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I I SECTION 8-510(~ )  SUMMARY 

510(k) Summary 

Galil Medical - SeedNetTM System 

510(k) Number 

Company Name: 
Galil Medical Ltd. 

Contact Person: 
Dr. Roni Zvuloni, 
Director of IP & Regulatory Affairs 
Telephone: +972-4-959 10 80 
Fax: +972-4-959 10 77 

Trade Proprietary Name: 
SeedNetTM System , SeedNetGoldTM System 

Classification Name: 
CRYOSURGICAL UNIT 

Classification: 
GEH 

Predicate Devices: 

1. SeedNetTM 
2. CRYO-HIT~" 
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Galil Medical Proprietary Information 

Indication for Use: 

The modified SeedNet is indicated for use as a cryosurgical tool in the fields of general 
surgery, dermatology, neurology (including cryoanalgesia), thoracic surgery, ENT, 
gynecology, oncology, proctology, and urology. The system is designed to destroy tissue 
by the application of extreme cold temperatures including prostate and kidney tissue, liver 
metastases, tumors, skin lesions, and warts. 

The modified SeedNet has the following specific indications: 

Urology (ablation of prostate tissue in cases of prostate cancer and Benign 
Prostate Hyperplasia “BPH’) 

Oncology (ablation of cancerous or malignant tissue and benign tumors, and 
palliative intervention) 

DermatoZow (ablation or freezing of skin cancers and other cutaneous disorders. 
Destruction of warts or lesions, angiomas, sebaceous hyperplasia, basal cell tumors 
of the eyelid or canthus area, ulcerated basal cell tumors, dermatofibromas small 
hemanglomas, mucocele cysts, multiple warts, plantar warts, actinic and seborrheic 
keratoses, cavernous hemanglomas, perianal condylomata, and palliation of tumors 
of the skin) 

Gynecology (ablation of malignant neoplasia or benign dysplasia of the 
female genitalia) 

GeneraZ sur2ei-v (palliation of tumors of the rectum, hemorrhoids, anal 
fissures, pilonidal cysts, and recurrent cancerous lesions.) 

ENT (Palliation of tumors of the oral cavity and ablation of leukoplakia of the 
mouth). 

Thoracic surgery (ablation of arrhythmic cardiac tissue cancerous lesions) 

Proctology (ablation of benign or malignant growths of the anus or rectum, 
and hemorrhoids) 

The Modified SeedNet System may be used with a magnetic resonance 
imaging (MRI) device or an ultrasound device to provide real-time 
visualization of the cryosurgical procedure. 
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Galil Medical Proprietary Information 

Technological Characteristics: 

The Galil Medical's SeedNetTM System is a modification of Galil Medical LTD's 
cleared SeedNetTM System (KO1 1950). The SeedNetTM System is the exact same 
device as the SeedNetTM except for the following modifications to its technological 
characteristics: 

1. The inclusion of cryoanalgesia as an example of the device's cleared neurology 
general indication. 

2. The addition of a 4.5 mm surface probe. 
3. Addition of trade name: SeedNetGoldTM System. 
4. Provision of the use of the modified SeedNet system together with magnetic 

resonance imaging (MRI) device. 

Substantial Equivalence 

The modified SeedNet has the same intended use as the cleared SeedNetTM and the 
Cryo-HitTM, the same general and specific indications as the Cryo-HitT", the same 
general and specific indications as the cleared SeedNet, except for the provision of 
the cryoanalgesia example of a neurology indication, the same principles of operation 
as the cleared SeedNetTM and the Cryo-HitTM, and the same technological 
characteristics as a combination of the cleared Cryo-Hit and the cleared SeedNetTM . 
The inclusion of the cryoanalgesia as an example of the device's cleared neurology 
general indication, the addition of the Cryo-Hit's cleared 4.5 mm surface probe, and 
the MFU option do not raise any question of safety and effectiveness. The use of the 
alternative SeedNet GoldTM System trade name does not affect the safety or 
effectiveness of the device. Thus, the modified SeedNet System is substantially 
equivalent to the predicate devices. 
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INDICATIONS FOR USE 

510(k) Number (if 
known): tftoUd-b\ 

Device Name: SeedNetTM System (SeedNet GoldTM System) 

Indications for Use: 
The SeedNetTM System (SeedNet GoldTM 
System) is intended for cryogenic 
destruction of tissue during surgical 
procedures. 

It is indicated for use as a cryosurgical 
tool in  the fields of general surgery, 
dermatology, neurology (including 
cryoanalgesia), thoracic surgery, ENT, 
gynecology, oncology, proctology, and 
urology. The system is designed to 
destroy tissue by the application of 
extreme cold temperatures including 
prostate and kidney tissue, liver 
metastases, tumors, skin lesions, and 
warts. 

The SeedNetTM System (SeedNet GoldTM 
System) has the following specific 
indications: 

Urology (ablation of prostate tissue in 
cases of prostate cancer and Benign 
Prostate Hyperplasia “BPH’) 

Oncology (ablation of cancerous or 
malignant tissue and benign tumors and 
palliative intervention) 

Dermatology (ablation or freezing of skin 
cancers and other cutaneous disorders. 
Destruction of warts or lesions, angiomas, 
sebaceous hyperplasia, basal cell tumors of 



. the eyelid or canthus area, ulcerated basal cell 
tumors, dermatofibromas small hemanglomas, 
mucocele cysts, multiple warts, plantar warts, 
actinic and seborrheic keratoses , cavernous 
hemanglornas, perianal condylomata,, and . 
palliation. of tumors of the skin) 

Gynecology (ablation of malignant 
neoplasia or benign dysplasia of the 
female genitalia) 

General surgery (palliation of tumors of 
the rectum, hemorrhoids, anal fissures, 
pilonidal cysts, and recurrent cancerous 
lesions .) 

ENT (Palliation of tumors of the oral 
cavity and ablation of leukoplakia of the 
mouth). 

Thoracic surgery (ablation of arrhythmic 
cardiac tissue and cancerous lesions,) 

Proctology (ablation of benign or 
malignant growths of the anus or rectum 
and hemorrhoids) 

The SeedNetTM System (SeedNet GoldTM 
System) may be used with a magnetic 
resonance imaging (MRI) device or a n  
ultrasound device to provide real-time 
visualization of the cryosurgical 
procedure. 

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

Concurrence of CDRH, Office of Device Evaluation (ODE) 
(Division Sign-off) 
Division of Reproductive, Abdominal, Ear,  Nose 
Devices 

510(k) Number 
Division of General, Restorative 
a~ld Neurological Devices 

510(k) Number Loz. \% 6 



Prescription Use x OR . .  
(Per 21 CFR 801.109) ~ 

I 

Over the Counter 
Use 
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