What is claimed is:

1. A transseptal insertion device which is suidblk facilitating precise and safe transseptal
puncture of a cardiac interatrial septum, compgsin

a sheath that defines at least one lumen therelrhaa a distal end that is closest to the
cardiac interatrial septum of a patient when thaegseptal insertion device is in use and a proximal
end that is external to the patient;

a balloon that is connected to the distal end ef sheath, wherein the balloon, when
inflated and the transseptal insertion device 3@, overhangs and extends past the distal end of
the sheath, preventing accidental puncturing ofctireliac interatrial septum and stabilizing the
transseptal insertion device against fossa ovéliseocardiac interatrial septum; and

a dilator that is positioned within the at leasedamen when the transseptal insertion
device is in use, wherein the dilator has a distal and is designed to and is capable of precisely
puncturing the cardiac interatrial septum withdw tise of a needle or other sharp instrument,
wherein the dilator includes a dilator seal thajrisater in diameter than the lumen and provides a

water-tight seal of the lumen while the dilatorlgemains within the lumen.

2. The transseptal insertion device of claim 1wehethe balloon portion that overhangs and
extends past the distal end of the sheath is teehanging portion and the dilator is designed to
remain sub-planar to the overhanging portion obiddéon until the dilator is extended to puncture

the cardiac interatrial septum.

3. The transseptal insertion device of claim 1 nglmethe sheath is made from malleable

material capable of accommodating larger diametgrcgs within the lumen.

4. The transseptal insertion device of claim 1 etmethe sheath further comprises inflation
ports communicatively coupling the lumen to thedmat so that inflation liquid may be passed

through lumen into the balloon, inflating the balto

5. The transseptal insertion device of claim 4 nghrethe dilator seal is located on the distal
end of the dilator and moving the distal end ofdiator out of the lumen so that the dilator seal
is external to the distal end of the sheath unsdsal lumen and causes the inflation liquid to flow

out of the balloon and through the inflation podsflating the balloon.

19



6. The transseptal insertion device of claim their comprising an energy source external to
the proximal end of the sheath and operatively eoted to the distal end of the dilator to deliver

energy to the distal end of the dilator.

7. The transseptal insertion device of claim 6netrethe dilator is designed to and is capable
of precisely puncturing the cardiac interatrialtsep using the energy delivered to the distal end
of the dilator.

8. The transseptal insertion device of claim 7 nelmethe energy source is a radio-frequency
(RF) energy source and the energy delivered tdigtal end of the dilator is RF energy.

9. The transseptal insertion device of claim 6nelmethe dilator comprises a cap on the distal

end of the dilator capable of applying the delidee@ergy to the cardiac interatrial septum.

10. The transseptal insertion device of claim fthier comprising an external stabilizer
connected to the proximal end of the sheath tladilstes the transseptal insertion device and

substantially prevents unwanted movement of thess@ptal insertion device.

11. The transseptal insertion device of claim lememn the balloon includes one or more

radiopaque or echogenic markers.

12. The transseptal insertion device of claim Xergin the one or more markers include a

marker in the shape of an E.

13. The transseptal insertion device of claim Tiergin the one or more markers include a

ring-shaped marker.

14. A method of using a transseptal insertion cevor precisely and safely transseptal
puncturing a cardiac interatrial septum, comprising
inserting the transseptal insertion device intightratrium of a patient's heart, wherein the
transseptal insertion device includes:
a sheath that defines at least one lumen thereimas a distal end that is inserted
in the right atrium of the patient's heart and@pnal end that is external to the patient;

a balloon that is connected to the distal end efstieath; and
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a dilator that is positioned within the at leasedamen, wherein the dilator has a
distal end, wherein the dilator includes a dilegeal that is greater in diameter than the
lumen and provides a water-tight seal of the lumvéiie the dilator seal remains within
the lumen;
inflating the balloon, wherein the inflated balloowerhangs and extends past the distal
end of the sheath and the dilator is sub-planah&oballoon overhang, preventing accidental
puncturing of the cardiac interatrial septum;

extending the distal end of the sheath so thaintteted balloon is positioned against the
fossa ovalis of the cardiac interatrial septum desired puncture point, thereby stabilizing the
transseptal insertion device against fossa ovalis;

extending the distal end of the dilator past théoba overhang; and

puncturing the cardiac interatrial septum with thiator without the use of a needle or

other sharp instrument.

15. The method of claim 14 wherein extending tistatiend of the dilator past the balloon

overhang causes the balloon to deflate.

16. The method of claim 15 further comprising:
extending the distal end of the sheath past triaamteratrial septum; and
re-inflating the balloon.

17. A transseptal insertion device which is sué@dbr facilitating precise and safe transseptal
puncture of a cardiac interatrial septum, compgsin

a sheath that defines a lumen therein and hasta disd that is closest to the cardiac
interatrial septum of a patient when the transs$epsartion device is in use and a proximal end
that is external to the patient, wherein the sheatludes inflation ports near the distal end that
enable inflation fluid in the lumen to exit and enthe sheath;

a balloon that is connected to the distal end efstieath, wherein:

the balloon, when inflated and the transseptalriiisedevice is in use, overhangs
and extends past the distal end of the sheatheptieg accidental puncturing of the
cardiac interatrial septum and stabilizing the ¢smptal insertion device against fossa

ovalis of the cardiac interatrial septum; and
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the balloon is positioned over the inflation partshe sheath so that inflation fluid
may exit the sheath and enter the balloon, infiathre balloon, and exit the balloon and
enter the sheath, deflating the balloon;

a dilator that is positioned within the lumen whika transseptal insertion device is in use,
wherein the dilator has a distal end and includdgador seal at the distal end that occludes the
lumen when the dilator is sub-planar to the ballovarhang so that the balloon remains inflated
after inflation fluid is passed through the lumatoithe balloon and automatically deflates when
the distal end of the dilator is extended suffitieipast the distal end of the sheath so that the

dilator seal does not occlude the lumen.

18. The transseptal insertion device of claim 1lihir comprising an RF energy source
external to the proximal end of the sheath andaipely connected to the distal end of the dilator

to deliver RF energy to the distal end of the dilat

19. The transseptal insertion device of claim It&emin the dilator comprises a cap on the
distal end of the dilator capable of applying thedivcbred RF energy to the cardiac interatrial

septum and precisely puncturing the cardiac intetateptum using the delivered RF energy.
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