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Classification 21 CFR §870.2300
Regulation:

Product Code: MSX

Substantially Ameom Software Predicate Si10(k) Predicate Manufacturer
Equivalent Devices: Model Number and Model

Amcom Commtech Ki 02974 Philips Medical Systems/
Messenger Intellisphere Event

Management
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Device Description: AmcomrM Comimtech MessengerTM (Messenger) is an intelligent
software medical device, also called middleware, which forwards
critical information from medical devices to the user via display devices
provided by Amcom or third-party device companies. It creates an
enterprise-wide hub for the management, prioritization, and response to
key events. This includes the ability to send messages to the right
people based on filtering and rules set up in the hospital, including
escalated communications whenever necessary.

The ability of. medical devices such as patient monitors (including
telemetry), infusion pumps, and ventilators to provide real-time
notifications of a change in condition is invaluable. These systems
check physiological conditions and are linked to the patient via hard
wire or wireless telemetry, depending on the patient's mobility. Getting
notifications to medical staff who can take fast action not only increases
patient safety, but can also save lives. Messenger allows users to be
aware of their patients' status and alarm conditions when they are away
from the patient and the medical devices associated with that patient.

Intended Use: The intended use of the AmcomTM Commtech Messet gerTM
(Messenger) is to provide an interface with clinical syktems to forward
information associated to the particular event to the dy signated display
device(s). j

For medical, near real time alarms, Messenger is intended to serve as a
parallel, redundant, forwarding mechanism to inform healthcare
professionals of particular medical related events. Messenger does not
alter the behavior of the primary medical devices and associated alarm
annunciations. The display device provides a visual, and/or audio
and/or vibrating mechanism upon receipt of the alert.

Messenger is intended for use as a secondary alarm. It does not replace
the primary alarm function on the monitor.

Technology Messenger employs the same or similar technological characteristics as
Comparison: the predicate device.

Performance Testing:

Software Testing Messenger was designed and developed according to a robust software
development process, and was rigorously verified and validated.

Test results indicated that the Messenger complies with its
predetermined specifications.

Electrical Safety Optional hardware available with Messenger was tested for electrical
safety in accordance with applicable Standards.

Test results indicated that the Messenger complies with its
predetermined specifications and with the applicable standards.
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Electromagnetic Optional hardware available with Messenger was tested for EMC in
Compatibility Testing accordance with applicable Standards.

Test results indicated that the Messenger complies with its
predetermined specifications and with the applicable standards.

Performance Testing Messenger was tested for performance in accordance wit
-Bench predetermined specifications.

Test results indicated that Messenger complies with its predetermined
specifications.

Conclusion Verification and validation activities were conducted to establish the
performance and safety characteristics of Messenger. The results of
these activities demonstrate that Messenger is safe and effective when
used in accordance with its intended use and labeling.

Therefore, Messenger is considered substantially equivalent to the
predicate device.
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Arumom Software, Inc.
c/o Mi. Thomas Kroenike
P~rinci pal Consul tant
Speed To N/larket. Inc. . . -

P.O. Box 30l18
Nederland, CO 80466

Re: K112047
Trade/Device Name: AmlcomulN Commutech NMessengerrM
Regulatory Number: 21 CFR 870.2300
Regulation Name: Cardiac Monitor (including cardiotachorneter and rate alarm)
Regulatory Class: [1 (two)
Product Code: 74 MSX
Dated: July 15, 2011
Received: July 18. 201 1

Dear Mi- Kroenke:

We have reviewed your Section 5 10(k) premnarket 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 (PN4A).
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
adulIteration.

If Your device is classified (see above) into either class IT (Special Controls) or class Ill (PMA),
it may be subject to additional controls. Existing major regulations affecting your device can be
fbund in the Code of Federal Regulations, Title 21. Parts 800 to 898. In addition, FDA may
publish further announcements concerning your device in the Federal Reister.



l'age 2 - iMr. Thomas Kroenike

[)lease be adv'isod that FDA's issuance of a substantial equivalence dete fl)nat ion (toes not mneanl
that FDA has made a determination that your device complies with other requLirements of the Act
or any Federal stat~ites anld reg LItationIs adm in istored by other Federal agencies. YOU Must
comply w~i th all the Act's requirements, inciiing, but not limited to: re i st rat ion andI listing, (2 1
C FR P~art 807); labeling (2 1 C FR Part 80 1 ); medic at device reporting (Ic 1) ing of mnedical
device-related adverse events) (2 1 C17R 803); good manufacturing practice icquircnwins as set
forth in the qualty[ sy'stemIs (QS) regultation (2 1 CF R Part 820); and i fappl icable, thre clec ionic
produict radiation conitrol provisions (Sections 53)1 -542 of the Act); 2 1 CFR 1000- 1050.

If you desire specific advice for your device on our labeling reglation (2 1 C1F1 Part 80 1), please
go to hittp://\vvww.i.(-), /AboLuLFDA/Ceniter-sOtfices/CDRI-L/CDRI-tLO'flCes/LICm II 15809.h1tm for
the Ceniter for Doevices and Radiologzical I-I atth's (CDRI-l's) Office of Compliance. Also, please
note the reUlation entitled. "Misbranding by recferecec to premiarket notification" (2 I C FR Part
807.97). For questions regarding the reporting of adverse events under the N'IR regulationl (2 1
CFR Part 803)). please go to
lhttp:H/v\.fdizov,/\,eclicat Devices/Safet\v/Relpor-tal~oblell/dle'aultt.html Ibr the CDRI-A s Office
Of Surveillance and Biomeicis/Division of Postmarket Surveillance.

YOU may obtain other genieral infoirmation on your responsibilities undelr the Act from [lie
Division of Sm~all N'tanu LfaCturer-s. International arnd ConIsumer Assistance at its toll -free number
(800) 638-204 1 or (30 1 796-7 100 or at its Internet address
hitti):/\y,\Vltuo v)/Medlical[Devices/ReSOL11'CeSfor1Yout/lIndLIStr'V/deCfaIt.ihtml.

Sincerely yours.

Brain D. u4fkerman, /I.
Director //~
Divisior/o'f 'Cardiovascular Devices
Office oY Device Evalu-ationl
Center for Devices and
Radiological 1-Icalth
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Indications for Use

5 10(k) Number (if known): K I I7-O'Y

Device Name: Amcomm Commtech Messeng erTM

Indications for Use: The intended use of the AmcomTM Commttech MessengerT 'm
(Messenger) is to provide an interface with clinical systems to
forward information associated to the particular event to the
designated display device(s).

For medical, near real time alarms, Messenger is intended to
serve as a parallel, redundant, forwarding mechanism to inform
healthcare professionals of particular medical related events.
Messenger does not alter the behavior of the primary medical
devices and associated alarm annunciations. The display device
provides a visual, and/or audio and/or vibrating mechanism upon
receipt of the alert.

Messenger is intended for use as a secondary alarm. It does not
replace the primary alarm function on the monitor.

Prescription Use X AND/OR Over-The-Counter Use _____

(Part 21 CFR 801 Subpart D) (21 CER 807 Subpart C)

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

Concurrm fCDRH, Office of Device Evaluation (ODE)

Division of Tdrriovpscular Dvr
510(k) Number U>4h
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