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510(k) Summary

Introduction According to the requirements of 2l CER 807.92, the following information
provides sufficient detail to understand the basis for a determination of
substantial equivalence.

1) Submitter Submitted by:
name, address, Disetronic Medical Systems AG
contact Kirchbergstrasse 190. Postfach

CH--3401 Burgdorf, Switzerland

United States Contact Person:
Scott Thiel
Roche Diagnostics
9115 Hague Road
Indianapolis, Indiana 46250
317-521-3362
scott~thiel~oroche.com

Date Prepared: October 29, 2004

2) Device name Proprietary name: D-TRONplus
Common name: Insulin infusion pump and accessories
Classification name: Pump, infusion, insulin
Product Code: LZG

3) Predicate We claim substantial equivalence to the following legally marketed insulin
device infusion pumps:

Disetronic D-TRONplus Insulin Infusion Pump (K#02283 1)

4) Device The D-TRONplus Insulin Infusion Pump is an external, portable insulin pump
Description designed for continuous delivery of insulin. The design allows settings of 0.0

to 25.0 units in 0.1I unit increments of UlOO0 insulin per hour in basal rates and
up to 25.0 units of U 1 00 insulin per bolus in 0. 1. 0.2, 0.5, or 1.0 unit
increments.

Continued on next page



510(k) Summary, Continued

5) Intended use The Disetronic D-TRONplus Insulin Infusion Pump is intended for the
controlled delivery of insulin as prescribed by a physician.
It is indicated for patients with insulin dependent Diabetes Mellitus who do
not have optimum blood glucose control on conventional insulin injection
therapy. Patients for insulin pump therapy must be highly motivated to
perform self glucose monitoring on a frequent and regular basis. They must
be able to adjust their insulin supply to varying needs depending on actual
blood glucose levels, planned meals, physical activities, etc. Patients must be
capable of operating the pump. They must also have access to the educational
training, support, and follow-up of health care professionals experienced in
insulin pump therapy.

6) Data Testing of the D-TRONplus demonstrated that the device meets the
demonstrating requirements for its intended use. The data also demonstrates that the D-
substantial TRONplus is substantially equivalent to the predicate device.
equivalence




