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Espiner Medical Ltd.
Traditional 510(k)

For the Espiner Tissue Retrieval System

510(k) Summary

Device Classification Information:

Regulation Device Name Device Product ClassificationI
Number Class Code Panel

876.1500 Laparoscope, General & Class 2 GCJ General &
Plastic Surgery Plastic Surgery

Device Trade Name:

The Espiner Tissue Retrieval System

Device Common Name:

The Espiner Sac or E Sac

Note: An accessory to the device is the 'Espiner introducer sleeve'. It is also a class 11 device.

Intended Use:

The Espiner Tissue Retrieval System consists of a family of impervious sacs which are sterile
single use devices that can be used alone or with a dedicated introducer system for the
encapture and removal of an organ, tissue or fluid from the body cavity during laparoscopic
surgery.
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For the Espiner Tissue Retrieval System

510O(k) Summary

Summary of Substantial Equivalence:

The predicate device family is the same product (not similar but identical) already approved
with a 510(k) (K982073). Espiner Medical Ltd is the original manufacturer of the product family
that is currently approved and being distributed in the United States by the Anchor Products
Company.

A comparison is presented in the table below:

Propertyfl.t!tt New Device:,; &4

Es-Vpe.f i'geRetriyvystem ',- Achr p neriue Retrieval'Systiiii

Device sieMeiaLtAnhrPoutCopy
Manufacturer EpnrMdclLdAco rdcsCwpn

Device Trade Name The Espiner Tissue Retrieval System Anchor Espiner Tissue Retnieval System

510O(K) Number NIA K982073

Product Code GCJ GCJ

Device Common The Espiner Sac or E Sac Anchor Espiner Tissue Retrieval Pouch,
Name

Device
Classification name Laparoscope, General & Plastic Surgery Laparoscope. General & Plastic Surgery

Device Class 11 Class 11
Classification

The Espiner Tissue Retrieval System The Anchor Espiner Tissue Retrieval
consists of a family of Impervious sacs Sytmiaserldspabeouhht
which are sterie single use devices that can Sytmiaserldspabeouhht

Intended Use be used alone or with a dedicated introducer sy b ste forth edicate d irovalfea
system for the ericapture and removal ofan sytmfrhercaueanrmolofn

organ, tissue or fluid from the body cavity
organ, tissue or fluid from the body cavity during laparoscopic surgery
during laparoscopc surgery

Page 3 of 4



Espiner Medical Ltd.
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For the Espiner Tissue Retrieval System

510O(k) Summary

Device Description:

The Espiner Tissue Retrieval System consists of a family of impervious sacs which are sterile
single use devices that can be used alone or with a dedicated introducer system for the
encapture and removal of an organ, tissue or fluid from the body cavity during laparoscopic
surgery.

Technological Characteristics:

A comparative review of the Espiner Tissue Retrieval System with the predicate devices found
that the technological characteristics, performance and principle of operation were
substantially equivalent (identical).

PerformancelPhysical Data:

Bench testing demonstrated that the safety and effectiveness of the TFT Espiner Tissue
Retrieval System is equivalent (identical) to the predicate devices.

Safety and Effectiveness:

The Espiner Tissue Retrieval System utilises similar technology currently found in legally
marketed predicate devices. Based on testing and comparison with the predicate devices, the
Espiner Tissue Retrieval System indicated no adverse indications or results. It is our
determination that the Espiner Tissue Retrieval System is safe, effective and performs within
its design specifications and is substantially equivalent (identical) to the predicate device.
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DEPARTMENT OF HEALTH & HUMAN SERVICES I'L~OFei~~S vc

Es piner tMedical Limnited
/0 Com1pliance SoIlutions (Li11c Sciences) Li1d.
fvI r. Ed w inl Li ndsay
11 6 A lmon d Road, Cu m be r muId
Glasuow. United Kinudoma G673L\W

Re: K1I1118452
Trade/Devi cc Name: The E-spi ncr Tissue Retrieval System
Reen Iati on N1.timber: *21 C FR 876. 1500
RCLUlation Name: Endoscope and accessories
Reulatorx' C lass: C lass 11
Product Code: GC
Dated: June IS, 2011
Received: June 29, 2011

Dear Mr. Lindsay:-

\We have reviewed NOLIr Sectiaon 51 0(1k) premlarket not ification of intent to mnarket the de vice
referenced above and have determined the device is substantially equivalent (for the indications
for use stated in tlhe enclosure) to legally marketed piedicate devices marketed in interstate
commerce Iprior to May 28, 1 976, the enactment date of the Medical Device Amendments, or to
devices that have been reclassified in accordance with the provisions of the Federal Food, Drug1,
and Cosmietice Act (Act) that do not req Lii r approval of a premarket approval application (l)M A).
YOU may,. theic fore, market the device, sulbj cot to the general controls provisions of the Act. The
general controls provisions of the Act inll~ude requirements for annual registration, listing of
devices, good maim facturing practice, labeling, and prohibitions against misbranding and
adulteration. Please note: CI)RIl does not evaluate infiormation related to contract liability
W*arranties. We I-emli nd you; however, that device labeling mu1.st be truth ful and not misleading.

If your1 device is classified (see above) into either class HI (Special Controls) or class HII (PMvA), it
may be subject to additional controls. Existing major reg-ulations affecting y'our device canl be
found in thie Code of' Federal Regulations, Title 2 1., Parts 800 to 898. In addition, FDA may
pu~blish furtheri~ annou1-ncements conicerni ng N'ou.r device in the Federal Register.

Please be advised that FDA's issuance of a substantial equivalence determination doces not mecan
that FDA has made a deterini inationl that youLr device complies with other requirements of the Act



l'a-e 2 -v Mr. L dwxin I inIdsav

or any Federial statutes andI reUlations admninistered by other Federal agencics. You DIust
comIply With all the Act's reJuiiemnts. inlcling, but not liited to: reuiton and listing (2 1
CUR Part 807); labheling, (21 ClUR Part 80]); mnedical device reporting (reporting of medical
dcvi ce-re!ated advyerse eve nts) (21 C U I 803); good mnufacturing practice rClclu Inets as set

fRth in the quality systems (QS) reu n(21 CUR Part 820); and ifapplicable, th electrnc
p.rodluct radiation control provisions (Sections 5310542 of the Act): 21 CUR M000-1050.

Ii you des irIe speCc ifi c advice foryvo ~r device on our labeln iwrgulario n (21 C U 1 Part 801I): please
go to it p //wwxv. da. uov\/A bout F DA)//Centersc ices/C DRI-lI/C I) RI-I0 flices/icmi I115 809,1L1 h ant

the Center to r Devices and Raciolo0gi cal I-I alkt s (Cl)RHd's) Office of Compliance. Also, p lease
note the regulation enild, "Misb randcing by re ference to pv m arket notification"H (21 CUR Part
807.97). Uor quest ions regardling the reporting of ad verse events tinder the MiDR regulation (21I
CUR Part 803) please go to

htt :/w\vw fd. oy/M cl all~evi~esSafet/Rpo ta rolenic fa I. tmfor the CD RI-I's Offlice
of S UrVeillIatnce and Biometrics/Division of Plostmarket S urveilIlance.

You my obtain other general infoarmation on y'our iesposblte ne xAtWr h
Division of mall Ntanufacturers, International and Consumer Assistance at its toll-fee nmber
(800) 638-2041 or (301) 796-7100 or at its Internet address

Mark N. tlkerson f
Division of Sureial, Orthopedic
and Restorative Devices

Office of Device E-valuation
Center fru Devices and
Radiological Hlealth

Enclosure



Espiner Medical Ltd.
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For the Espiner Tissue Retrieval System

K \ \ S OD
Indications for Use

510(k) Number (if known):

Device Name: The Espiner Tissue Retrieval System

Indications for Use:

The Espiner Tissue Retrieval System consists of a family of impervious sacs which
are sterile single use devices that can be used alone or with a dedicated introducer
system for the encapture and removal of an organ, tissue or fluid from the body cavity
during laparoscopic surgery.

Prescription Use _X__ AND/OR Over-The-Counter Use ____

(Part 21 CFR 801 Subpart 0) (21 CFR 801 Subpart C)

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

Concurrence of CDRH, Office of Device Evaluation (ODE)

Pagel1ofi1 (Division Sign-Off)
Division of Surgical, Orthopedic,
and Restorative Devices

5 10WNumber______
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