
DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

PACE Medical, Inc.
c/o Mr. Robert C. Mace

Quality Assurance and Regulatory Affairs
391 Totten Pond Road

Waltham, MA 02451

JUN 1 2011

Food and Drug Administration
10903 New Hampshire Avenue
Document Control Room -WO66-G609
Silver Spring, MD 20993-0002

Re: K011980

Trade/Device Name: Models4820 and 4825 Pacing Adapters
Regulation Number: 21 CFR 870.3600
Regulation Name: External Pacemaker Pulse Generator
Regulatory Class: III (three)
Product Code: DTE

Dated: June 20, 2001
Received: June 25, 2001

Dear Mr. Mace:

This letter corrects our substantially equivalent letter of September 12,2001.

We have reviewed your Section 510(k) premarket notificationof intent to market the device
referenced above and have determined thedevice is substantially equivalent (for the indications
for use stated in the enclosure) to legally marketed predicate devicesmarketed in interstate
commerce prior to May 28,1976, the enactment date of the Medical Device Amendments or to
devices that have been reclassified inaccordance with the provisions of the Federal Food, Drug,
and Cosmetic Act (Act) that do not require approval of apremarket approval (PMA). You may,
therefore, market thedevice, subject to the general controls provisions of the Act. The general
controls provisions ofthe Act include requirements for annual registration, listing of devices,
good manufacturing practice, labeling, and prohibitions against misbranding and adulteration.

If your device is classified (see above) into either class II (Special Controls) orclass III (PMA), it
may be subject to additional controls. Existing major regulations affecting your device can be
found inthe Code of Federal Regulations, Title 21, Parts 800 to 898. In addition, FDA may
publish further announcements concerning your device in the Federal Register.






