaJolla, CA 92039

Re: K990517
Explorer CVS Transcranial and Peripheral Vascular Doppler
Regulatory Class: II/21 CFR 892.1550
Product Code: 90 IYN
Dated: May 15, 2000
Received: May 30, 2000

Dear Mr. Ferguson:

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 Amemdments, -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 Explorer CVS Transcranial and Peripheral
Vascular Doppler, as described in your premarket notification:

Transducer Model Number

2 MHz PW-Doppler
4 MHz CW/PW-Doppler
8 MHz CW/PW-Doppler

If your device is classified (see above) into either class II (Special
Controls) or class III (Premarket Approval) it may be subject to such
additional controls. Existing major regulations affecting your device can be
found in the Code of Federal Regqulations, 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.
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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 and additionally 809.10 for in vitro diagnostic devices), please
contact the Office of Compliance at (301) 594-4591. Additiomally, “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.

Sincerely yours,

/erﬁ Daniel ééoSchu tz, M.D.
Captain, USPHS
Director, Division of Reproductive,
Abdominal and Radiological Devices
Office of Device Evaluation

Center for Devices and
Radioclogical Health

Enclosures



EXPLORER CVS Transcranial Doppler System Agpendix F
2,4 and 8MHz Transducers

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

{ntended Use: Diagnostic uitrasound imaging or fluid flow analysis of the human body as follows:

Mode of Operation

Clinical Appication Al e | v |pwojocwo| coler | Amplituda | Color | Combined | Other
Doppler | - Doppler :lehdtv (spacify) | (spacify)
maging

Ophthalmic

Fetal

Abdominal

intraaperative (smdﬁ)

{ntraopemtive Naurdlogical

Pediatric

Smalt Organ (specify}

Neonatal Cephalic

Adult Cephalic
Cacdiac -

Transesaphageal

Transrectal

Transvaginal

Transuretheal

intravascutar

Pedpheral Vascilar X

Laparizcoplc

Musculo-skeletal
Conventional

Muscujo-skeletal Supedficlal

Othec (specify) |

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

Additional Comments:

{PLEASE 0O NGT WR(TE BELOW THIS LINE « CONTINUE O ANGTHER PAGE IF NEEDED)
Concurrence of CORH, Office of Deﬂcb“ﬁldﬂon {(ODE)

eseansmrntres —

. - “""w-».."h_‘.‘\
< Prescription Use (@FR 801.109)

ETe—

[Bivigicn Sigfi) 7
F-3  Bivision of Reprofugtive, Abdominal, ENT,
and Radiological Deviess

¥ Nmm.____.# 99057 Z




2 MHz PW-Doppler Transducer (Serial Number 98-311) o
Appendix F

Diagnastic Ultrasound Iladications for Use Form
Fill out one form for each ultrasound system and each transducer.

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

Mode ql t)pafau ad

. Clinicat Application A 8 M | PWD |CWD Color Amplilude ;obr Combif\ed O(hc.:r
: Doppler Dappler Veloclty | (spedfy) - | {specity)
Imaging | - :

lnitraoperative (speaq s

i {n{raopecative Heumlo&“ il

Pediattic

Small Organ ($peciy) ‘

Necmatal Ceuhahc

| At ot | >

| Cardiac

Tkausespphagnal
1 Traasrectal

1 Transvaginal

Transuretheal

: intravascular

¥ Periphenl Vascular 1 :

1 Mousculo-skeletal
| c«:nvenhonal

* Musculo-skelatat Superﬁaal

- Other (Spedfy)

eviously cleared by FDA; E= added under Appendix €

T N= new indication: Pepr

Additional Comments:

N (PLEASE DO NOT WRITE BELOW THIS UNE - CONTMUE ON ANGTHER PAGE IF NCEOEO)
Concurrence of CORH, Qffice af Devu:e Evaluati

e (Dwxsmn S1gn-0ff)

Prescription Use (Per 21 CFR 861\.1@9) Division of RFprdectlve Abdominal, ENT,
and Radiological Devices

S —— 510(K) Num‘bcrﬁk = 7 oS/ 7




4 MHz CW/PW-Dopgpler (Serial Number 115) Appendix F
Diagnostic Ultrasound Indications for Use Form
Fill cut oné form for each ultrasound system and each transducer.

Intended Use: Diagnostic u‘!tmasauind imaging or fluid flow analysis of the human body as follows:

Mode of Operation

Clinical Application A B M { PWD [CWOD Color Amplaude Caolor Combined Qther
Doppler Dappler Velo?‘ty {spedify) (specify)

Optthalmic

Fetal

Abdominal

| ‘iilntra'opemll?ve (spedfy) ‘ ‘

tntrsoperative Neurological | PR
Pediatric ' i

Small Organ (specify)

Neonatal Cephalic
/ L
Adut Cephalic
Cardiac

Yransesophageal

Transrectal

Transvaginal
| Transurethpal

LIntravascular

f?‘aiphemlwasaﬂar'

_Laparoscopic
‘Musculo-skefetal

{Coaventional

} Mysw(o»sy:;gteial Su_yemﬁml
Other(specityy . |1 . 1
N= new indication, P= previously cleared by FDA; E= added under Appendix €

Additional Comments:

(PLEASE DO MOTWRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE F NECOEO)

‘Concurmrence of CORH, Office of D.eyvalu:don {oDE)
e e, ; e

o — (Division Sign-0ff) = ¢
2 D. . . ] . :
. Prescription Use (Per 21 CFR 801.109) an‘g';’;;;fo ?ep;‘gl"Cf’Ve, Abdominal, ENT.
T ' togical Devices ’

e o 510(k) Number /(\ q z¢ 57 7




8 MHz CW/PW- ial .
Doppler (Serial Number 117) Appendix F
Diagn‘ost‘ic Ultrasound Indications for Use Form
Fill out one form for each ultrasound systei'n and each transducer.

Intended Use: Diagnostic uttrasound imaging or fiuid flow analysis of the human body as fol#ow;:‘

Mode of Operatidn

Clinical Application A e ™M | PWD |CWD Color NW# Color Combmed Olhe?r
Doppler | Doppler | Velocty | (specily) | (specify)
‘ Imaging :

lnlmope(altvu (spedfj)

. Intmopemhve Neumhglal
Pediatric

_Smat 0@# (specify)
L N],eOnata_i (::j'ephaﬁc

Adul Cephatic LIRS B
Cardiac

i Transeso_g,h_a_geal . ‘ .

Transreml

; T(ansvaghnl
Ttansu'!;ﬂ\h‘
3 lntnansggi%:r
Peﬁaneq‘p! Vasautar . j ><
Laparastopic | '

Musw(a-skeietal
Cunve jonal

Muswwleeleul Supedficial

i"*aic‘ation; P= previously cleared by FOA; E= added under Appendix £
Additional Comments: v

(PLEASE 00 HOT WRITE BELOW THIS LIME - COrTNUE W\Aﬂom PAGEF NEEDED]
" Concusrence of CORH, Office of Device Evaluation (ODE)

i/ & oo

(Division Sign- Ofﬂ {

Division of R Repreductive, Abdominal, ENT,
and Radnologxca} Devices

510(0) Number__K_ 270 5/ 7

TOTAL PAGE(S) 12




