WECK VISTA™ BALLOON OPEN LAPAROSCOPIC ACCESS PORT
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WECK VISTA™ BALLOON OPEN LAPAROSCOPIC ACCESS PORT

Pi review the following information h
‘When an instrument is inserad inta the cannula, an outer seal maintains insufflation, The seal
mischanism also maintaing insuffiation in the absance of an nstrument in the cannula.

8. To remove the Weck Visla Balloon Open Laparoscopic Accass Por, realtach the syringe 1o the
Check Valve. Draw back on the plunger until all fluid or air has been remaved and the balloon is
fully deflated, Remove the Opan Access Port only after the balloon has been fully deflated

10. For rapid desufflation or remaval of a tissue sample during the procedure, use your index finger
1o campriss the locking lever located on the blue end of cannula head. While maintaining locking
lever compression, turm the blue end of the cannula head counter-clockwize 50° (Sea Figure 4)
This will completely open the intemal valve assembly, Once tissue sampling or desuffiation is
compilete, rotate the blue end of cannula head clockwise, until it returns to its anginal locked
posation.

|mporant; The instructions provided are intended 1o facilitate the use of the Weck Visla Balloon
Open Laparoscopic Access Porl. They are not infended o be an implication of trocar introduction
methads. Propery following the instructions is essential to the safe and effective use of the product,
Failure to do 5o may result in adversa surgical results.,

Product Indications: The Weck Vista Balloon Open Laparoscopic Access Port is indicated for use in
Ihoracic, abdominal, and gynecclogic minimally invasive surgical procedures 1o provide a pathway
lor the introduction of endoscopic surgical devices.

Contraindications: Whene minimally invasive techniques ane contraindicated, other methods and
natrurmeritation shoukd be employed.

Inestructions for Lise: Before using the Weck Vista Balloon Open Laparoscogic Access Por, confirm
{her compatibility of all instruments and accessories, Prapana the patient in acconrdance with proper
surgical kechniques befone insertion of the Weck Vista Balloon Open Laparoscapic Accass Port.

Warnings and Pracaufions:
+  The complications and risks of minimally invasive procedures shoukd be reviewed prior to their
performance through consultation of medical Merature, Only persons having adequate training
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Ramave the device from the package using standard sterile technique. To prevent damage, cane
shaould be taken not to allow the device to fall into the starie field

Insen the obburator ino te eannula, aligning amows between componants until bath lock
securely together (See Figure 1).

Make an adeguate incision at the desired site. Carefully dissect the tisswe down 1o, and through,
the desired tisswe plane,

. Unlack the Foam Seal by unsnapping the lock ring tab on the Ring Clamp, and slide the Foam

Seal to the 1op of the cannula, Insert the Weck Vista Ballon Open Laparoscopic Accass Por inla
the incision until the balloon portion at the distal tip is placed within the desired space.

Fill the: prowided synnge with 10CC OF STERILE LIQUID QR 15CC OF AIR. Attach the syringe

fo the Check Valve and inflate slowly. CAUTION: OVER-INFLATION OF THE BALLOON MAY
CAUSE IT TO RUPTURE. NOTE THAT 10CC OF FLUID OR 15CC OF AIR WILL COMPLETELY
INFLATE THE BALLOON AND FURTHER INFLATION IS UNNECESSARY AND WILL
INCREASE THE RISK OF BALLOCH RUPTURE.

Pull up on the pert while firmly pushing down the Foam Seal to the skin, compressing the Foam
Seal, Lock the Foam Seal into place by placing the thumb and forefinger on the ribbed portions ol
tha Ring Clamp and depressing until the Ring Clamp locks (See Figure 2). To unlock or reposition
the Foam Seal, simply unkock the tab on the Ring Clamp and move the Foam Saal to the new
position.

Once proper placement of the device has been established, press the locking tabs on the
obturator to remave it (See Figure 3), When obturator is removed, the intemal valve automatically
chozes,

. To insufflate, attach insulflation tubing to the stopeock on the cannula and open the stopeock,
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and familianty should perform minimally invasive proceduras.

Although precautionany measwnas involved n obluralor inserions must be observed, the
uniguely desigred oblurator tip is intended 1o reduce the possiblity of injury 1o surmounding
analomic siructures

Due to the variance in diameter of minimally invasive instruments, compatibility should be
confirmed before instiating any minimally invasive procedure,

Desuffiation of the abdominal or thoracic cavity may resull from introdwcing insiruments with a
smaler diameter than the Weck Vista Balloon Open Laparoscopic Accass Porl

Discontinue advancement of the oblurater devioe once complete éntry has been established into
the abdominal or thoracic cavity in order lo avoid injury 1o surrcunding structunes.

Insestion and removal of instruments through the cannula should be done carefully 1o prevent
unintentional damage to the internal seals, which may compromise insufflation, To ensure smooth
inzartion, avoi inserting inslruments al an angle. Always atlempl ba inser instrumantation slraight
down B cannula

Afer removing the Weck Vista Balloon Open Laparcscopac Access Port from the cavity, always
inspect the insertion site for hemostasis. If hemostasis is not present, appropriate techniques
should be used 1o achiava hamostasis.

Properly discard usng accepled disposal practices.

Re-processing of products intended for single use only may result in degraded performance or
lnss of functionality. Re-use of single use only products may result in expaosure to viral, bactenal,
fungal, or pricnic pathogens. Validated cleaning and stenlization methods and instructions for
reprocessing 1o original specifications are not available for these products, This product is not
designed o be cleanad, d sinfecled, or sleized.
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