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CONFIDENTIAL tronic Safamor Danek
1800 Pyramid Place
@ Memphis. TN 38132
m ywwmedwronic.com
SOFAMOR DANEK fel 901.396.3133 fax 901.346.9738
Regulatory Affairs Department g% 800.876.3133

|
January 2, 2002 i

Ms. Nancy Pluhowski

Advisory Panel Coordinator

Food and Drug Administration ;

Parklawn Building (HF-10) !

5600 Fisher's Lane |

Rockville, MD 20857 P

RE: Amendment to PMA No. P00Q058 N
INFUSE™ Bone Graful T-CAGE™ Lumbar Tapered Fusion Device

Dear Ms. Pluhowsk:;

Per instructions from Mark Melkerson, we are enclosing one copy af the FDA
panel packet that has been redacted by Medtronic Sofamor Danek.: This is for

the upcoming InFUSE™ Bone GrafuL T-CAGE™ Lumbar Tapered Fusion Device
Orthopedic Advisory Panel meeting on January 10, 2002. !

As previously stated to FDA, Medtronic Sofamar Danek believes that the
informatian in the pane! packets is proprietary and confidential and should not be
released to the public prior to the panel meeting. We have provided this redacted
version, however, to comply with FDA's directive so that the premarket approval
process can continue. However, senior management aj Medtronig will continue to
discuss this issue with FDA. |

if you have any questions or need additional information, please contfac:t me or Bailey
Lipscomb, Ph.D. at (901) 396-3133, ,

Regards, .
Keckiorl Troloamn

Richard Treharne, Ph.D.
Senijor Vice President, Regulatory Affairs

ce: Chuck Swanson
Bob Kiepinski

When Life Depends an Medical Technology



Jan-04~-2002 04:18pm  From=CDRH FOI 301-584-4782 T-427 P.OOT/020  F-271

s —

i
|

In addition to the information that hat been redacted from this copy of the
FDA panel pack, we request that the | ollowing information be ragacted
f

totally from the releasable panel paur: 5

1) Memorandum from Barbara Bush, M.D,, dated 10/16/01 and igentified as
»Aftachment A — Supporting Studies/IDEs in addition to primary Safety and

Effectivenoss studies”.

2) Summary of the statistical review of PMA Amendment P000GSS, from
Telba Irony, mathematical statistician. j

i

I
These memorandum disclose data that are either proprietary in/pature or
still in the IDE phase of the study and not under review with this PMA.



