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members.’ .

Group |I; Clalms 41-89, directed to a device for accessing the pericardiaf space having three elongats membars.

Group IV: Claims 50-52, directed to a methed of accessing a pericardial space between a pericardium and a heart having three elongate
members -
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Continuation of Box lil: Observations where unity of Invention is lacking

. Tha inventions Iistad as Groups |-V do not relate 1o a single general inventive concept under PCT Rule 13.1 betause, under PCT Rule
13.2, they lack the same or correspending special technical features for the following reasons: .

SPECIAL TECHNICAL FEATURES

Tha invention of Group | incudes the spedial technical feature of second elongate member having a tubular member with & tip
configured to pierce tissise and a locking member releasably connectable o tha first and second slongate members to canstrain the first
alongate member relative to the second elongate member, not required by tha claims of Groups II-IV.

The Invention of Group Il includes the special technical feature of a method of accessing a pericandial space between a pericardium and
a heart, the method comprizing: advancing a distal portion of an access deviee to tha pericardium, the accass device comprising a first
alongats member having a lumen, a sscond elongate member having a tip configured to pierce fissue slideably positioned within the
luman of the first elongate member, and a locking member constraining the position of the first alongate member ralative to the second
Blongata member; disengaging the locking mamber; and advancing the second alongate member relative to the first alongata member to
plerce tha pericardium, not required by Groups | or l1l-1V.

The invention of Group |1l includes the special technical feature of a method of a third elongate member having a tip configured to pierce
tissue slideably positioned within tha lumen of the second elongate member, not required by the claims of Groups |-l or IV,

The inventlon of Graup IV includes the special technical featura of a mathod of a method of accessing a pericardial space batwean a
pericardium and a heart, the method comprising: advancing a distal portion of an access device to the pericardium, the access davica
comprising a first elongate member having a lumen, a second elongate member having a lumen slideably positioned within the flumen of
the first elongate member, the second elongate member raleasably connectabls to the first elongate member to constrain the sacond -
slongate member relative to the first elongate member, and a third elongate member having a tip ¢onfigured to piarce tissue slideably
pesitioned within the lumen of the second elongate-member; advancing the third elongate member toward the pericardium relative to the
first and sacond elangata members to pierce the pericandium; advancing a distal portion of a first guida wire through tha third elongate
member and Into the pericardial space; advancing a distal portion of the second elongate membar into the pericardial space; advancing
a distal portion of the first elongate member into the pericardial space; ramoving the third alongate member from the pericardial space;
ramaoving the second elangate mamber from the pericardlal space; removing the first guide wire from the pericardial space; and
advancing a second guide wire through the first elengate member and into the pericardial space, not required by Groups I-lIl.

COMMON TECHNICAL FEATURES

Groups | and |l are related as an apparatus {group |) and a method of using the apparatus (group H). The inventions of Groups |-l share
the technical features of Claim 1. The apparatus is known i in the prior art, as shawn in US 2004/D092879 A1 to Kraus, et al. (hereinafter
'Kraus’}.

Regarding clalm 1, Kraus discloses a device for accassing the pericardial space (intended use), comprising:

a first elongate (440) member having a lumen extending thera throiigh (fig 14, para [0058]);

a second slongate mambar (420) having 2 tubular member (460) with a tip (462} configured 1o pierce nssue and slideably positioned
within the lumen of the first elongate member (fig 14, para [0059}}; and

a locking member {(434) releasably connectable to the first and second alongate membars to constrain tha first elongate member relative
to the second elongate member (fig 14, 18, 20, para [DOGS]).

Groups IV also share the cammon tachnical features of a device for accessing the pericardial space (intended use), comprising: a first
elongate member having a lumen; and a second ekongate members slideably pesitioned within the lumen of the first elongate member,
the sacond elongate member releasably cornectable to the first elongate member to constrain the second elongata member relative to
tha first elongate member. However, these shared technical features do not represant a contribution over prior art as being anticipatad
by Kraus, which teaches a device for accessing the pericardial space (intendad use), comprising:

a first elongate member (440) having a lumen (fig 14, para [0058]);

and a second elongate member (420} slideably positioned within the lumen of the first slongate member (fig 18, 20), the second
alongate member releasably connactable (via 434) {o the first elongate member 1o constrain the second alungale member relative to the
first alongate member (I'g 14, para [0065]).

Groups Il and [V are related as an apparatus (group |l) and a mathod of usmg the apparatus {group IV). The inventions of Groups lI IV
share the technical features of Claim 4 1. The apparatus is known in the prior arl, as shown in Kraus.

Regarding claim 41, Kraus discleses a device for accessing the pericardial space, comprising:

a first elongate member {440) having a lumen (fig 14, para [0056]);

a second elongate member (418, 429} having a lumen slideably positioned within the lumen of the first elongate mamber (fig 18, 20), the
second elongate mamber releasably connectable {via 434) to the first elongate member to constrain the second elongatea member
relative to the first elongate member (para [J065]); and

a third elongate membar (460) having a tip {462) configured te piercs tissuse slideably posltioned within the lumen of the second elongate
member{fig 14, para [0059}-{0061}).

As the common tachnical features wara known in the art at the time of the invention, these cannot be considered spscial tachnical
feature that would atherwise unify the groups.

Therefore, Groups |-IV lack unity under PCT Rule 13 because they do not share a same or corresponding special tachnical featune.

Form PCT/ISA/210 (extra sheet) (January 2015)
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