A final order reclassifying shortwave diathermy (SWD) intended for
adjunctive use in the palliative treatment of postoperative pain and
edema of soft tissue by means other than the generation of deep heat
within body tissues, a preamendments Class III device, into class I1, and
renaming the device “nonthermal shortwave therapy” (SWT), was
published on October 13, 2015. See here:

https://www federalregister.gov/documents/2015/10/13/2015-
25923/physical-medicine-devices-reclassification-of-shortwave-
diathermy-for-all-other-uses-henceforth-to

While the device submitted and cleared through K882816 may serve as a
valid predicate device for a new SWT device, please refer to the
aforementioned final order for current regulatory requirements for this
device type.
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Food and Drug Administration
8757 Georgia Avenue
Silver Spring MD 20810

Re: KB8B82816
pulsar EM (Shortwave Diathermy tnit)
Mr. Larry Inman

President

Apex Medical inc. Regulatory Class: 1II
990 Dillman Road Dated: February 28, 198°
Martinsville, Indiana 46151 Received: March 6, 1989

Dear. Mr. Inman:

We have reviewed your Section 510(k) notification of intent to market the
device referenced above and we have determined the device is substantially
equivalent to devices marketed in inters-ate commerce prior to May 28, 1976,
the enactment dat. of the Medical Device Amendments. You may, therefore,
market the device, subject to the general controls provisions of the Federal
Food, Drug, and Cosmetic Act (Act). The general controls provisions of the
Act include requivements for annual registration, listing of devices, good
manufacturing practice, and labeling, and prohibitions against misbranding and
adulteration.

If your device is classified (see above) into either class II (Performance
Standards) or class III1 (Premarket Approval) it may be subject to such
additional controls. Existing major regulations affecting your device can be
found in the Code of Federal Regulations, Title 21, Parts 800 to 895. 1In
addition, the Food and Drug Administration (FDA) may publish further
announcements concerning your device in the Federal Register. Please note:
this response to your premarket notificazion submission does not affect any
obligation you might have uncer the Radiation Control for Health and Safety
Act of 1968, or other Federal Laws or Regulations. ’

This letter immediately will allow you to begin marketing your device as
described. An FDA finding of substantizl equivalence of your device to a
pre—amendments device results in a clas<ification for your device and permits
your device to proceed to the market, but it does not mean that FDA approves
your device. Therefore, you may not promote OT in anyway represent your
device or its labeling as be:ng approved by FDA. If you desire specific
advice on the labeling for your device please contact the Division of
Compliance Operations, Regulatory Guidance Branch (HFZ-323) at (301) 427-8040.
Other general informatioa on your responsibjlities under the Act, may be
obtained from the Division of Small Manufacturers Assistance at their toll
free number (800) 638-2041 or at (3G1) 443 6597,

“{rcerely yours,

O ALy BT CORY ANALABLE

zar. A. Larson, Ph.D.

2 rector, Division of Surgical
and Rehabilitation Devices

1fflce of Device Evaluation

Cen-er for Devices and l
Ridiological Health



