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February 18, 1998

Dockets Management Branch (HFA-305)
FDA

12420 Parklawn Drive

Room 1-23

Rockville. MD 20857

Dear FDA,

| would like to take this opportunity to introduce you to Custom Trailerwerks, Inc. Established in 1997, to
provide experienced alternatives to the mobile industry. We provide new, remanufactured, and remodeled
vehicles for the Medical, TV Broadcasting, and Racing industries.

Custom Trailerwerks' professionalism is based on the principles of customer service and artisanry. As a
FDA registered (9032655) facility, as well as our twenty years of experience in this field, assures our
customers of the best return on their mobile equipment dollar. We are dedicated to creating the perfect
mobile working environment, by combining state-of-the-art products, the highest quality workmanship,
and attention to your individual needs. We offer complete design and drafting services for any type of
mobile project. In short, we are the problem solvers in the “High-Tech” mobile industry.

| find it interesting that your request for comments, Medical Imaging February 1998 (page 12), is followed
by “FDA reissues X-Ray documentation guidelines’ (page 19). This has long been a method commonly
used by Manufacturer'sto LIMIT competition and competence in the medical Service & Remanufacturing
industry. 1S0 participation requires, for safety sake, manufacturers to make this information available.

So it is, that by withholding this information these manufacturers are DIRECTLY controlling who
competes in the Remanufacturing industry, despite it's anti-competitive nature and safety issues. In the
economics of today’ s healthcare industry, that islike the fox gaurding the hen house. BUT, IT IS
REGULATED.

If you have any questions, you may contact me at (503) 606-0846.

Sincerely,
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