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Section 5: Special 510(k) SUMMARY OF SAFETY AND EFFECTIVENESS

Device Information: ____________________

Category Comments
Sponsor: ESTECH, Inc.

2603 Camino Ramon
Suite 100
San Ramon, CA 94583

____________________________Tel: 925-543-2110

Correspondent: Tamer Ibrahim
Vice President

________________________ESTECH, Inc

Contact Information: Tel: 925-543-2110
Fax: 925-866-7117

Device Common Name: Electrosurgical cutting and coagulation
device and accessories

Device Proprietary Name: ESTECH Cobra Surgical System with
IThermaShield accessory

Device Classification: Class 11, OCL (21 CFR 878.440

Predicate Device Information: _____________________

Predicate Devices: ESTECH Cobra Surgical System (KOS51749)
Predicate Device Manufacturers: Endoscopic Technologies, Inc (aka

ESTECH)
Predicate Device Common Name: Electrosurgical cutting and coagulation

device and accessories
Predicate Device Classification: 21 CER 878.4400
Predicate Device Classification Number: Class 1I, OCL

b. Date Summary Prepared

31 March 2011

c. Description of Device
The ThermaShield is a flat, bell-shaped silicone pad that is designed to reliably fill the
anatomic space between the target tissue of an RF ablation and adjacent non-target tissue.
Its thickness and rounded edges provide tactile feedback to the surgeon and facilitates
confidence in proper placement. The ThermaShield is primarily designed for use in open
chest cardiac surgery.

The addition of the ThermaShield to the ESTECH Cobra Surgical System provides a
more convenient option for the physician to thermally insulate surrounding non-target
tissue during RF ablations. The ThermaShield is intended to improve upon
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circumstances where no insulation is used or to replace the current use of a surgical glove
as a thermal insulator between target and surrounding tissues (Williams. 2004 article in
TAB 5).

d. Intended Use
The Estech Cobra Surgical System is intended for the coagulation of
cardiac tissue using radiofrequency (RF) energy during cardiac surgery.
The System can be used during general surgery to coagulate soft tissues.
The System may also be used to coagulate blood and soft tissue to produce
hemostas is.

e. Comparison to Predicate Device
The application ESTECH Cobra Surgical System with ThermaShield Accessory is
identical in nearly every way to the predicate device, the ESTECH Cobra Surgical
System (KOS51749). The only difference between the two systems is that this application
requests C'earance for the addition of a thermal insulation pad, known as the
ThermaShield.

This SPECIAL 5 1 0(k) is being submitted only to accommodate the inclusion of the
ThermaShield. Estech is not requesting any change to the Indications for Use of the
ESTECH Cobra Surgical System, nor are there any technological changes being
submitted for the ESTECH Cobra Surgical System.

Bench data provided in Section 18 demonstrates that the ThermaShield performs as
intended and does not raise new types of safety or efficacy questions.

ESTECH concludes that the ESTECH Cobra Surgical System with ThermaShield
accessory is substantially equivalent to the predicate ESTECH Cobra Surgical System.

f. Summary of Supporting Data
The bench testing supplied in Section 18 demonstrates that the ThermaShield technology
is equivalent or better than surgical gloves, commonly used clinically, in thermally
insulating adjacent tissues and is an improvement over having no insulation of
surrounding tissues during ablation with the previously cleared COBRA Surgical System.

The patient contacting materials of the ESTECH ThermaShield technology have been
demonstrated to be biocompatible, in accordance with ISO 10993: Biological Evaluation
of Medical Devices, and the safety of the electrical design is in conformance with the
pertinent sections of LEC 60601-1-2, (Second Edition, 2001), Medical Electrical
Equipment - Part 1-2: General Requirements for Safety - Collateral Standard:
Electromagnetic Compatibility -- Requirements and Tests and JEC 60601-2-2: Medical
electrical equipment - Part 2-2: Particular requirements for the safety of high frequency
surgical equipment.
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Lndcoscopic Tchn~iologies, [inc. D/b/a Estech
c/o "4,1.1''anmel I brahi m
Vice Prlesident. R&D/RA/QA
2603 Camino Ramlonl
Suilte 100
San [Ranmon, CA, 94583

Re: [5 10(k)i K 110913
Trade/Device Name: Estech cobra surgiJcal system with thermashield accessory
Re.-ulation Number: 21 CFR 878.4400
ReULlation Name: Electrosuar-ical cllttir ' anld Wcagulation device and accessories
Re2tilatory' Class: Class [I
ProdcIIt CodeC: OCL
Dated: September 12, 2011
Received: September 12. 201 1

[Dear Mr4. Ibrahim:

\Ve have reviewVed your 1Section 510(k) premarket notification of intent to market the device
r eferenced above anld have determined the device is substantially equivalenlt (for the indlications
for Use Stated inl the eclosure) to legally marketed predicate devices marketed inl interstate
commerce prior to N'lay 28, 1976. the enactment date of the Mledical Device AmendmentLs, or to
devices that have been reclassified inl accordance wvith the provisions of the Federal Food, Drug,
and Cosmetic Act (Act) that do not reqluire approval of a premarket approval application (["MIA).
YOUr may. theref'ore, market the device, subject to the general co ntrolIs provisions of the Act. The
general con trolIs provisions of the Act i nlllCI rrceq]ui rements for ann Lial registration, listing of'
devices. noood man ulfacttrring practice, labeling, anl prohibitions against misbranding awl
adulteration. Please note: CD RH does not eVaIlitate information relatedi to contrbct l iabili ty
warranties. We/ remind vowL however, that device labeling mu1Lst be 11truth ril and not m isleadi nt.

If your1 device is classified (see above) into either class I1 (Special Controls) or class Ill (PM\,A). it
may be subject to additional controls. Existing maj or reulations affecti ng your device canl be
foun11d inl thle Code of Federal Regtr.latio ns, Tfitle 2 1. Parts 800 to 898. [In addfition. FDA may
pulish further announl~cemenClts Concerrlirna VOtrr device in) the Federal Rectister.
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P'lease be advised that FDA's issuance of a substan ial eq LidI valec eterm ination (does not mecan
that FDA has mlade a determination that Your device complies With other reqr~iirleets of the Act
or anyv Fedleral statut~es anid regu"lations administered by other -ederal agencies. YOU mlust
complyIN With all thle ACcs requIirements. includinig. bUt nlot limlitedI to: registration and listing" (21
CFI( Part 807); labeling (2 1 CFR Part 801); medical device reporting (reporting of medical
device-related adlverse events) (2 I CFR 803); good m1ann fac11wring1 practice reqir1eets as set

16-hinl thle quality systemls (QS) reglation (2 1 C FR P art 820); and if applicable, the electronic
p~rodcIlt radiationl dontrol pro'vision1s (Sections 531-542 of the Act); 21 CFR 1000-1050.

IIYO von11 dSiispecific advice 'or your11 device Onl ourt [abeIi ng reguLlation (2 1 CF R Part 801I)V pl~ease
go to tt//w.f.uo/botFD CntsO[ce/IDR-/DI-Ofcs/m115809.1htin for
the Center for Devices and Radio logical H-calth' s (CID RI-Is) Offi ce of Compliance. Also. p lease
no0te thle rlaC(Lktion entitled, MN/isbranding by' reference to p remark et notUificat i on" (21 C FR Parit
807.97). F-or queCstion1s regarding the reporting of adverse evenlts tlider thle IDR r-egu'la'tionl (21
CFR Part 803), please go to

http//ww~v.fdaqv/Meica Devces/afev/Reortaroberi-/dehu ot- o the CDR I-I's Office
of Surveillanice and B iometrics/Di visioni of Posimarket S UrVei Ilanice.

YOU may obtain other general in formation Onl V0our responsibilities Under the Act From [lhe
D iv-is ion of Small Mann f11actUrers. International and ConIstimer Assistance at its toll-free number
(800) 638-2041 or (301) 796-7100 or at its Internet address

Sin1Cprely yOL 'S.

Brain D. Z/ekerman, IM .0
Director/
Division f Cardiovasetilar Devices
Office of [Device Evaluiation
Center f'or Devices and

Radiological HeIalth

EnIclosurle
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Section 4: Indications for Use

5 10(k) Number (if known): K<44031
Device Name: ESTECH Cobra Surgical System with ThermaShield Accessory

Indications for Use:

The Estech Cobra Surgical System is intended for the coagulation of
cardiac tissue using radiofrequency (RF) energy during cardiac surgery.
The System can be used during general surgery to coagulate soft tissues.
The System may also be used to coagulate blood and soft tissue to produce
hemostasis.

Prescription Use X AND/OR Over-The-Counter Use

(Part 21 CFRR801 Subpart D) (21 CER 807 Subpart C)

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

enri e of CDRI-, Office of Device Evaluation (ODE)
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