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ESPE is submitting a 510(k) premarket notification for its
3-component resin tooth bonding system, tradenamed EBS® (ESPE
Bonding System). The EBS® System is intended to bond composite
materials to the tooth structure, and is composed of an etching
gel, primer and bonding agent. The etching gel used in the EBS®
System is ESPE's 510 (k) cleared MiniTip Etching Gel (K810266),
and the bonding agent used in the EBS® product is ESPE's 510 (k)
cleared Pertac® Universal Bond (K904289), tradenamed EBS® Bond.
The primer used in the EBS® product, tradenamed EBS® Primer, is

( substantially equivalent to the primer in 3M's Scotchbond™ Multi-
PurpoéerDental Adhesive System (K920424). Both products have

identical ingredient compositions and the same intended uses.

To support substantial equivalence to 3M's predicate
product, the shear bond strength of the EBS® System has been

compared to that of the Scotchbond™ Syétem.

ESPE's 510(k) has been submitted on June 24, 1996, by Dr.

Barbara Wagner at Am Griesberg 2, D-82229 Seefeld, Germany (011-

49-8152-700395) .
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