DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

Food and Drug Administration

9200 Corporate Boulevard

JUN 2 9 2000  Rockville MD 20850

David W. Wagner

Director

Quality Assurance and Regulatory Affairs
Nicolet Vascular.

6355 Joyce Drive

Golden, Colorado 80403

Re: K993939
Nicolet EME Legend TC22
Regulatory class: 1II
21 CFR 892.1556/Procode: 90 [IYN
21 CFR 892.1570/Procode: 90 ITX
Dated: March 30, 2000
Received: April 4, 2000

Dear Mr. Wagner:

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 legaily
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 Nicolet
EME Legend TC22, as described in your premarket notification:

Transducer Model Number

2 MHz 10 mm Pulsed Wave
2 MHz 15 mm Pulsed Wave
4 MHz Pulsed Wave

4 MHz Continuous Wave

8 MHz Pulsed Wave

8 MHz Continuous Wave

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 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.
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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. 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 Paul M. Gammell, Ph.D. at (301) 594-
1212.

Sincerely-ygurs, K 2 /

Daniel G. Schultz, M.D.
Captain, USPHS
Director, Division of Reproductive,
Abdominal, and Radiological Devices
Office of Device Evaluation
Center for Devices and
Radiological Health

Enclosure
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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 A B M | PWD |CWD Color Ampiitude Color Combined Cther
Doppler Doppler Veloctty |. (specify) (specify)
Imaging
Ophthalmic
Fetal
Abdominal
Intraoperative (specify)

Intraoperative Neurological

Pediatric

Small Organ (specify)

Neonatal Cephalic

Adutlt Cephalic

Cardiac

Transesophageal

Transrectal

Transvaginal

Transurethral

Intravascular

Peripheral Vascular

Laparoscopic

Musculo-skeletai
Conventional

Musculo-skeletal Superficial

Other (specify)

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

Additional Comments, SYSSTEM UTALZES QEA QMHZ Polsed
WAVE ToemES L L EA B2 PsED AanD CW PioRE AND
e B MUz )@ul—S'EA) A CW PRaRE

(PLEASE DO NOT WRITE BELOW THIS UINE - CONTINUE ON ANOTHER PAGE IFQNEEDED) /

Concurrence of CDRH, Office of Device Evaluauon (QDE) I

PN (Division Sign-0f1
o Division of Reprerines RIS TES RTINS
Prescription UsgAPer 21 CFR 801.109) and Radiological » -evices
510(k) Number j(q C? 39 2?
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(TQI\NQU)CEKL\) Diagnostic Ultrasound Indications for Use Form

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

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

Made of Operation

Clinical Application A B8 M | PWD |CWD Cotor Amplitude Color Combined Other
Doppler | Doppler | Velocity | (specify) | (specify)
Imaging

Ophthalmic -
Fetal '

Abdominal

Intraoperative {specify)
Intraoperative Neurological
Pediatric

Small Organ (specify)

Neonatal Cephalic

Adult Cephalic

Cardiac

Transesophageal

Transrectal

Transvaginal

Transurethral

Intravascular

Peripheral Vascular

Laparoscopic

Musculo-skeletal
Caonventional

Musculo-skeletal Superficial

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

.Additional Comments: E-_ 2AMHZ )C) N N\@\)LS@Q /5\\}&/_\

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

e 7

e
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(Division Sign-Off)

Dl.ViSiO'] of Re < .
! proauctive, Abdomi
F-3 and Radiotogical Devices \Ddominal, ENT,

510(k) Number..!.’(q 4—? 9 5 ?

;- ~_Prescription Use}}’er 21 CFR 801.109)
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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:

Made of Operation

Clinical Application A B M | PWD |CWD | Color Amplitude Color Combined Other
Doppler Doppler Velocity (specify}) (specity)
Imaging

Ophthaimic -
Fetal '

Abdominal

intraoperative (specify)
Intraoperative Neurological

Pediatric

Small Organ (specify)
Neonatal Cephalic
Aduit Cephalic
Cardiac

Transesophageal

Transrectal

Transvaginal

Transurethral

Intravascular

Peripheral Vascular

Laparoscopic

Muscula-skeletal
Conventional

Musculo-skeletal Superficial

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

Additional Comments:_E— — MK Z. |5 pam VLSED \N/ AVE.

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

Concurrence of CDRH, Office of Device Evaluation (ODE) o _/
.A_/(// /4\/"/1
T N (Divisic. S -5
< Prescription Use (Per21 CFR 801.109) Division of Repsodnztive, abdominal, ENT,
~ F-3 and Radiologica] Devices

510(k) Number_ & 2.9 £7 ‘??
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(TMNSD\&C&) Diagnostic Ultrasound Indications for Use Form

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

Intended Use: Diagnostic uitrasound imaging or fluid flow analysis of the human body as fotlows:

Mode of Operation
Clinical Application A B M | PWD |CWD Colar Amplitude Color .} Combined Other
Doppler Doppler Vetocity (spscify) (specify)
imaging
Ophthalmic -
Fetal '
Abdominal

intraoperative (specify)

Intraoperative Neurological
Pediatric

Small Organ (specify)
Neonatal Cephalic
Adult Cephalic
Cardiac

Transesophageal

Jl Transrectal

Transvaginal

Transurethral

Intravascular

Peripheral Vascular @

Laparoscopic

Musculo-skeletal
Conventional

Musculo-skeletal Superficial

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

Additional Comments:_k — L‘{ Mz /\'D\JL%ED AN

(PLEASE DO NOT WRITE BELOW THIS UINE - CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CORH, Office of Device Evaluation (ODE) ‘ /

/_/ = L
( /r‘__——-—~-~ I

T T T— (Division Sign-Off) )
@criptian Use (Pe? 21 CFR 801.109) 4

Division of Re i
G productive, Abdom;
- and Radiologjca] Deviges e ENT,

510(k) Number Mizg C/‘
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(—rm\#i%\w(et) 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 bady as fotlows:

Mode of Operation

Clinical Application A B M | PWD |CWD Colar Amplitude Color 1 Combined Other

Doppler | Doppter | Velocity | (specify} | (specify)
Imaging

Ophthalmic .
Fetal ‘

Abdominal

intraoperative (specify)

Intraoperative Neurological

Pediatric
Small Organ (specify)
Neonatal Cephalic

Aduit Cephalic

Cardiac

Transesophageal

Transrectal

Transvaginal

Transurethrai

Intravascular

Peripheral Vascular

Laparoscopic

Musculo-skeletal
Conventional

Musculo-skeletal Superficial

Qther (specify)
N= new indication; P= previously cleared by FDA; E= added under Appendxx E

.Additional Comments:_E_ = H N\-\'&Z. Q_DN LNVUDVS \/\,/\\fL,

(PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IFF NEEDED)
Concurrence of CORH, Office of Device Evaiuation (ODE)

Prescnptlon Use (Per 21 CFR 801.109) L v
F-3 (Divisic © 77

e Division o sincnctive, Ahzominal, ENT
:, eand ,
and Radmlo‘vul Dovices ,

510(k) Number__K? 439 S 7
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Diagnostic Ultrasound Indications for Use Form
Fill out one form for each uitrasound system and each transducer.

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

Mode of Operation
Clinical Application A B M | PWD |CWD Color Amplitude Color Combined Other
Doppler Doppler Velocity (specify) (specify)
imaging
Ophthalmic -
Fetal
Abdominal

{ntraoperative (specify)

Intraoperative Neurological

Pediatric

Small Organ (specify)

Neonatal Cephalic

Adult Cephalic =

Cardiac

Transesophageal

Transrectal

Transvaginal

Transurethral

intravascular

Peripheral Vascular

Laparoscopic

Musculo-skeletal
Caonventional

Musculo-skeletal Superficial

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

.Additional Comments:E" 8 MHZ @L,\_SQD \/\/l\\:' =

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

) /
P \ - "./1 ~
“Prescription Use (Per21 CFR 801.109) I()I?xy:smn Sign-Ofr)
Ivision of Reproducti
e F-3 and Radiologica] De\f;::::’ Abdominal, £xry
510(}() Number

A993939
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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 bady as follows:

Mode of Operation

Clinical Application A B M | PWD [CWD Color Amplitude Color .! Combined Other
Doppler Doppler Velocity (specify) (specity)
imaging

Qphthalmic .
Fetal '

Abdominal

intraoperative (specify)

Intraoparative Neurological

Pediatric
Small Organ (specify)

Neonatal Cephalic

Adult Cephalic

Cardiac

Transesophageal

Transractal

Transvaginal

Transurethral

Intravascular

Peripheral Vascular

Laparoscopic

Musculo-skeletal
Conventional

Musculo-skeletal Superficial

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

Additional Comments: . — & M{ z_ C g Uovs \I\A\/E

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

e y
/,v‘/ ) /"_’:/-.0--‘-

Prescription Use (Per21 CFR 801.109) (Division Sign-Off)
Division of Reproductive, Abdominal, ENT,

S F-3 and Radiological Devices

5100 Number A 2.3.37 29




