
K o~01 I 7.

Attachment F 006

510(k) Summary
As Required by 807.92

For ViTelCare TM C-Turtle Patient Monitoring System
Prepared on March 9th, 2006

Submitted By: ViTel Net
8201 Greensboro Drive, Suite 600
McLean, VA 22102

Tel. (703) 448-0999 Fax: (703) 749-9559

Contact Person: Allen Izadpanah
President and Chief Executive Officer

Device Trade Name: ViTelCareTM C-Turtle Patient Monitoring System

Common Name: C-Turtle Patient Monitoring System

Classification: Not Classified

Predictive Device: ViTelCareTM Patient Monitoring System (K04058 1)
ViTelCareTM Turtle 800 Patient Monitoring System
(C040283)
ViTel CareTM Turtle 400 Patient Monitoring System
(K043368)

Manufactured By: ViTel Net
221 Elizabeth Street
Utica, NY 13501

Description of The Device: The ViTelCare rM C-Turtle Patient Monitoring System is a
PC based Telemedicine system adapted to the collection, management, and
communication of patient monitoring data from home and group care environments.

Intended Use For This Device: Indications for Use: ViTelCare TM C-Turtle Patient
Monitoring System is intended to be a communication tool for an in-home patient that
acquires, accumulates, and transmits vital signs information, self-assessment of physical
condition, and other physiological data to a healthcare practitioner located remotely from
the patient. The patient information is received and stored on the MedVizerTM ViTelCare
Call Center where a qualified healthcare practitioner can review the patient information
and data. The healthcare practitioner can contact the patient directly through a
videoconference connection when desired. The communication connectivity between
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patient and healthcare practitioner is via a standard public telecommunications utility to
the Internet. Decisions concerning diagnosis and treatment are to be performed by
qualified healthcare professionals.

Substantial Equivalence to Predicate Device: The ViTelCare TMC-Turtle Patient
Monitoring System is virtually identical to the ViTelCare TM Turtle 400 Monitoring
System with addition of videoconference functionality of the Turtle 800. There are no
technical differences with any implications for safety and effectiveness. The labeling of
ViTelCare TMC-Turtle Patient Monitoring System includes extensive protocols for
monitoring patients with medical conditions. These have been derived from guidelines
published by the VA, DoD, and other national organizations.
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DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

Food and Drug Administration
9200 Corporate Boulevard
Rockville MD 20850

AR 1 92MU6

Vi~cl Net
c/o Mr. Allen lzadpanah
President and Chief Executive Officer
8201 Greensboro Drive, Suite 600
McLean, VA 22102

Re: K060712
Trade Name: ViTelCare TM C-Turtle Patient Monitoring System
ReIIIulation Number: 21 CFR 870.2300
Reuu ilaion Namre: PlhvsiologicaltPaitient Nli oitor (withiout airrhvthmIai idetectionior Mlaimls)
Regultatory C lass: Class II (two)
PirodtICt Code: NMWXI
1)ated: March 16. 2006
Receiv ed: March 16. 2005

De)ar Mr. I zadpanah:

We have rev iewed your Section 5 I10(k) premnarket flotiflictition of intent to market the device
referenced above and have determined the dev ic~e is su~bstantialII lvcclLii valent (for the i nd icati ors
tor uIse stated in the enclosure) to legally marketed predicate dev ices 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~ a'pp)roval of a premnarket approval application (P'MA).

You irav, therefore, market the device, subject to the general controls provisions of the Act. 'I li
iteneral] controls provisions of the Act include req ~iremenCItS tlr alnnual rc-istration. li sti n of'
ICV ices, c-OOd man tithe atUring practice. labeling- and prohi bit ions a cain sti i sbirand i ng and

adulterationl.

If yomr dev\ice is classified (see aebov)\ into either class II (S pecial Controls) or ckiss IlI (PlNIA . it

ir1a> be suIbjeCt to 10such add itionalIC conrols. FXi Stin II majorII ~' redulations aitect IImI \OLirI dev ice can
bie lkriid iii the (ode at Federal RenuIltions.01 Wile 21. PaltS 81)0 to 898. In aIddition. F1)/ iraN
publish furltherI announcemnents concrriins ym, our dev ice in thle Federal] Reci6ster.



Page 2 - Mr. Allen Izadpanah

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 provisions (Sections 531-542 of the Act); 21 CFR 1000-1050.
This letter will allow you to begin marketing your device as described in your Section 510(k)
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 the market.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please
contact the Office of Compliance at (240) 276-0120. Also, please note the regulation entitled,
"Misbranding by reference to premarket notification" (21CFR Part 807.97). You nay 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) 443-6597 or at its Internet address http://wwwfAjda.ov/cdrh/industrv/support/index.lmnl.

Sincerely yours,

Brain D. Zuckcrnan, M.D.
Director
Division of Cardiovascular Devices
Office of Device Evaluation
Center for Devices and

Radiological Health

Enclosure



Attachment B

Indications for Use

5 10(k) Number (if known): ~ OVO" i 2-[

Device Name: ViTelCare I'm C-Turtle Patient Monitoring System

Indications for Use: ViTelCareWM C-Turtle Patient Monitoring System is intended to be
a comnYtlnication tool for an inl-onme patient that acquires, accumulates, and transmits
vital signs information, self-assessment of physical condition, and other physiological
data to a healthcare practitioner located remotely from the patient. The patient
information is received and stored on the McdVizr 7 M ViTclCare Call Center where a
(qu alified healthcare practitioner can review the patient information and data. The
healtIcare practitioner can contact thle ationit dircotly thtroLugh i a vicdeocon ferciCe
connection whonii desired. TICe ccuicn inoin a 1nn C01) owi itiV hotwee n patielt and
healthcare practitioner is via a stanldard public tclecomimnications utility to the Intomnet,
Decisiois conic/iuii dciauiists anid trcatilele arc/ to 1C iI feinield by qualified eicatihcarc
plol'essionals.
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