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Indications for Use Sas PRA Statemant baiow.
S10{k) Number (f Anawn)
K1%2553
Device Name
Trmo-Pathwire

i for Use (Ix
The Inno-Pathwire is intended to facilitate the placement of balloon dilatation catheters during percutancous transhaminal
coromary angioplasty (PTCA) and percutancous transluminal angioplasty (PTA).

Type of Use (Select one or both, 83 appicetie)
[ Prescripton Use [Part 21 CFR 801 Subpart D) [ Ovar-The.Counter Usa (21 CFR 801 Subpart C)

CONTINUE ON A SEPARATE PAGE IF NEEDED.

This section applies anly to requirements of the Paperwork Reduction Act of 1585
‘DO NOT SEND YOUR COMPLETED FORM TO THE PRA STAFF EMAIL ADDRESS BELOW.*

The burdan lirmes Sor this collaction of information is estmated to average 78 hours per response, including the
U 10 review instructions, search ewsting data sources, gather and maintain the dela needed and complete
and review the collection of mformation. Send comments regarding this turgen esbmate or any ofer aspect
of this information collection. including suggestions for reducing this burden, to!

Dapartment of Health and Human Services

Food and Drug Admimistration

Office of Chief Informatian Céficer

Pasporwark Reduction Act (PRA) Staff

PRASaff@fda his gov

“An agency may nol conduct or sponsoy, and 8 pevson is not required fo respond to, a collaction of
wformabon unless it displays & corrently valkid OME number.*
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