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Proprietary Name: BioModule 3-MI
Common. Namie BioModule 3-MI
Device Classification Name (1) Electrocardiograph Electrode

(2) Arrhythmia Detector and Alanm
Classification Number: (1) 21 CFR87O.2360

(2) 2ICFRS7O.1025
Product Code (I), DRX

(2) MHX
Reviewing Group Cardiovascular
Device Classifieitioh Class 11

*Establishment registration No. # 23383 6
Predicate Device* Zephyr Technology,.RioHarness 3.), K1 130415, transujiits

physiological. aai a complex array of packet data.

Trademark Notice: All Trademarks used other than those of Zephyr Technology Corporation
are registered to their respective owners.
Confidentiality Notice: All data contained in this application and all documnents provided with
this document may contain trade secrets or proprietar y data-Iwhich the sponsor requests are
treated in accordance with law.

-- Device Description
The aioK~odule3-Ml1,aphysioloigco sensor /transmitter is composed of:
e proprietary hardware and firmvware, enclosed in
* a user case (puck) with a re-charg~able battery,
* a adhesive electrode set and
9 A cradle (torecharge battery and transfer internally stored dateto-an ancillary computer).

The BioModule 3.-MI -is a physiological transmitter manufactured by Zephyr Technology Corporation
with disposable; off the shelf electrodes that transmits data to a qualified receiving station. The
* BioModul ,e 3-M I is positioned against the patient's skin with light presIs ure then-pressed to adhere.

Indications for Use
The Bio~odule,3-MI is-a physiologcal monitoring telemetry device intended for monitoring ambulatory

-patients iii alternate care settings. The device consists of adhesive electrodes and an electronics module.
The device stores and transmits vital sign data inclu ,ding ECGO, heart rate, respiration rate, body onientafion
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and activity. The BioModule 3-MI. provides a facility, to detect and transmit single lead ECU signals to
be received by qualified instruments.,

The JBioModule 3441 collects and transmits-measurements captured inralternate care settings as
prescribed by the health care professional. Breathing rate values are accturAtely transmitted-only during
sedentary periods.

The BioModule 3-MI is indicated-for use as a general patient-monitor to provide, physiological
information aspart of general ward monitoring system.

Intended Use
The intended use of the BioModule 3-Mi is to provide a General Ward Monitoring facility for-detecting,
storing and transmitting physiological date toa qualified receiving station. The scientific concepton -
which this device is based is the principle that lolw level electrical pulses from 'thelheart are measurable of
,the surface of the skin. This device functions by'capttring these electrical pulses via electrodes anid
delivering these signals to sophisticated electronics for processing. The calibration is established by 'the
factory and 3ields'accurate arid calibrated signals-that can maintainh calibration over its usefil life.

Substantiail Equivalence
Zephyr Technology Corporation has determined that the BioModule 3-MI is substantially equivalent to
the-performance of a predicate Device, B .ioflame -ss 3.6 [id 130451. The d fferences between these
systems are incidental and not significant. Both devices use a smlrtechnological characteristics and
principles.,

*Both devices use electrodes to capture signals from the skin,
*both devices convertanalog physiological signals to digital'signals,
*both devices use micro-processors, firmware and signal proessing,
*both devices tranismitthe signals to rectiyers that detect anid present the information as ECG

waveforms.

Safety and Effectiveness
Th 'ere are no substantial di fferences between the Bio~odule 3-MI and the predicate, Device, Bibllatness.

3.0~~~~~~~~~~~~ [K 34] i~dl -Idfxe nti 1() submission and thp predicate device. are virtually
identical except minorchanges for use in a differentmarketplace.

This device is safe and effective tbr the application for which it i's intended and has been tested toconfinn
safty ndeff~ay. A sedesdcf fcto tests are, conducted to verily the intended signals are accurate and

can maintain a calibrated energy pattern over its useful lif. The BioModule 3-MI has benefited from
design, development, testing andproduction procedures that conform toQualitj'Systems.

Zephyr Technology Corporation continues to search all appropriate sources for information relating to
safety and effectiveness and maintains an inzho use reporting deviceto identif yadverse safety and
effectiveness inlbrnnation and as such, applicable data is recorded for this product.
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Food and Drug Administration
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Silver Spring, MD 20993-002

April 24, 2013

Zephyr Technology Corporation
c/o: Richard Keen (Agent)
Compliance Consultants
115 1 Hope Street
Stamford, CT 06907-1659

Re: K123658
Trade Name: Biomnodule 3-M I
Regulation Number: 21 CER 870.2360
Regulation Name: Electrocardiograph electrode
Regulatory Class: Class 11
Product Code: DRX
Dated: February 28, 2013
Received: March 15, 2013

Dear Richard Keen:

We have reviewed your Section 5 10(k) premarket notification of intent to market the device
referenced above and 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) that do not require approval of a premarket approval application (PMA).
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. Please note: CDRH does not evaluate information related to contract liability
warranties. We remind you, however, that device labeling must be truthful and not misleading.
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If your device is classified (see above) into either class 11 (Special Controls) or class Ill (PMA),
it may be subject to additional controls. Existing major regulations affecting your device can be
found in the Code of Federal Regulations, Title 2 1, Parts 800 to 898. In addition, FDA may
publish further announcements concerning your device in the Federal Register.

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 80 1); medical device reporting (reporting of medical
device-related adverse events) (21 CFR 803); good manufacturing practice requirements as set
forth in the quality systems (QS) regulation (21 CER Part 820); and if applicable, the electronic
product radiation control provisions (Sections 531-542 of the Act); 21 CER 1000-1050.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 80 1), please
go to htp/wwfakvAotD/etrsfie/D~/DI1fie/c II 5809.htm for
the Center for Devices and Radiological Health's (CDRH's) Office of Compliance. Also, please
note the regulation entitled, "Misbranding by reference to premarket notification" (21 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/MvedicalDevices/Safety/Rp~ortaProblem/defaulthtm for the CDRH's Office
of Surveillance and Biometrics/Division of Postmarket Surveillance.

You may obtain other general information on your responsibilities under the Act from the
Division of Small Manufacturers, International and Consumer Assistance at its toll-free number
(800) 638-2041 or (301) 796-7 100 or at its Internet address
http://www.fda.gov/Medical Devices/ResourcesforYou/lndustry/defaulthtm.

Sincerely yours,

O we jlP),F-_,aris -S
frBrain D. Zuckerman, M.D.

Director
Office of Device Evaluation
Center for Devices and
Radiological Health

Enclosure
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4. Indications for Use Statement

510(K) Number number assigned
Name: Respiration Rate Upgrade (RRU

INDICATIONS FOR USE

The BioModule 3-M I is a physiological monitoring telemetry device intended for monitoring ambaltoiy
patients in alternate care settings. The device consists of adhesive electrodes and an electronics module.
The device stores and transmits vital sign data including ECG, heart rate, respiration-rate, body orientation

adactivity. The BioModule 3-Mi provides a facility to detect and transmit single lead ECG signals to
be received by qualified instruments.

The RioModule 3-M I collects and-transmits measurements captured in alternate care settings as
pre .scribed by the health care professional. Brething rate values are Accurately transmitted only during
sedentary periods.

The RioModule 3-MI is indicated for use as a general patient monitor to provide physiological
information as part of genera] wardmonitoring system.

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

Prscipio Use -Cute s
xxx orOvr-h-oneUsPrescri . tio Use 

- (Per 21 CFR 801.109) -m(Optional Format 1--9

(PLEASE DO NOT WRITE-BELOW THIS LINE-CONTINUE ON ANOTI-IERPAGE IF NEEDED)

Concurrence of CDRH, Office of Device Evaluation (ODE)
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