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510(k) Summary (Ref:K040392)

Submitter Information:
American IV Products, Inc.
7485 Shipley Avenue
Hanover, MD 21076

Contact:
Gregory Falk
Engineering Manager
Telephone: 410-787-1300 ext. 131
Fax:: 410-787-1337
e-mail: gfalk@aiv-inc-com

Date Prepared:
February 13, 2004

Product Name:
Classification Name: Perinatal Monitoring System Accessories
Common Name: Transducers for ultrasound and tocodynamometer fetal monitoring
Proprietary Name: Transducers for ultrasound and tocodynamometer fetal monitoring

List of Submitted Devices:
TOCO Ultrasound
FM10839 FM10835
FMI0840 FM10836
FM10841

Predicate Device:
These AIV devices are equivalent to the following legally marketed devices:
Corometrics Models
2264LAX (TOCO) K982651
5700LAX (Ultrasound) K982651

Epic Models
EFT200-20 (TOCO) K992811
EFU200-20 (Ultrasound) K992811

Hewlett Packard Models
1355 TOCO) (by Epic equivalence reference K992811)
1356 (Ultrasound) (by Epic equivalence reference K992811)
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Description:
AIV's ultrasound (US) and tocodynamometer (TOCO) transducers are replacements for similar
transducers manufactured by Corometrics and Hewlett Packard for their respective monitors. The
AIV transducers are also a replacement for similar transducers manufactured by Epic for use on
Corometrics and Hewlett Packard monitors.

The US transducers are used to detect the fetal heart rate using Doppler shift technology. The
TOCO transducers detect uterine activity using a strain gauge for evaluating contractions. These
transducers are intended to be a direct replacement for the Corometrics, Hewlett Packard and
Epic transducers.

Intended Use:
These devices are intended to be used as replacement transducer accessories for Corometrics
and Hewlett Packard monitors, for use in measuring fetal heart rates and uterine contractions.

Comparison to Predicate Device:

AIV Corometrics Epic
Intended Use Measure fetal heart rate and uterine Same Same

contractions in the gravid patient.
Anatomical Sites The ultrasound transducer is placed on Same Same

the maternal abdomen aimed at the fetal
heart; the TOCO transducer is placed on
the maternal abdomen over the fundal
area of the uterus.

Target Patient Gravid patients, especially during labor. Same Same
Population
FHR Range Dependent upon monitor specifications. Same Same
Uterine Activity Dependent upon monitor specifications. Same Same
Range
Patient Use/Reuse Reusable. Same Same
Sterility Non-sterile Same Same
Description of These devices attach to the gravid patient Same Same
Patient Attachment with elastic straps around the waist.
Cable Length 10 feet 8 feet
Accessories Transducer belts and ultrasonic gel Same Same
Connector Design Transducer cable connectors are color- Same Same

coded and keyed to fit the appropriate
fetal monitors.

Acoustic Output <20mW/cm2 average Same Same
Operational AIV FM10835 = Pulsed Doppler 5700LAX = EFU200-20 =

Characteristics AIV FM10836 = Pulsed Doppler Pulsed Doppler Pulsed Doppler
Specifications AIV FM10835 = 1.0 MHz 5700LAX = EFU200-20 =

(Ultrasound Center AIV FM10836 = 1.0 MHz 1.151 MHz 1.0 MHz
Frequency)
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Performance Data and Conclusions:

* Acoustic output testing shows power is less than 20mW/cm 2 average.
* AIV assembly design is equivalent to predicate device assembly design.
* Bench Testing demonstrates that the AIV devices perform as intended and are equivalent

to predicate device assemblies.
* AIV plastics have conformed to consensus standards relating to Biocompatibility.
* These devices do not raise new issues of safety and effectiveness, nor do they alter the

fundamental technology of the predicate devices.
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