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The sponsor has provided FDA with an Intended Use Statement, and a 510 (k) summary of safety 
and effectiveness information. In the Draft labeling, the contraindication regarding contraceptive 
tubal coagulation (permanent female sterilization) has been made as a warning within IFU and 
also is incorporated the same to the Indications for Use statement. The rationale is that these 
modifications will now explicit as to the range of use and warning regarding female sterilization. 
And the Draft Labeling contains instructions for use of bipolar instruments, etc., and necessary 
warning and caution statements per “the Guidance Document for General Surgical 
Electrosurgical Devices”. And the Draft Labeling is found to be satisfactory. 

SAFETY AND EFFECTIVENESS INFORMATION & TRUTHFUL AND ACCURATE 
STATEMENT: The sponsor has provided 1) a summary of safety and effectiveness information 
and 2) a truthful and accurate statement about the device. 

RECOMMENDATION: The subject “LigaSureTM Laparoscopic Sealer Divider” is SE (Chart 7) 
to its predicates, in particular to the sponsor’s ValleyLabl 1 OOLigaSureTM Vessel Sealing Instrument 
(K98 1916), and the LS 1 100 LigaSure ATLASTM Laparoscopic Instrument (KO1 001 3) It is 
associated with electrosurgical surgery and is categorized as 79 GEI (Electrosurgical Device, 
Cutting & Coagulation & Accessories), and the device is Class I1 based on 21 CFR 878.4400. 

n n 
rgeB/Mattamal, Ph.D. (Date) 

neral and Surgical Devices Branch 
Division of General, Restorative, and Neurological Devices 

yIb( bjLl L-3 .................................................................................................... _ _ _ _ _ _  

CONTACT HISTORY: On 5/23/03, the sponsor (Mr. Herbert Vinson) was contacted in order to learn 
more about the device. 
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