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MEMORANDUM

DATE: SEPI 102001

TO: The Record

FROM: Kent A. Berthold, Consumer Safety Officer
Cardiovascular and Neurological Devices Branch, DOE
III, OC, CDRH-
Thru: Christy Foreman, Acting Deputy Director, DOE

RE: P830061/S032, P850089/S047, P890003/S064,
P900061/SO45,Q,.920O15/SQA3~e P930039/Solo,
P950024/S004, P9§t0l6/S'019, and P980050/S007
Medtronic Pacing Leads
Received: July 17, 2001

FIRM: Cardiac Rhythm Management
Medtronic, Inc.
7000 Central Avenue NE
Minneapolis, Minnesota 55432

On July 17, 2001, we received a 30-Day Notice from Cardiac Rhythm
Management, -------ic, Inc. regarding a change in the supplier of
------------------

COMPLIANCE REVIEW

Our review determined that the applicant had submitted adequate
data to demonstrate that the change in the manufacturing process
was conducted in accordance with the Quality System Regulation.

ODE REVIEW

The ODE review determined that the firm submitted sufficient
information to address safety and effectiveness issues for the
change in the manufacturing process. A copy of ODE's review is
attached.-

CONCLUSION

As a result of the review of the 30-Day Notice by OC/ODE, it was
decided that a 135-Day Supplement is not required. A copy of the

1

------- (b)(4)



letter sent to the sponsor is attached.

Kent A. Berthold

Attachments:
ODE's review
Letter sent to sponsor
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Prep:KABerthold:8-30-01
Reviewed:CForeman:
Final:kab:

Original:
30-Day Notice File

bcc:
HFZ-306 (Comella)
HFZ-340 (Foreman, 3)
HFZ-341 (Berthold, Firm File)
HFZ-402 (Nguyen, Wolanski)
HFZ-450 (Donelson)

Tracking
C:\MY DOCUMENTS\LETTER\30-DAY NOTICE, REVIEW MEMORANDUM,
MEDTRONIC
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Berthold, Kent A. _ _ _ __ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _

From: Donelson, Jan
Sent: Tuesday, August 07, 2001 5:14 PM

0: Foreman, Christy; Berthold, Kent A.
.,ubject: P8300611S032, P850089/3047, P890003/3064, P900061 /S045, P92001 5/S023,

P930039/SOlO, P950024/3004, P980016/3019, and P980050/3007

Christy and Kent -

Re: P8300611S032, P8500891S047, P8900031S064, P9000611S045, P920015IS023, P9300391S010,
P9500241S004, P9800161S019, and P980050/S007
Medtronic Pacing Leads
Received: July 17, 2001

DCRD has reviewed the above document, as well as your draft letter --- ----- -------------- -- garding this 30-
Day Notice requested an evaluation of the change in the supplier of --------------------------- We have no
unresolved concerns regarding safety and effectiveness issues.

In addition, we find your letter acceptable far issuance with modification as tracked in the letter on the
L drive.

If you have any questions, please contact me at ------------- --------- 

---- -------------- 
------------- ----------- ---- ------------ -------------- 
----------- --- -------------------- ----- ---------------- ---------- 
-------- --- ---------- -------------- 
--------- ---- ----------- ----- ----------------- -------- 
------- ----- ------- ------------------- 
--------------------- 
------- ------------- ------ ----- 
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DEPARTMENT OF HEALTH & HUMe t SERVICES Put .Health Service

Food and Drug Administration
9200 Corporate BoulevardAUG 8 2001 Rockville MD 20850

Kristy K. Mollner, RAC
Product Regulation Manager
Cardiac Rhythm Management
Medtronic, Inc.
7000 Central Avenue NE
Minneapolis, MN 55432

Re: P830061/S032, P850089/S047, P890003/S064, P900061/S045, P920015/S023,
P930039/S010, P950024/S004, P980016/S019, and P980050/S007
Medtronic Pacing Leads
Received: July 17, 2001

Dear Ms. Mollner:

The Center for Devices and Radiological Health (CDRH) of the Food and Drug
Administration (FDA) has evaluated your premarket approval application (PMA) 30-day
Notice. The 30-day Notice requested an evaluation of the change in the supplier of
---------------------- 

Based on the information submitted, FDA has determined that submission of a 135-day
PMA supplement is not required.

If you have questions concerning the letter, please contact the Field Programs Branch at
(301) 594-4695 or the PMA Staff at (301) 594-2186.

SinuretyI ./fS

Director, Premarket Approval
Application Program

Program Operations Staff
Office of Device Evaluation
Center for Devices and

Radiological Health
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