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Dear Mr. Newman:

We have reviewed your Section 5 10(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 simpleABl, as described in your premarket notification:

Transducer Model Number

5 MHz
8MHz
PPG

If your device is classified (see above) into either class 1I (Special Controls) or class III (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 895. In addition, FDA
may publish further announcements concerning your device in the Federal Repister.
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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 pirovisions (Sections 531-542 of the Act); 21 CER 1000-1050.

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
go to http://www.fda.gLov/AboutFDA/CentersOffices/CDRH/CDRHOffices/ucm 15809.htm for
the Center for Devices and Radiological Health's (CDRJJ's) Office of Compliance. Also, please
note the regulation entitled, "Misbranding by reference to premarket notification" (2 1 CFR Part
807.97). For questions regarding the reporting of adverse events under the MDR regulation (21
CFR Part 803), please go to
http://www.fda.gov/MedicalDevices/Safety/ReportaProblem/jdefaulthtm for the CDRJ-I's Office
of Surveillance and Biometrics/Division of Postmarket Surveillance.

If you have any questions regarding the content of this letter, please contact Robert Ochs, Ph.D.
at (301) 796-6661.

Sincerely Yours,

Mary S. Pa tel, Sc.D.
Director
Division of Radiological Devices
Office of In Vitro Diagnostic Device

Evaluation and Safety
Center for Devices and Radiological Health

Enclosure(s)
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Indications for Use Form

510(k) Number (if known): TBD

Device Name: simpleABI

Indications for Use:

The simpleABI is a diagnostic ultrasound system used to aid a physician in obtaining
systolic pressure values at the arms and legs to aid in the diagnosis of vascular
disease. The system utilizes a handheld Doppler for detecting presence or absence of
blood flow. The user, using a handheld aneroid, Doppler, and standard bloodpressure cuffs, measures the systolic pressures of the arms and legs. Two additional
modalities, Pulse Volume Recording (PVR) and Photoplethysmography (PPG), mayoptionally provide additional Information for the clinician. PVR is used as aplethysmograph to measure the change In limb volume related to each cardiac pulse.
The PPG may be used to obtain toe pressures as an optional method if arterial flowusing a Doppler Is problematic. The unit will calculate Ankle Brachial index (ABI),
Toe Brachial Index (TBI) or segmental values once the clinician has entered theappropriate pressure values read from the handheld aneroid. Waveforms, pressure
values, and index results can be printed directly from the system.

Prescription Use '.AND/ORk Over-The-Counter Use ____

(Part 21 CFR 801 Subpart D) (21 CFR 801 Subpart C)

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

Concurrence of CD~JI Office of In Vitro Diagnostic Devices (OIVD)
Z_~t

Division Sign-OffI
Office of In Vitro Diagnostic Device
Evaluation and Safety

5 10(k) 11oI/60 Q
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Diagnostic Ultrasound Indications for Use Form
Product Name: simpleA13l with 5 MHz, 8 MHz, or PPG probe.
Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Mode of Operation
Color

Color Amplitude Velocity Combined OtherClinical Application A B II PWD CWD Doppler Doppler Imaging (specify) (specify)
Ophthalmic

Fetal

Abdominal
Intracperatlve
(specify)
Intraoperative
Neurological

Pediatric

Small Organ (specify) - -__________ _________ ____

Neonatal Cephalic

Adlult Cephalic

Cardiac

Transesophagleal - - - - -_________ ____

Transrectal

Transva pnal

Tra nsu reth ra I

Intravascular

Peripheral VascularN

Laparoscopic

Musculo-skeletal
Conventional
Musculo-skeletal - - - - - -____

Superficial

Other (specify
N= hew Indication; P= previously cleared by FDA; E= added under Appendix E
Additional Comments: The system consists of a main body and one probe. The
5MHz. 8MHz. or PPG robes are deiglned for eripheral vascular aplications.-

(PLEASE DO NOT WRITE BELOW THIS UINE - CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRH, Office of In Vitro Diagnostic Devices (OIVD)

Prescription Use (Per 21 CER 801.109)

2 L ivision sign-Oft)
Divsi of Radiological Devices

office of in Vitro Diagnostic Device Evauation and safty

61oKiKm
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Diagnostic Ultrasound Indications for Use Form
Fill out one form for each ultrasound system and each transducer.

Product Name: simpleABI 5MHz

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

Mode of Operation

Color
Color Amplitude Velocity Combined Other

Clinical Application A B FM PWD CWD Doppler Doppler Imagting (specify) (specify)

Ophthalmic ____ _____

Fetal

Abdominal _____________

Intraoperative
(specify) ____ _____ ____ _____

Intraoperative
Neurological

Pediatric _____

Small Organ (specify) ______ ____________________

Neonatal Cephalic ____ ____ ____

Adult Cephalic ____ _____ __________

Cardiac

Transesophageal ______________

Transrectal ____

Transvaglnal ____

Transuretiral

Intravascular

Peripheral Vascular ____ __________

Laparosco pie

Nusculo-skeletal
Conventional
Musculo-skeletal
Superficial _________ ____ __________

Other (specify) _____ ____ _____ ____

N= new Indication; P= previously cleared by FDA; E= added under Appendix E
Additional Comments: The nominal 5MHz Drobe previously submitted and aoproved
underK1<90465 _______________________ ______

(PLEASE DO NOT WRITE BELOW THIS UINE - CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRH, Office of In Vitro Diagnostic Devices (OIVO)

Prescription Use (Per 21 CFR 801.109)

(Divsi~' Sign-Of
Division of Vdologica Devices

Office of in Vitro Diagnostic Device Evaluation and Safety

510K -
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Diagnostic Ultrasound Indications for Use Form
Fill out one form for each ultrasound system and each transducer.

Product Name: simpleABI 8MHz

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

Mode of Operation
Color

Color Amplitude Velocity Combined OtherClinical Application A B M$ PWD CWD Doppler Doppler Imaging (specify) (specify)

Ophthalmic

Fetal

Abdominal
lntraoiperative
(specify)
Intraoperative
Neurological

Pediatric

Small Organ (specify) _ ____

Neonatal Cephalic

Adult Cephalic- - - ______________

Cardiac

Transesophageal

Transirectal

Transvaginal

Transurethral

Intravascular

Peripheral Vascular

Laparoscopic

Musculo-skeletal
Conventional
Musculo-skeletal
Superficial
Other (secify) - - - - - ___ ___ __________

N = new Indication; P= previously cleared by FDA; E= added under Appendix E
Additional Comments: The nominal 8MHz robe reviouslv submitted and aproved
under K090465 _____________________ 

______

(PLEASE DO NOT WRITE BELOW THIS UINE - CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CORN, office of In Vitro Diagnostic Devices (OIVD)

Prescription Use (Per 21 CFR 801.109)

(Do1sion Sign-Off)
Division f Radiological Devcos

office of in Vitro Diagnostic De~qe Evaluation and Safety
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Diagnostic Ultrasound Indications for Use Form
Fill out one form for each ultrasound system and each transducer.

Product Name: simpleABI PPG

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

Mode of Operation
Color

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

Ophthalmic ____

Fetal

Abdominal
lntraoperative
(Specify) _________

Intraoperative
Neurological

Pediatric

Small Organ (specify) __ _________

Neonatal Cephalic

Adult Cephalic

Cardiac

Transesophageal

Transrectal

Transvaginal

Transurethral

Intravascular

Peripheral VascularP

Lapamoscopic

Musculo-skeletal
Conventional
Musculo-skeletal
Superficial
Other (specify) ___ _____

N= new indication; P= previously cleared by FDA; E= added under Appendix E
Additional Comments: The PPG probe Is intended for vascular aplilcations to
determine blood flow In digits. _______________________

(PLEASE DO NOT WRITE BELOW ThIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of cDRH, Office of In Vitro Diagnostic Devices (OIVD)

Prescription Use (Per 21 CFR 801.109)

'ion Sign-Of
Oivisio of Radiooia Devce

Office of in Vitro Diagnostic Device Evaluation and Safety
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