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Cardiac Rhythm Management

4100 Hamline Avenue North
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May 15, 2008

Federal Communications Commission
Office of Engineering and Technology
7435 Oakland Mills Road

Columbia, Maryland 21046

Re:  Waiver Order DA 07-3160 and Notice of FDA Approval on May 8, 2008 for COGNIS 100-D
and TELIGEN 100 devices (ESCCRMN11906)

Federal Communications Commission:

The FCC waiver Order (DA 07-3160) released on July 11, 2007 specifies at paragraphs 8 and 15 that
Boston Scientific shall, in connection with its application for equipment certification (FCC ID
ESCCRMN11906), provide to the Commission the date of final FDA approval of Boston Scientific’s
COGNIS 100-D and TELIGEN 100 devices (to align the FCC waiver term with FDA approval).

Final FDA approval for the first devices in the COGNIS 100-D and TELIGEN 100 device series was
received on May 8, 2008." A redacted version of the FDA approval letter is attached.

Please contact me with any questions.

Sincerely,

M%

Mark Strong

Director, Engineering Design Services
Boston Scientific CRM

(651) 582-3129

2

' Under the ordering clause in paragraph 14 of the waiver Order, the three year term of the waiver shall commence on the
date of FDA approval for the first device in each device series, because the FDA submission was made prior to March 31,
2008.

2T am now the manager with oversight of FCC regulatory compliance for CRM devices.



