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(b)
 (b)(4) 



K. Certifications/Statements/Standards Met


Summary of Safety and Effectiveness page 14

Truthful and Accurate Statement page 12

Indications for Use page I


L. Predicate Devices


EdenTec Model 3711 Digital Recorder K910870

Grass Model 7P511 High Performance Amplifier


in. Correspondence


On December 4, 1996 Lisa Jones was informed that this submission would be placed on phone hold for

electrical safety testing and software test results.


IV. Substantial EUuivalenc


V. Recommendation


I believe that additional information is required to determine substantial equivalence


C, Lu ý1 40u TY11 Y) 12 4 Iq to

ClkAty Foreman
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VLocal Silence, Inc.


FEDERAL EXPRESS


September 9, 1996


U.S. Food and Drug Administration

Center for Devices and Radiological Health

Office of Device Evaluation

5 1 0(k) Document Mail Center (HFZ-40 1)

9200 Corporate Blvd.

Rockville, MD 20850


Dear Sir or Madam:


ý73


r-0


cr`ý


C=

C.0


510(k) Notification

Silent Nightrm I


Enclosed is the 5 1 0(k) Notification for the Silent Night 1, the first in a series of ventilatory

effort monitors manufactured for Local Silence, Inc.


This 5 1 0(k) Notification follows the recommended format and content of the "Draft Guidance

for Format and Content for PreMarket Notification (5 1 0(k)) Submissions" issued by the

Division of Cardiovascular, Respiratory and Neurological Devices, December 6, 1994.


Please contact this office if further information is required.


Sincerely,


Tony Matouk, President

Local Silence, Inc.


Lisa S. Jones, RAC

Regulatory Affairs Consultant


935 Fremont Avenue, Suite 115 Los Altos, California 94024 Telephone: (415) 917-9130 FAX:(415)917-9132

). "N 
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