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TRADE NAME 
CLASSIFICATION 

Modified Cryocare Cardiac Surgical System 
Class I1 (21 CFR 878.4350) 

SUBMITTED BY Endocare, Inc. 
7 Studebaker 
Imine, CA 92618 

CONTACT Eben Gordon 
Regulatory Affairs 
(949) 595 5424 

PREDICATE 
DEVICE 

DEVICE 
DESCRIPTION 

KO1 1040 - Endocare Cryocare Cardiac Surgical System. 
Decision date: 06/15/2001 

The modified Cryocare Cardiac Surgical system consists of a control unit that 
operates one single use, disposable cryoprobe. The control unit is software 
controlled and operates off standard 120/230 VAC wall power. 

System control is accomplished directly through keys on the console itself. 
The Cryoprobes operate on the Joule-Thompson principle and the ref?igerative 
capacity is limited to the fi-eeze zone of the probe. 

The cryoprobe incorporates a thermocouple to measure temperature at the 
probe tip. The thermocouple is mounted inside the cryoprobe tip and its signal 
is used to monitor some operations of the system. The temperature probe is a 
standard T-type needle thermocouple. 

INDICATIONS FOR 
USE 

The Cryocare Cardiac Surgical System is indicated for use in minimally 
invasive cardiac surgery procedures, including surgical treatment of cardiac 
arrhythmias. The Cryocare Cardiac Surgical Probes freeze the target tissue and 
block the electrical conduction pathway by creating an inflammatory response 
or cryonecrosis 

TESTING In-vitro performance testing of the Endocare Modified Cryocare Cardiac 
Surgical System included dimensional inspection, flex tests, endurance tests, 
burst pressure tests, performance under simulated use conditions. All testing 
of the product yielded acceptable results. 

SUMMARY OF 
SUBSTANTIAL 
EQUIVALENCE 

The Endocare Modified Cryocare Cardiac Surgical System is substantially 
equivalent to the predicate device in intended use and principles of operation. 
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Attachment 2 

Indications for Use Statement 

510(k) Number (if known): g m o  IS 

Device Name: 

Indications for Use: 

Modified Cryocare Cardiac Surgical System 

The  Cryocare Cardiac Surgical System is indicated for use in 
minimally invasive cardiac surgery procedures, including 
surgical treatment of cardiac arrhythmias. The  Cryocare 
Cardiac Surgical Probes freeze the target tissue and block the 
electrical conduction pathway by creating an inflammatory 
response or cryonecrosis. 

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

Concurrence of CDRH, Office of Device Evaluation (ODE) 

OR Over the Counter Use 

(Per 21 CFR 801.109) 
h 

Prescription Use 
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