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4. 510(k) Summary 

Prepared December 13,2002 

TRADE NAME 

GENERIC NAME 

CLASSIFICATION 

______ 

UltraFlowTM HPC Flow Directed Micro Catheter 

Flow Directed Micro Catheter 

Class I1 (2 1 CFR 870.12 10) 

SUBMITTED BY 
~~ 

Micro Therapeutics, Inc. CONTACT Bill Ilyatt 
2 Goodyear Regulatory Affaii s 
Irvine, CA 9261 8 (949) 837-3700 

PREDICATE 
DEVICE@) 

Modified FlowRiderTM Flow Directed Micro Catheter (KO1 0004), cleared 
February 13,2001. 

DEVICE 
DESCRIPTION 

INDICATIONS FOR 
USE 

The UltraFlowTM HPC Flow Directed Micro Catheters are single-lumen, endholc 
catheters designed for the subselective infusion of physician-specified 
pharmacologic agents or contrast media in tortuous, distal vessels. The catheters 
have a semi-rigid proximal shaft and a highly flexible distal shaft to facilitate the 
advancement of the catheter in the anatomy. The proximal end of the catheter 
incorporates a standard h e r  adapter to facilitate the attachment of accessories. 
The catheter has a radiopaque marker at the distal end to facilitate fluoroscopic 
visualization. The outer surfaces of the catheter are coated to increase lubricity. 
The stylet accompanying the catheter is used to increase the rigidity of the distal 
section during introduction into the guiding catheter. 

The UltraFlowTM HPC Flow Directed Micro Catheter is intended for the 
controlled selective infusion of physician-specified pharmacologic agcnts or 
contrast media into the distal vasculature of the peripheral and neuro anatomy. I t  
is not intended for use in the coronary vasculature. 

TESTING 

SUMMARY OF 
SUBSTANTIAL 

EQUIVALENCE 

Selected in-vitro performance testing of the MTI UltraFlowrM HPC Micro 
Catheter were performed to verify the minor product changes. These tcsts 
included the following: 

Biocompatibility 
Angiographic visualization 
Dimensional verification 
Functional performance. 

The UltraFlowTM HPC Flow Directed Micro Catheter is the same device as thc 
Modified FlowRiderTM Flow Directed Micro Catheter (KO 10004). This 
submission has been made to change the device name as it appears on the CDRH 
database for Premarket Notification decisions. 

Minor enhancements to the design would normally have rcquired Ictters to filc 
based upon FDA’s guidance document “Deciding When To Submit a 5 1 O(k) for ii 
change to an Existing device”, January 10, 1997 and are being prcsentcd herc for 
information purposes only. 
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Page 2 - Mr. Bill Hyatt 

forth in the quality systems (QS) regulation (2 I CFR Part 820); and if applicable, the electronic 
product radiation control provisions (Sections 53 1-542 of the Act); 21 CFR 1000-1050. 
This letter will allow you to begin marketing your device as described in your Section 5 1 O(k) 
premarket notification. The FDA finding of substantial equivalence of your device to a legally 
marketed predicate device results in a classification for your device and thus, permits yom- device 
to proceed to the market. 

If you desire specific advice for your device on our labeling regulation (21 CFR Part Sol) ,  please 
contact the Office of Compliance at (301) 594-4586. Also, please note the regulation entitled, 
"Misbranding by reference to premarket notification" (21 CFR Part 807.97). You may obtain 
other general information on your responsibilities under the Act from the Division of Small 
Manufacturers, International and Consumer Assistance at its toll-free number (800) 63 8-204 1 or 
(301) 443-6597 or at its Internet address 
http://www.fda.qov/cdrh/dsma/dsmamain.html 

Sincerely yours, 

ram D. Zuckerman, M.D. 4 Director 
Division of Cardiovascular Devices 
Office of Device Evaluation 
Center for Devices and 
Radiological Health 

Enclosure 

http://www.fda.qov/cdrh/dsma/dsmamain.html
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6. Indications for Use Statement 
510(k) Number (if known): 

Device Name: MTI UltraFlowTM HPC Flow Directed Micro Catheter 

Indications for Use: The UltraFlowTM HPC Flow Directed Micro Catheter is 
intended for the controlled selective infusion of physician- 
specified pharmacologic agents or contrast media into the 
distal vasculature of the peripheral and neuro anatomy. It 
is not intended for use in the coronary vasculature. 

(PLEASE DO NOT WRITE' BELOW THIS LINE-CONTINUE ON 
ANOTHER PAGE IF NEEDED) 

Concurrence of CDRH, Office of Device Evaluation (ODE) 
n 

Prescription Use x 0.R Over the Counter Use 
(Per 21 CFR 80f109) 

(Division Sian-m 
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