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Dockets Management Branch (HF A-305)

U.S. Food and Drug Administration

5630 Fishers Lane, Rm. 1061

Rockville, MD 20852

Dear Sir/Madam:

I recently became informed of the FDA’s intention to
potentially reclassify implantable spinal cord stimulators from
a class III to class II device. I would like to add my
opposition to this move as I think it may result in serious
consequences regarding patient safety.

As you are undoubtedly well aware, spinal cord stimulator
devices may be extremely complex. In fact, the devices can
be as complex as some of the procedures that are required to
implant them and maintain them on a chronic basis. I am
deeply concerned that the FDA’s reclassification of this type
of implant to a class II device may result in inferior products
being brought to market that at the very lease would be
flawed and ineffective and at the worst could potentially
cause serious patient harm. I bring this up since a large
portion of my practice is devoted to treatment of patients with
chronic pain and as such I implant a substantial number of

spinal cord stimulator devices on an annual basis.

In summary, I unequivocally believe that reclassifying these
devices will compromise the integrity of this type of therapy
and may seriously jeopardize patients for whom this therapy
may be applied. Furthermore, I believe the FDA
classification of level III along with the corresponding
premarket approval is imperative to protecting safety of
patients who are implanted with these systems.
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Thank you very much for your consideration of my
comments, if you have any further questions please do not
hesitate to contact me at 843-792-5650.

Sincerely,

Richard K. Osenbach, M.D.
Assistant Professor

Department of Neurological Surgery
MUSC
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United States Shipping

Complete applicable white sections of the U.S. Airbill. Sign and
date the Airbill at the Sender’s Signature line. Please press hard.

. Peel off protective covering from back of Airbill.

Affix Airbill to envelope within dotted lines shown.

. When using a Drop Box — follow special instructions on

the Drop Box.

International Shipping

{Includes Canada & Puerto Rico)
To help ensure legibility of this multiple-part form, please type

Complete applicable sections of the International Express Airbill.
Sign and date the Airbill at the Sender’s Signature line.

Place Airbill and necessary documentation in plastic sleeve.

Seal sleeve.

Peel off backing of plastic sleeve.

Affix plastic sleeve to envelope.

Retain bottom copy of Airbill for your files.

Limitation on Contents

The maximum acceptable contents of a Letter Express are forty (40)
8-1/2 x 11 pages. If the gross weight of the contents, envelope and
airbill exceeds 1/2 pound, the next higher rate will apply. Contents
must be of a size and shape which fit the envelope and allow it to be
securely sealed without damage. Cash or cash equivalent should not
be shipped. Items of high intrinsic value should not be shipped in
Letter Express packaging.

Limitations of Liability

Liability of Airborne Express is limited on Letter Express to $100.00
U.S.D,, unless a higher value is declared for carriage on our airbill.
The maximum declared value on the Letter Express is $500.00 U.S.D.
Airborne Express shall not be liable in any event for special,
incidental or consequential damages, including but not limited to loss
of profits or income. Services are provided as defined in the current
Airborne Express Service Guide (subject to change without notice).
Copies are available upon request.

To reach your local CUSTOMER SERVICE CENTER call 1-800-AIRBORNE (1-800-247-2676) U.S. only.




