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Trade/Proprietary Name: GlobalCardio

Classification Name: Medical magnetic tape recorder (21 CFR 870.2800,
Product Code DSH)

Common Name: Health monitoring data management device

Intended Use:
GlobalCardio is intended to be used as a data management tool for cardiologists, general
practitioners, cardiac or ECG technicians, nurses, monitoring service technicians, and
other cardiac related institutions or care givers to store, retrieve, communicate and report
ECG and ECG data acquired from a variety of ECG sources including single and multi-
lead ECG devices. GlobalCardio includes a QRS Algorithm that will analyze the 12 Lead
ECG and produce measurements of the ECG recording as well as textual interpretation.

GlobalCardio will be accessed over the Internet and data will be stored at either the client
site or at the central GlobalCardio data warehouse. Data will be secure, and with separate
data stores for each client. Users will be able to access specific modules for managing
patient cardiac related data such as arrhythmia data that fit their patients' needs.
GlobalCardio is intended for use in clinics, hospitals, physician's offices, or anywhere a
medical doctor deems appropriate. GlobaiCardio does not offer diagnosis or medical
alarms. It is intended that competent human intervention be involved before any impact
on health occurs. Clinical judgment and experience are used to check and interpret the
data.
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Device Description:
GlobalCardio is a cardiology software product, delivered over the web using the
Application Service Provider (ASP) model. UlobalCardio operates on IBM compatible
PCs and runs within an Internet browser, Microsoft Internet Explorer. UlobalCardio
operates as a client server application. GlobalCardio presents an interface for health care
professionals to input, store, query and output data from a centrally hosted, or client
based relational database.

The product is a web-based database system for the secure storage of all aspects of a
patient's cardiology record including: arrhythmia follow-up and diagnosis, trans-
telephonic pacemaker follow-up, implantable cardioverter defibrillator (LCD) follow-up,
in-clinic follow-up, 12 Lead ECG testing, cardiac rehabilitation data, stress test data
pathological diagnosis, ECGs, ECU information, clinical history, physician notes, clinical
history and associated reports and queries.

GlobalCardio is a comprehensive ECU management system. GlobalCardio is sold in two
ways:

" Per-use or fee-for-service. Software is not shipped and installed, but instead customer
accounts are set up for access and record management from the centrally hosted web
application. Login IDs and passwords are created for each authorized client.
Databases reside in the secure, firewall protected, warehouse at the application host
site.

* Technology licensing. GlobalCardio technology is licensed to another company
which then hosts a complete service, as described above, including secure data
warehousing.

All activity on GlobalCardio is recorded by User ID. User IDs are provided for each
customer to access their own secure database(s).

GlobalCardio is designed as a multi-user system capable of supporting large volumes of
simultaneous users.

Data can be entered via keyboard, mouse, bar code reader, sound card, serial port, or
IrDA port, and stored to and retrieved from any computer media. Information can be
displayed on the computer monitor or printed.

GlobalCardio is not a life-supporting or life-sustaining system. It is intended that
competent human intervention be involved before any impact on health occurs. Clinical
judgment and experience are used to check and interpret the data.

The purpose of this submission is to include the 12 Lead ECU and Digital Device
Integration modules.

Predicate Device: UlobalCardin (K013354)
CardioView 32 Review Module (K083321)



Substantial Equivalence:
The proposed device is substantial equivalent to the GlobalCardio (K03 3037) device. The
proposed device has t similar intended use technological, and design characteristics as the

predicate devices. Any minor differences do not introduce new issues of safety or
effectiveness.

Performance Testing:
Verification and validation activities related to the device modification were performed
on the applicant device, and the predetermined acceptance criteria were met in all cases.

The activities included scenario validations, report viewing and customization testing,
algorithm confirmation testing, and device functional testing.

Conclusion:

The results of the non-clinical performance testing and device comparison demonstrate
that the device is as safe, as effective, and performs as well as or better than the predicate
device.
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Reguliation Name: Mvedical magnetic tape recorder
Regulatory Class: Class I1
Product C ode: DSI-. D13S
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Dear NMr. Ward:

We have reviewed your Section 5 10(k) premarket notification of intent to market the devicereferenced above and have determined the device is substantially equivalent (for the indicationlsfor Use stated in the enclosure) to legally marketed predicate devices marketed in interstatecommerce prior to May 28, 1976, the enactment date of thle Medical Device Amendments, or todevices that have been reclassified in accordance with the provisions of thle Federal Food, Drug,and Cosmetic Act (Act) that do not require approval of a prernarket approval application (P'MA).YOU may. therefore, market the device, sub ject to the general controls provisions of the Act. Thlegeneral controls provisions of the Act i n~lcle requL~irements for annual registration, listing ofdevices, good m1anuLfa1cturing practice, labeling, and prohibitions against misbranding andadulteration. Please note: C DRHI does not eVa I nate in formation related to contract liabi lity'warranties. We rei id you, however, that device labeling nMotst be truthful and not m isleadingi.

If y'our device is classified (see above) into either class 11 (Special Controls) or class Ill (PMIA). itmay be subject to additional controls. Existing major regulations affectinlg your device can beflounld in the Code of Federal Regulations, Title 2 1 . Parts 800 to 898. fIn addition, FDA miaypublish further annIoLCRincmets conceiring your device in the Federal Rgister.
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Please be advised that FDA's ISSu~ance of a substantial equli valence determination does not mleanl
that FDA has made a determinationl that y'ourI device complies with other reqluiremenlts o I the Act

or anyv Federal sttites and reguILlations administered byohrFderal agencies. YOU mtll
comply w\ith all thle Act's requiremenlts, inluLding, butl no0t limlited to: reg-istration and listing (21
C171 Part 807): labeling (21 CFR P)art 801): medical device reporting (reporting of moedical
device-related adverse events) (2 1 CUR 803);: good mianufacturin~g practice requirements as set
forth inl thle quality systemls (QS) regulation (21 CUR Part 820); and if applicable, the electronic
prodcIIt radiation control provisions (Sections 53 1-542 of the Act); 21 CUR 1000-1050.

If youI desire specific advice For your device onl our labeling regullationi (21 CUR Part 801I), please
no to hitti)://\\wv". fdla.uov/Ab~ottUDA/Cenlter-sOffices/ CDRf-I/CDRIIOfiices/LucmII 5809.hitm for
the Center for- Devices and Radiological H-Lelthi's (CDRI-I 's) Office of Compliance. Also, please
nlote thle reulationl entitled, Mivisbranding by re ference to premarket nodification" (21 CIT Part
807.97). For questionls regarding the reporting ofadverse events under thle M/DR regullationl (21
CUR Part 803)), please go to

Idi :/wx~w. da.uovN~e icl Dv ies/afev/Rpora~rble/defaut. dm or- the CD RI-I's 0ffice
of Surveillance and Biomeitrics/Division of Postmlarket Surveillance.

)YOul may obtain other general information Onl y;our responsibili ties under thre Act from thle
Division of Small Maiu.falctUrers. International and ConIsumer Ass istance at its to Il-free num11ber
(800) 638-2041 or (301) 796-7100 or at its Internet address

htt://ww~da~ovN~eica~cvc~s/ResoreefoYo LI/1CI ndstrv,/dIe fb I~t. 1dmi.

4- ~am D. Zuckerman. M.D.
Director
Division of Cardiovascular Devices
Office of IDevice Evaluation
Center for Devices and

Radiological Health

Enclosulre



Indications for Use

5 10(k) Number (if known): Kil 1320

Device Name: GlobalCardio

GlobalCardio is intended to be used as a data management tool for cardiologists, general
practitioners, cardiac or ECG technicians, nurses, monitoring service technicians, and
other cardiac related institutions or care givers to store, retrieve, communicate and report
ECG and ECG data acquired from a variety of ECG sources including single and multi-

lead ECG devices. GlobalCardio includes a QRS Algorithm that will analyze the 12 Lead

ECG and produce measurements of the ECG recording as well as textual interpretation.

GlobalCardio will be accessed over the Internet and data will be stored at either the client

site or at the central GlobalCardio data warehouse. Data will be secure, and with separate
data stores for each client. Users will be able to access specific modules for managing
patient cardiac related data such as arrhythmia data that fit their patients' needs.
GlobalCardio is intended for use in clinics, hospitals, physician's offices, or anywhere a
medical doctor deems appropriate. GlobalCardio does not offer diagnosis or medical
alarms. It is intended that competent human intervention be involved before any impact
on health occurs. Clinical judgment and experience are used to check and interpret the
data.

Prescription Use: X AN/R Over-The-Counter Use: __

(Part 21 CFR 801 Subpart D) AN/R (21 CFR 807 Subpart C)
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