
81/644
ATTACHMENT C Auk 10 mi

Summary of Equivalence Data for the Modified Medtronic®
Classix™ Models 8436/8437/8438 Pulse Generators

Summary of Equivalence

I. General Information

Device Generic Name: Implantable Pacemaker Pulse
Generator

Device Trade Name: Classix1" Models 8436/8437/8438
Pulse Generators

Applicant's Name and Address:
Medtronic, Inc.
7000 Central Avenue N.E.

Minneapolis, MN 55432
510(k) Number:

II. Description of the Diseases and Conditions for Which
the Modified Classix1" Pulse Generators are Indicated

The indications for the modified Classix pulse genera-
tors are identical to the indications for the commer

cially available Classix pulse generators. General
indications for permanent ventricular pacing include
the following:

• Long-term therapeutic control of heart rate in
patients with second degree (usually Mobitz Type
II) and third degree A-V block

• Sick sinus syndrome
• Certain drug-resistant tachycardias
• Complete A-V block and certain bifascicular blocks

following acute myocardial infarction
• Intractable congestive heart failure, bradycardia

angina, and cerebral or renal insufficiencies ben
efitted by pacing

• Atrial fibrillation with slow ventricular response

General indications for permanent atrial pacing include
the following:

• Sinus arrest

• Sinus bradycardia
• Sick sinus syndrome (bradycardia-tachycardia syn

drome)

Noncompetitive pacing is the indicated pacing mode in
the presence (or likelihood) or competitive rhythms.

III. Device Description
A discussion of equivalence between the current Classix
and modified Classix pulse generators is provided below,

Design
The modified Classix pulse generators are identical to
the current Classix pulse generators except that a trim
resistor on the hybrid circuit is trimmed such that the
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