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 INTRODUCTION I.

U.S. Patent No. 9,011,412 (“Albritton”) is directed to a guide catheter 

apparatus that is insertable through an external body passage and methods for 

using the same.  See Ex. 1001.  Surgical catheters or guides are nothing new and 

have been around since the 1920s.  See Ex. 1004, ¶24.  In fact, Albritton 

acknowledges that many of the claimed components - including the guide catheter 

having proximal and distal openings with a lumen extending therebetween, the 

handle coupled to the guide catheter, and a working device insertable through the 

handle and into the lumen of the guide catheter - were “typical” and well known in 

the art at the time of Albritton.  See id., 1:30-43; see also Ex. 1004, ¶¶26-29.  Other 

elements such as the shaft of the guide catheter being substantially rigid and the 

handle coupling were also well known and commonplace in the art.  See Ex.1004, 

¶¶29 and 41-44.  It is also common to include a source of suction for suctioning 

fluid and debris from a surgical site.  See Ex. 1004, ¶¶30-40.  McCabe, for 

example, explains in the “Discussion of the Prior Art” section that “[s]urgical 

devices for providing irrigation fluid and suction to a surgical site to irrigate and 

evacuate the tissue in the area on which the surgical procedure is being performed 

are well known in the art.”  Ex. 1006, 1:14-17. 

The purported novelty of the claims of Albritton is the purported ability to 

manipulate a working device extending through the guide catheter with some or all 
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of the fingers of one hand via a portion of the working device that is adjacent to the 

handle opening, and to use the thumb or index finger to control an amount of 

suction.  See e.g., Ex.1001, 1:51-67 (“This disclosure provides an apparatus, 

system and method for manipulating a surgical catheter and working device with a 

single hand. …The handle has a structure that allows a position of the guide 

catheter to be controlled by some or all of three fingers of one hand of an operator 

of the handle.  The structure of the handle is adapted to permit the operator to 

position a thumb and index finger of the hand to manipulate the working device via 

a portion of the working device that is immediately adjacent to the handle.”).   

During prosecution, Albritton distinguished a reference to Wild on the basis 

that “Wild does not disclose that the an operator is permitted to position a thumb 

and index finger of the hand to manipulate the working device via a portion of the 

working device immediately adjacent to the handle opening as recited in Claim 

1.”  Id. (Amendment and Response filed on April 23, 2012, p.10-11) (emphasis 

original).  Albritton also distinguished a reference to Freed by adding the limitation 

“to control, by one of the thumb or index finger, an amount of suction coupled to 

the distal opening of the lumen,” and arguing that this element was absent from the 

cited references.  See Ex. 1003 (Amendment and Response filed on October 29, 

2012, p.10-11).   

Although the language added by amendment and relied on to distinguish 
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over the prior art recites merely functional capabilities of the claimed device, the 

Examiner relied on these purported functional capabilities to allow the claims.  In 

so doing, however, the Examiner failed to consider numerous prior art references 

that meet all of the structural limitations of the claims, and that are capable of 

performing the claimed functions.  McCabe, a primary prior art reference relied 

upon in this petition, was not cited and thus was never considered by the Examiner.  

Moreover, while petitioner’s other primary prior art reference, Goldfarb, was cited, 

it was never relied on as the basis for a rejection, and Makower was only relied on 

as a secondary reference to teach certain dependent claim features.  When these 

prior art references are properly considered, it is clear that Albritton should not 

have issued as these references teach all of the structural limitations of the claims, 

and disclose devices capable of performing the claimed functions.  

 GROUNDS FOR STANDING II.

Petitioner hereby certifies that the patent for which review is sought is 

available for inter partes review and that Petitioner is not barred or estopped from 

requesting an inter partes review challenging the patent claims on the grounds 

identified in this Petition. 

 MANDATORY NOTICES III.

 Real Party-In-Interest A.

Acclarent, Inc., 33 Technology Drive, Irvine, CA 92618, is a wholly owned 
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subsidiary of Johnson & Johnson, One Johnson & Johnson Plaza, New Brunswick, 

N.J. 08933.  Both entities are real parties-in-interest for this petition to institute 

inter partes review.  

 Related Matters B.

The Albritton Patent is the subject of a patent infringement lawsuit brought 

by the Patent Owner against Acclarent in Dr. Ford Albritton IV v. Acclarent, Inc., 

Civil Action No. 3:16-cv-03340-D, filed in the United States District Court for the 

Northern District of Texas Dallas Division on December 1, 2016.   

Petitioner notes that the Albritton Patent was the subject of an action for 

breach of contract and declaratory judgement filed by Acclarent.  See Acclarent 

Inc. v. Ford Albritton IV, Civil Action No. 5:16-cv-06919, filed in the United 

States District Court for the Northern District of California San Jose Division on 

December 1, 2016.  The action included a claim challenging the validity of the 

Albritton patent.  However, this action was dismissed without prejudice on 

December 2, 2016 and does not preclude the inter partes review sought herein.  

See id., Document No. 9 at 1.  “The Federal Circuit has consistently interpreted the 

effect of such dismissals as leaving the parties as though the action had never been 

brought.”  Macauto U.S.A. v. Bos GmbH & KG, Case IPR2012-00004, slip op. at 

15 (PTAB Jan. 24, 2013)(Paper 18)(citing Graves v. Principi, 294 F.3d 1350, 1356 

(Fed. Cir. 2002); Bonneville Assocs., Ltd. P’ship v. Baram, 165 F.3d 1360, 1364 
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(Fed. Cir. 1999). 

 Notice of Lead and Backup Counsel C.

Lead Counsel Backup Counsel 
Lisa Adams 
Reg. No. 44,238 
Mintz Levin Cohn Ferris Glovsky 
and Popeo PC 
One Financial Center 
Boston, MA 02111 
T:  (617) 348-3054 
F:  (617) 542-2241 

Peter Cuomo,  
Reg. No. 58,481 
Mintz Levin Cohn Ferris Glovsky 
and Popeo PC 
One Financial Center 
Boston, MA 02111 
T:  (617) 348-1854 
F:  (617) 542-2241 

Pursuant to 37 C.F.R. § 42.10(b), a Power of Attorney accompanies this 

Petition. 

 Notice of Service Information for Petitioner D.

Please address all correspondence to Lead Counsel at the address shown 

above.  Petitioner also consents to electronic service by email to: 

ladams@mintz.com and pjcuomo@mintz.com. 

 Service On The Patent Owner E.

Dr. Ford Albritton, IV is the inventor and, by virtue of an assignment from 

Bryan Lunsford to Dr. Fold Albritton, IV, as recorded at Reel 035665, Frame 0801 

at the USPTO’s assignment database, is the current owner of record of the 

Albritton patent.   Pursuant to 37 C.F.R. § 105(a), service of this Petition has been 

made simultaneously with this filing to the current correspondence address for the 

Albritton patent as shown in the Certificate of Service. 
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 THRESHOLD REQUIREMENT FOR INTER PARTES REVIEW IV.

A petition for inter partes review must demonstrate “a reasonable likelihood 

that the Petitioner would prevail with respect to at least one of the claims 

challenged in the petition.”  35 U.S.C. § 314(a).  This Petition meets that 

threshold.  All of the elements of claims 1-7 and 14-20 of Albritton are taught 

and/or disclosed in the prior art as explained below, and reasons to combine the 

prior art teachings and/or disclosures, where necessary, are established for each 

proposed ground under 35 U.S.C. § 103(a). 

 SUMMARY OF THE ALBRITTON PATENT V.

 Overview of Albritton A.

Albritton is directed to a guide catheter apparatus and methods for using the 

same.  The guide catheter apparatus is designed for insertion through an external 

body passage of a subject and, as shown in Figure 3 (reproduced below with 

markings), has a guide catheter (302, red) with a substantially rigid shaft and 

proximal and distal openings with a lumen extending therebetween.  The guide 

catheter is coupled to a handle (350, blue) having an opening (318) and a structure 

configured to allow the guide catheter (red) to be controlled by some or all of three 

fingers of one hand of an operator holding the handle.  The handle (blue) includes 

a coupling (310 and 320, orange) configured to couple the lumen in the guide 

catheter (red) to a suction source.   
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Figure 4 (reproduced below with markings) illustrates a working device 

(green) inserted through the handle opening (318) and into the lumen in the guide 

catheter.   

 

The handle structure is purportedly adapted to permit the operator to position 

a thumb and index finger to manipulate the working device immediately adjacent 

to the handle opening, and to control, by one of the thumb or index finger, an 

amount of suction coupled to the distal opening of the lumen.  While the function 
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of manipulating the working device adjacent to the handle opening is not shown in 

the drawings, Figure 5 of Albritton (reproduced below) illustrates the device being 

held by a user. 

 

Albritton has a total of 20 claims, with claims 1, 8, and 14 being 

independent.  Claims 1 and 14 each define the basic guide catheter system or 

apparatus, while claim 8 defines a method of inserting the guide catheter through 

an external body passage of a subject.   

 Summary of the Prosecution History B.

Albritton was filed on May 18, 2009 and claims priority from a provisional 

patent application filed on May 16, 2008, attached hereto as Ex. 1002.  Albritton 

was filed with 20 claims, of which claims 1, 8, and 14 were independent.   

In a first Office Action mailed December 22, 2011, claims 1-4, 7-11, 13-17, 

and 19-20 were rejected under 35 U.S.C. § 102(b) as being anticipated by U.S. 

Patent No. 6,605,036 to Wild (“Wild”), and claims 5, 12, and 18 were rejected 

under 35 U.S.C. § 103(a) for obviousness over Wild in view of Makower.  See Ex. 
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1003 (Dec. 22, 2011 Office Action, pp.2-5).   

In a response filed on April 23, 2012, claim 1 was amended to recite “a 

working device adapted to be insertable through the handle opening into the lumen 

of the guide catheter.”  Ex. 1003 (Apr. 23, 2012 Amendment and Response, p.2).  

Independent claim 14 was amended to recite that the working device can be 

manipulated immediately adjacent to the handle “opening when the working 

device is inserted through the handle opening into the lumen of the shaft.”  Id., p.7.  

The applicants argued that Wild does not teach a working device adapted to be 

insertable through the handle opening into the lumen of the guide catheter, or that 

the structure of the handle is adapted to permit the operator to position a thumb and 

index finger of the hand to manipulate the working device via a portion of the 

working device immediately adjacent to the handle opening.  See id., p.11.  The 

applicants asserted that the thumb and index finger of an operator “would not be 

able to reach a portion of the working device immediately adjacent to the handle 

opening utilizing the handle top by Wild.”  Id.   

As to the rejection of claims 5, 12, and 18 under 35 U.S.C. § 103(a) as being 

unpatentable over Wild in view of Makower, the applicants did not address 

Makower on any of the merits.   

In a final Office Action mailed August 27, 2012, claims 1-20 were rejected 

under 35 U.S.C. § 102(b) as being anticipated by U.S. Patent Pub. No. 
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2006/0252993 of Freed (hereafter “Freed”).  See id. (Aug. 27, 2012 Office Action, 

pp.2-6).  In response, the applicants amended claim 1 to recite “a handle coupling 

… configured to couple a source of suction to the lumen,” and to recite that the 

structure permits the operator “to control, by one of the thumb or index finger, an 

amount of suction coupled to the distal opening of the lumen.”  See Ex.1003 (Oct. 

29, 2012 Amendment and Response, p.2).  Similar amendments were made to 

claim 14.  The applicants argued that Freed discloses “a catheter handle 132 with 

an irrigation/suction port 230 that has luer style fittings 258” which define port 

230, as seen in Figure 3 of Freed (partially reproduced below) (See Ex. 1010, Fig. 

3), and fails to disclose that “the structure of the handle permits an operator to use 

a thumb or index finger to control the amount of suction.”  Id., p. 11.   

 

In a further non-final Office Action mailed June 10, 2014, claims 1-20 were 

rejected pursuant to 35 U.S.C. § 102(b) as being anticipated by U.S. Patent 

Publication No. 2009/0143645 of Matthes (“Matthes”).  See Ex.1003 (Jun. 10, 
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2014 non-final Office Action, pp. 2-7).  The applicants responded by arguing that 

Matthes did not qualify as prior art.  See Ex.1003 (Nov. 10, 2014 Request for 

Reconsideration, pp. 8-9). 

Albritton issued on April 21, 2015.   

 PERSON OF ORDINARY SKILL IN THE ART VI.

A person of ordinary skill in the art is a hypothetical person presumed to 

know the relevant prior art.  See Gnosis S.p.A. v. South Alabama Med. Sci. Found., 

IPR2013-00116, Paper No. 68, 9 (PTAB Jun. 20, 2014).  Such a person is of 

ordinary creativity, not merely an automaton, and is capable of combining 

teachings of the prior art.  See id. (citing KSR Int’l Co. v. Teleflex Inc., 550 U.S. 

398, 421-21 (2007)).  A person of ordinary skill in the art as of May 16, 2008 

(hereinafter a “POSA”) would have had at least a bachelor’s degree in either 

electrical engineering or mechanical engineering, or equivalent, with at least four 

years’ experience designing surgical instruments.  See Ex. 1004, ¶¶20-21.   

 CLAIM CONSTRUCTION VII.

 Applicable Legal Standards A.

Solely for purposes of this review, Petitioner construes the claim language 

such that the claim terms are given their broadest reasonable interpretation in light 

the Albritton specification.  See 37 C.F.R. § 42.100(b); Cuozzo Speed Techs., LLC 

v. Lee, 2016 U.S. LEXIS 3927 at *24 (U.S. June 20, 2016); see also, Office Patent 
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Trial Practice Guide, 77 Fed. Reg. 48756, 48766 (Aug. 14, 2012).  Also, the claim 

terms are given their ordinary and customary meaning, as would be understood by 

one of ordinary skill in the art at the time of the invention and in the context of the 

entire patent disclosure.  See In re Translogic Technology, Inc., 504 F.3d 1249, 

1257 (Fed. Cir. 2007).   

For terms not specifically construed below, Petitioner interprets them for 

purposes of this review in accordance with their plain and ordinary meaning under 

the required broadest reasonable construction in light of the patent specification.  

37 C.F.R. § 42.100(b).  Because that legal standard for claim construction differs 

from the one applied in U.S. District Court litigation, see In re Am. Acad. of Sci. 

Tech Ctr., 367 F.3d 1359, 1364, 1369 (Fed. Cir. 2004), Petitioner expressly 

reserves the right to advocate a different construction in any subsequent litigation 

for any term found in Albritton.  

 Proposed Constructions B.

 “guide catheter” 1.

Proposed Construction:  an elongate tubular device for guiding other 

instruments into a body.   

The ordinary meaning of the term “guide catheter” to a POSA is a generally 

flexible device for guiding an instrument into a body cavity.  See Ex. 1004, ¶49.  

However, Petitioner notes that the claims require that the “guide catheter” be 
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“substantially rigid,” and thus the broadest reasonable interpretation of this term in 

light of the patent specification is an elongate tubular device capable of guiding 

other instruments into a body cavity.  

 “handle coupling” 2.

Proposed Construction:  a device for directly or indirectly connecting two 

parts (the lumen and a source of suction).   

The construction of this term comes from the plain and ordinary meaning in 

light of its use in the patent specification.  A “coupling” is defined in the dictionary 

as “a device that serves to couple or connect the ends of adjacent parts of objects.”  

Ex. 1008.   

Albritton uses “coupling” consistent with the dictionary definition and 

discloses three “handle couplings” that connect the source of suction to the lumen.  

In particular, Albritton explains that “[a] source of suction may be attached to the 

handle 350 at the handle coupling 320 to provide suction at the distal end of the 

guide 302, as described with reference to FIG. 2.”  Ex. 1001, 4:12-15.  Albritton 

further explains that “[a] suction tube 428 may be attached to the handle coupling 

320 by a tube coupling 422.”  Id., 4:56-57.  Albritton also discloses a “guide 

coupling 310 [that] accepts and locks a guide 302.”  Id., 3:55-56.  Since the guide 

coupling 310 connects the lumen in the guide 302 to a source of suction via the 

handle, the guide coupling 310 should also be considered to be the claimed “handle 
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coupling.”  The handle coupling 320, the tube coupling 422, and the guide 

coupling 320 are shown in orange in Figures 3 and 4 of Albritton (reproduced 

below with markings).   

 

Since the lumen in the guide catheter is not directly connected to the source of 

suction, and instead is connected through the handle, a POSA would understand 

that the “handle coupling” must include indirect connections.  See Ex. 1004, ¶50.  

Accordingly, the broadest reasonable interpretation of the term “handle coupling” 

in view of the specification is a device for directly or indirectly connecting two 

parts (the lumen and a source of suction).   

 “coupled” 3.

Proposed Construction:  mechanically or electrically connected. 

Independent claims 1 and 14 each recite that the handle is “coupled” to the 

guide catheter.  The ordinary meaning of the term “coupled,” which in context 

means that the handle be “mechanically . . . connected,” should apply.  Ex. 1008; 
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see also Ex. 1004, ¶51. 

 “structure” 4.

Proposed Construction:  something built or constructed.   

Independent claims 1 and 14 each recite that the handle includes a 

“structure,” and that the “structure” be used to perform certain functions, namely 

that “the structure is configured to allow a position of the guide catheter to be 

controlled by some or all of three fingers of one hand of an operator of the handle,” 

and “the structure of the handle is adapted to permit the operator to position a 

thumb and index finger of the hand to manipulate the working device via a portion 

of the working device immediately adjacent to the handle opening.”  Ex. 1001, 

claims 1 and 14.  The claims do not recite any structure for the claimed “structure,” 

and the term “structure” does not appear in the detailed description of Albritton, 

and instead is only used in the Abstract.  See Ex. 1001, Abstract.  While Petitioner 

believes the term “structure” should be interpreted to be a “nonce word” that forms 

part of a “means-plus-function limitation,” for the purposes of this proceeding 

Petitioner instead applies the plain and ordinary meaning of the term “structure” in 

light of its use in the patent specification.  See Ex. 1004, ¶52.  This meaning is 

based on the dictionary definition of “structure,” which means “something built or 

constructed.”  Ex. 1008.   
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 PRIOR ART REFERENCES RELIED ON BY PETITIONER VIII.

1. U.S. Patent No. 8,747,389 of Goldfarb et al., entitled “Systems for 

Treating Disorders of the Ear, Nose, and Throat” (Ex. 1005) (“Goldfarb”) was filed 

on August 24, 2007 and issued on June 10, 2014.  It is pre-AIA 35 U.S.C. § 102(e) 

prior art for claims entitled to the benefit of the May 16, 2008 provisional filing 

date, and § 102(b) prior art for claims that are not so entitled.  

2. U.S. Patent No. 5,562,640 of McCabe et al., entitled “Endoscopic 

Surgical Instrument For Aspiration and Irrigation” (Ex. 1006) (“McCabe”) issued 

on October 8, 1996.  It is prior art under pre-AIA 35 U.S.C. § 102(b).  

3. U.S. Patent No. Publication No. 2006/0063973 of Makower et al., 

entitled “Methods and Apparatus for Treating Disorders of the Ear Nose and 

Throat” (Ex. 1009) (“Makower”) was published on March 23, 2006.  It is prior art 

under pre-AIA 35 U.S.C. § 102(b). 

4. U.S. Patent No. 4,915,691 of Jones entitled “Aspirator” (Ex. 1007) 

(“Jones”) issued on April 10, 1990.  It is prior art under pre-AIA 35 U.S.C. § 

102(b).  

 STATEMENT OF NON-REDUNDANCY IX.

The grounds in this Petition rely upon different references and combinations 

of references and involve different groups of claims.  Ground 1 relies on Goldfarb, 

a prior art reference that discloses a guide catheter and teaches all of the elements 
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of claims 1-5, 7, 14-18, and 20, including that the handle comprises a pivot as 

required by claim 3, and that the handle includes a second opening as required by 

claims 4-5 and 17-18.  In Ground 1, Goldfarb is an anticipatory 102(e) reference 

against some claims (1-3, 7, 14-16, and 20) and a 102(b) reference against others 

(4, 5, 17, and 18) due to the patentee’s claim amendments made during prosecution 

that were not fully supported by its earliest priority disclosure.  Ground 2 relies on 

Goldfarb to render claims 6 and 19 unpatentable for obviousness under 103(a) 

based on Goldfarb’s disclosure of a “female” luer lock which a POSA would have 

known could have allowed for the source of suction to move relative to the handle, 

even though that functional limitation was not explicitly disclosed.   

Ground 3 relies on McCabe, a 102(b) prior art reference that anticipates 

claims 1-2, 4-7, 14-15, and 17-20.  McCabe discloses a guide catheter that includes 

a second opening on the handle that is adapted to permit control of an amount of 

suction, however this element is part of a valve, a fundamental difference from 

Goldfarb.  The physical configuration of McCabe and Goldfarb are also different 

and while both references disclose guide catheters that can be held and controlled 

by some or all of three fingers, a user would need to control the flow of suction 

differently for each.   

Ground 4 relies on Makower, a 102(b) reference that anticipates claims 1-2, 

7, 14-15, and 20.  Makower discloses a guide catheter that is also physically unique 
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when compared to Goldfarb and McCabe.  While Makower can also be held and 

controlled by some or all of three fingers, a user would need a different type of grip 

than with McCabe or Goldfarb.  Makower also lacks the second opening on the 

handle and as a result is combined with Jones for Ground 5 which demonstrates 

that Albritton claims 4-6 and 17-19 would have been obvious.  

Thus the references encompass different legal types of prior art, disclose 

certain different elements, and are presented in different ways.  The Grounds are 

also directed to different claims, and to the extent that the Board gives meaning to 

the functional limitations of Albritton, these references disclose guide catheters 

that are configured differently and could not be considered redundant. 

 STATEMENT OF PRECISE RELIEF REQUESTED X.

Petitioner respectfully requests that claims 1-7 and 14-20 of Albritton (Ex. 

1001) be invalidated based on the following grounds of unpatentability: 

Ground Relied-on Reference Statutory Basis Claims 

1 Goldfarb  35 U.S.C. § 102 1-5, 7, 14-18, & 20 

2 Goldfarb  35 U.S.C. § 103 6 & 19 

3 McCabe  35 U.S.C. § 102 1-2, 4-7, 14-15, & 17-
20 

4 Makower 35 U.S.C. § 102 1-2, 7, 14-15, & 20 

5 Makower in view of Jones 35 U.S.C. § 103 4-6 and 17-19 
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 CLAIM-BY-CLAIM EXPLANATION OF GROUNDS FOR XI.
UNPATENTABILITY 

 Ground I - Claims 1-5, 7, 14-18, and 20 are Anticipated by A.
Goldfarb 

 Independent Claim 1 1.

As demonstrated below, Goldfarb provides one example of a prior art patent 

that discloses all elements of claim 1 of Albritton.  See also, Ex. 1004, ¶61. 

 Limitation:  “A system, comprising:” a.

1. A system, 
comprising:  

“A dilation catheter device and system is constructed in 
a manner that facilitates ease of use by the operator and, 
in at least some cases, allows the dilation procedure to 
be performed by a single operator.”  Ex. 1005, Abstract. 

 
To the extent the preamble is considered to be a limitation of the claim, 

Goldfarb discloses a system.  See also, Ex. 1004, ¶63. 

 Limitation:  “a guide catheter insertable through an b.
external body passage of a subject” 

a guide catheter 
insertable through an 
external body passage 
of a subject  

See, e.g., Ex. 1005, claim 1 (“a guide catheter that is 
insertable into the head of the subject.”); see also id., 
Figure 4 (reproduced below with markings showing the 
guide catheter 40c in red). 
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Goldfarb discloses a series of guide catheters 40a-40f.  See id., 7:54-55.  By 

way of example, Figure 4 (reproduced above) illustrates guide catheter 40c.  

Goldfarb explains that the disclosed guide catheters are inserted “through one of 

the subject’s nostrils.”  See e.g., id., 3:24-27.  Since a nostril is an external body 

passage of a subject, Goldfarb teaches this limitation of claim 1.  See also, Ex. 

1004, ¶¶64-65. 

 Limitation:  “said guide catheter having a substantially c.
rigid shaft, a proximal opening, a distal opening and a 
lumen extending between the proximal opening and the 
distal opening” 

said guide catheter having 
a substantially rigid shaft, 
a proximal opening, a 
distal opening and a lumen 
extending between the 
proximal opening and the 
distal opening;  

See, e.g., Ex. 1005, claim 1 (“a guide catheter with a 
substantially rigid shaft, a proximal opening, a distal 
opening and a lumen extending between the proximal 
opening and the distal opening.”); see also id., Figure 
6 (reproduced in relevant part below). 

 
 
Goldfarb discloses “a series of sinus guide catheters 40a-40f that may be 

used in conjunction with dilation catheter 10.”  Ex. 1005, 7:54-55.  Goldfarb 

explains that “[t]hese guide catheters 40a-40f are substantially rigid ….”  Id., 7:56.  
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Figure 6, reproduced above, clearly illustrates the proximal opening, distal 

opening, and lumen extending between the proximal and distal openings.  Goldfarb 

therefore teaches this limitation of claim 1.  See also, Ex. 1004, ¶66. 

 Limitation:  “a handle coupled to the guide catheter, the d.
handle having a handle opening,” 

a handle coupled to the 
guide catheter, the 
handle having a handle 
opening,  

“[A]n optional handle 42 [] may be attached to the guide 
catheter 40a-40d …” and has “a lumen 47 extending 
therethrough ….”  Id., 10:32-33 and 37.  See also, 
opening adjacent arrow 47 in Figure 3A of Goldfarb 
(reproduced below).    
  

 
 
Goldfarb discloses various handle configurations that can be attached to any 

of guide catheters 40a-40d.  See id., 10:32-34.  Goldfarb explains that the handle 

comprises “a rigid head 44 having a male Luer [46] fitting on one end, a lumen 47 

extending therethrough and a handle member 48 extending therefrom.”  Id., 10:36-

38.  “[T]he male Luer fitting 46 may be inserted into the proximal end of the guide 

catheter 40c . . . .”  Id., 10:39-40.  Since the Luer fitting 46 connects the head 44 of 

the handle 42 to the guide catheter 40c, Goldfarb discloses “a handle coupled to the 
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guide catheter,” as required by claim 1.  Goldfarb further explains that “the 

guidewire GW and guide catheter 10 may then be inserted through the lumen 47 of 

the handle head 44 and through the guide catheter.”  Id., 10:40-42.  Goldfarb thus 

discloses a handle opening at the entrance of lumen 47, shown in Figure 3 above 

adjacent to arrow 47.  Goldfarb therefore teaches this limitation of claim 1.  See 

also, Ex. 1004, ¶¶67-70. 

 Limitation:  “a handle coupling” e.

a handle coupling See Ex. 1005, 10:39-40 (“male Luer fitting 46 may be inserted 
into the proximal end of the guide catheter 40c ….”).  See also 
id., 11:19-22 (“An irrigation and/or suction tube 54 may be 
attached to the handle member 48a to infuse fluid through or 
suction fluid and debris through the fluid channel 52.”) 

 
Goldfarb discloses two handle couplings.  In particular, Goldfarb discloses a 

male Luer fitting 46 on the handle 42 that is inserted into a female Luer fitting on 

the proximal end of the guide catheter 40c.  See id., 11:65-67.  Goldfarb also 

teaches that “[a]n irrigation and/or suction tube 54 may be attached to the handle 

member 48a to infuse fluid through or suction fluid and debris through the fluid 

channel 52.”  Id., 11:19-22.   

Accordingly, Goldfarb teaches the “handle coupling” required by claim 1 of 

Albritton.  See also, Ex. 1004, ¶71. 
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 Limitation:  “and a structure,” f.

and a structure,  Goldfarb’s handle has a structure, as shown in Figure 
3A reproduced below. 

 
 
Goldfarb’s handle has a configuration similar to the handle shown in 

Albritton, and thus regardless of the interpretation of the term “structure,” Goldfarb 

discloses such a “structure.”  See also, Ex. 1004, ¶72. 

 Limitation:  “wherein the structure is configured to allow g.
a position of the guide catheter to be controlled by some 
or all of three fingers of one hand of an operator of the 
handle, and” 

wherein the structure is 
configured to allow a position 
of the guide catheter to be 
controlled by some or all of 
three fingers of one hand of 
an operator of the handle, and  

“The handle 48 serves to facilitate grip and control 
to manipulate the dilation catheter along with a 
separate device (e.g., an endoscope or other tool) 
without having to use a second hand.”  Ex. 1005, 
10:63-66.   

 
At the outset, Petitioner notes that the above limitation merely recites an 

intended use and therefore cannot be used to differentiate the claimed apparatus 

from the prior art.  “‘[A]pparatus claims cover what a device is, not what a device 

does.’”  M.P.E.P 2114 (citing Hewlett-Packard Co. v. Bausch & Lomb Inc., 909 
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F.2d 1464, 1469 (Fed. Cir. 1990)) (emphasis original).  “A claim containing a 

‘recitation with respect to the manner in which a claimed apparatus is intended to 

be employed does not differentiate the claimed apparatus from a prior art 

apparatus’ if the prior art apparatus teaches all the structural limitations of the 

claim.”  M.P.E.P 2114 (citing Ex parte Masham, 2 USPQ2d 1647 (Bd. Pat. App. & 

Inter. 1987)).     

Goldfarb teaches all of the structural limitations of the claim, and therefore 

this limitation of intended use does not differentiate the claimed apparatus from 

Goldfarb.  As shown in Figure 3A (reproduced below), Goldfarb’s handle member 

48a extends at an angle relative to the head 44a.  This configuration is similar to 

the structure of the handle disclosed in Albritton.  Figure 3 (reproduced below) of 

Albritton illustrates a handle 350 having a lower portion that extends at an angle 

relative to the upper portion of the handle.   

Goldfarb     Albritton 

  

Goldfarb also discloses that “[t]he handle member 48 may be shapeable 
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(e.g., malleable or bendable) to allow the operator to adjust the shape and/or angle 

of the handle relative to the shaft of the guide catheter 40c.”  Ex. 1005, 10:54-57.  

Goldfarb further explains that “[t]he handle 48 serves to facilitate grip and control 

to manipulate the dilation catheter along with a separate device (e.g., an endoscope 

or other tool) without having to use [a] second hand.  In this manner, the operator 

may adjust rotation of a guide catheter while observing under endoscope (all with 

one hand) ….”  Id., 10:63-67.  Accordingly, to the extent this limitation is given 

weight, then Goldfarb’s similar handle is likewise configured to perform the 

claimed function.  This is particularly true in light of the fact that Goldfarb’s 

handle is malleable and can be shaped to allow a user to grasp the handle with 

some or all of three fingers of one hand to control a position of the guide catheter.  

Moreover, Goldfarb explains that “an optional handle may be used to facilitate 

grasping or supporting a device of the present invention as well as another device 

(e.g., an endoscope) with a single hand.”  Id., Abstract.  

A POSA would also recognize that Goldfarb’s one-handed handle design is 

meant to be held by the pinky, ring, and middle fingers positioned around the 

handle 42 to control movement of the guide catheter 40a-40d coupled thereto, thus 

leaving the index finger and thumb free to perform other functions, such as 

controlling suction or the working device.  See also, Ex. 1004, ¶¶73-77.    
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 Limitation:  “wherein the handle coupling is configured h.
to couple a source of suction to the lumen; and” 

wherein the handle coupling 
is configured to couple a 
source of suction to the 
lumen; and  

“An irrigation and/or suction tube 54 may be 
attached to the handle member 48a to infuse fluid 
through or suction fluid and debris through the fluid 
channel 52.”  See Ex. 1005, 11:19-22.  “The fluid 
channel 52 extends from the lumen 47 downwardly 
through the head 44a and through the handle 
member 48a.”  Id., 11:15-17.   

 
Goldfarb’s male Luer fitting 46 on the handle 42 is inserted into a female 

Luer fitting on the proximal end of the guide catheter 40c.  See id., 11:65-67.  

Goldfarb further explains that “[a]n irrigation and/or suction tube 54 may be 

attached to the handle member 48a to infuse fluid through or suction fluid and 

debris through the fluid channel 52.”  Id., 11:19-22.  Goldfarb therefore discloses a 

handle coupling (e.g., Luer fitting 46) that is configured to couple a source of 

suction to the lumen.  See also, Ex. 1004, ¶¶78-79.  Goldfarb thus teaches this 

limitation of claim 1. 

 Limitation:  “a working device adapted to be insertable i.
through the handle opening into the lumen of the guide 
catheter,” 

a working device adapted to be 
insertable through the handle 
opening into the lumen of the 
guide catheter,  

Goldfarb discloses a “working catheter being 
insertable through the bore of the handle and 
through the lumen of the guide catheter ….”  
Ex. 1005, claim 1. 

 
Figure 6 (reproduced below with markings) shows the system of Goldfarb 
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with a working device (shown in green) inserted through the handle 42 and into the 

lumen of the guide catheter 40c.   

 

Goldfarb thus discloses a working device adapted to be insertable through 

the handle opening into the lumen of the guide catheter.  See also, Ex. 1004, ¶¶80-

82. 

 Limitation:  “wherein the structure of the handle is j.
adapted to permit the operator to position a thumb and 
index finger of the hand to manipulate the working device 
via a portion of the working device immediately adjacent 
to the handle opening” 

wherein the structure of the 
handle is adapted to permit the 
operator to position a thumb and 
index finger of the hand to 
manipulate the working device 
via a portion of the working 
device immediately adjacent to 
the handle opening  

See Ex. 1005, 10:63-66 (“The handle 48 serves 
to facilitate grip and control to manipulate the 
dilation catheter along with a separate device 
(e.g., an endoscope or other tool) without 
having to use a second hand.” 

 
At the outset, Petitioner notes that the above limitation merely recites an 

intended use and therefore cannot be used to differentiate the claimed apparatus 
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from the prior art.  See Section XI.A.1.g. 

Goldfarb teaches all of the structural limitations of the claim, and therefore 

this limitation of intended use does not differentiate the claimed apparatus from 

Goldfarb.  As shown in Figure 3A below, Goldfarb’s handle member 48a extends 

at an angle relative to the head 44a, and the opening (adjacent arrow 47) is 

positioned adjacent or slightly distal to the handle.  This configuration is similar to 

the structure of the handle disclosed in Albritton, which includes a lower portion 

that extends at an angle relative to the upper portion of the handle, and an opening 

318 that is positioned adjacent or slightly distal to the handle.  The relative 

positioning of the opening and the handle is what purportedly allows a user to 

engage a working device immediately adjacent to the opening using a thumb and 

index finger.   

Goldfarb     Albritton 
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Accordingly, to the extent this limitation is given weight, and to the extent 

the structure of the handle disclosed in Albritton is capable of performing the 

claimed function, then Goldfarb’s similar handle must likewise be configured to 

perform the claimed function.  This is particularly true in light of the fact that 

Goldfarb’s handle is malleable and can be shaped to allow a user to position a 

thumb and index finger of the hand to manipulate a working device via a portion of 

the working device immediately adjacent to the handle opening.  See Ex. 1005, 

10:54-57.   

A POSA would also understand that the thumb and index finger could be 

positioned adjacent to the opening (adjacent arrow 47) to grasp the working device, 

e.g., a guide wire GW and/or a dilation catheter 10.  See Ex. 1004, ¶83.  The 

malleable nature of the handle would also allow the handle to be shaped to have a 

pistol-style configuration, similar to the configuration disclosed in Albritton.  See 

also, Ex. 1004, ¶76. 

Goldfarb therefore discloses a handle having a structure that is adapted to 

permit the operator to position a thumb and index finger of the hand to manipulate 

the working device via a portion of the working device immediately adjacent to the 

handle opening.  See Ex. 1004, ¶84.   
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 Limitation:  “and to control, by one of the thumb or k.
index finger, an amount of suction coupled to the distal 
opening of the lumen.” 

and to control, by one of the 
thumb or index finger, an amount 
of suction coupled to the distal 
opening of the lumen.  

“[A] pinch valve or hole can be strategically 
placed in handle 48 to actuate/allow control of 
suction or fluid delivery via handle device 
(e.g., the user may pinch the handle with 
fingers to restrict flow through handle) or the 
handle 48 may have a suction hole where the 
user must cover the suction hole to actuate 
suction through the optional handle 42.”  Ex. 
1005, 11:6-12.   

 
As set forth in the table above, Goldfarb discloses a pinch valve or hole 

located in the handle for controlling an amount of suction through the handle, and 

thus through the distal opening in the lumen extending through the guide catheter 

40.  See Ex. 1005, 11:6-12.  Goldfarb further refers to a “thumb/finger hole to 

control the suction force.”  Id., 11:33-34.  Accordingly, since Goldfarb discloses 

that a suction hole can be placed anywhere on the handle for controlling suction 

through the guide catheter, and Goldfarb refers to the hole as a “thumb/finger hole 

to control the suction force,” Goldfarb discloses a hole that can be covered by the 

thumb of a user to control suction coupled to the distal opening of the lumen.    

The handle opening 47 will also function to allow an amount of suction to be 

controlled by one of the thumb or index finger when no working device is inserted 

therethrough.  Albritton explains that “[t]he forefinger and thumb are left free to … 
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cover the opening 318 to redirect suction to the distal end of the guide 302 ….”  

4:67 to 5:3.  Goldfarb’s handle opening 47 can similarly function to allow a user to 

cover the opening to control an amount of suction.  See Ex. 1004, ¶¶85-87. 

In conclusion, for all of these reasons discussed above, claim 1 is invalid 

under 35 U.S.C. § 102(e) as being anticipated by Goldfarb.  See Ex. 1004, ¶88.   

 Dependent Claims 2-7 2.

 Dependent Claim 2 a.

Claim 2 depends from claim 1 and recites that a longitudinal axis of the 

handle forms an angle with a longitudinal axis of the guide catheter of less than 

ninety degrees and more than zero degrees.   

As shown, for example, in Figure 4 of Goldfarb (reproduced below with 

markings) the handle 48 has a longitudinal axis that forms an angle that is less than 

ninety degrees and more than zero degrees.  See also, Ex. 1004, ¶¶90-91. 

 

Moreover, since Goldfarb discloses that the handle can be malleable, the 

handle can be positioned at any desired angle that is less than ninety degrees and 

more than zero degrees.  See Ex. 1005, 10:54-57;  see also, Ex. 1004, ¶92. 
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Claim 2 is therefore invalid under 35 U.S.C. § 102(e) as being anticipated by 

Goldfarb. 

 Dependent Claim 3 b.

Claim 3 depends from claim 1 and recites that the handle comprises a pivot 

configured to allow adjustment of an angle between a longitudinal axis of the 

handle and a longitudinal axis of the guide catheter to a desired value.  As shown 

in Figure 3B (reproduced below) Goldfarb discloses a handle 42b that “is formed 

of a series or [sic] pivotally interconnected units 56 which allows the handle 

member 48b to be conveniently formed into various shapes as desired by the 

operator.”  Ex. 1005, 11:38-41.   

 

Goldfarb thus discloses a handle having a pivot configured to allow 

adjustment of an angle between a longitudinal axis of the handle and a longitudinal 

axis of the guide catheter to a desired value.  See also, Ex. 1004, ¶¶94-97. 

Claim 3 is therefore invalid under 35 U.S.C. § 102(e) as being anticipated by 

Goldfarb. 
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 Dependent Claim 4 c.

At the outset, Petitioner notes that claim 4 recites a feature (namely, a 

second opening) that was not disclosed in the provisional application filed on May 

16, 2008, and therefore claim 4 has an earliest priority date of May 18, 2009.  

Goldfarb is thus prior art pursuant to 35 U.S.C. § 102(b) with respect to claim 4, as 

well as claims 5-6 which depend therefrom. 

As explained above in Section XI.A.1.k, Goldfarb discloses a “thumb/finger 

hole to control the suction force.”  Ex. 1005, 11:33-34.  Goldfarb also discloses an 

opening 47 in the handle which could be covered to control an amount of suction.  

Goldfarb therefore teaches a first opening and a second opening adapted to permit 

control of an amount of suction coupled to the distal opening of the lumen, as 

required by claim 4.  See also, Ex. 1004, ¶98-100. 

Claim 4 is therefore invalid under 35 U.S.C. § 102(b) as being anticipated by 

Goldfarb. 

 Dependent Claim 5 d.

The second opening in Goldfarb would have to be positioned in a path of a 

flow of suction between the distal opening of the guide catheter and the source of 

suction, as required by claim 5.  Such a configuration would be required in order to 

allow an amount of suction to be controlled.  See Ex. 1004, ¶¶101-103. 

Claim 5 is therefore invalid under 35 U.S.C. § 102(b) as being anticipated by 
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Goldfarb. 

 Dependent Claim 7 e.

Claim 7 depends from claim 1 and recites that the handle is removably 

coupled to the guide catheter.  Goldfarb discloses a handle that is removably 

coupled to the guide catheter.  In particular, Goldfarb discloses a male Luer fitting 

46 on the handle for mating with a proximal end of the guide catheter 40c.  See Ex. 

1005, 10:38-40; see also, Ex. 1004, ¶¶104-106. 

Claim 7 is therefore invalid under 35 U.S.C. § 102(e) as being anticipated by 

Goldfarb. 

 Independent Claim 14 3.

Independent claim 14 is substantively identical to claim 1 and thus our 

analysis set forth above applies equally to claim 14.   

Claim 14 of US 9,011,412 Goldfarb 
14. A guide catheter apparatus insertable 
through an external body passage of a subject, 
comprising:  

See Ex. 1005, Abstract.  See also 
Section XI.A.1.b. 

a substantially rigid shaft with a proximal 
opening, a distal opening, and a lumen 
extending between the proximal opening and 
the distal opening; and  

See Section XI.A.1.c. 

a handle coupled to the shaft, the handle having 
a handle opening, 

See Section XI.A.1.d. 

a handle coupling See Section XI.A.1.e. 
and a structure,  See Section XI.A.1.f. 
wherein the structure is configured to allow a 
position of the guide catheter apparatus to be 
controlled by some or all of three fingers of one 

See Section XI.A.1.g. 
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hand of an operator of the handle,  
wherein the handle coupling is configured to 
couple a source of suction to the lumen,  

See Section XI.A.1.h. 

wherein the structure of the handle is adapted to 
permit the operator to position a thumb and 
index finger of the hand to manipulate a 
working device via a portion of the working 
device immediately adjacent to the handle 
opening when the working device is inserted 
through the handle opening into the lumen of 
the shaft, and  

See Section XI.A.1.j. 

wherein the structure of the handle is 
configured to permit the operator to control, by 
one of the thumb or index finger, an amount of 
suction coupled to the distal opening of the 
lumen.  

See Section XI.A.1.k. 

 
Accordingly, as discussed in the analysis of claim 1 along with support in 

the claim chart above, Goldfarb discloses all elements of claim 14, and therefore 

claim 14 is invalid under 35 U.S.C. § 102(e) as being anticipated by Goldfarb.  See 

also, Ex. 1004, ¶89. 

 Dependent Claims 15-20 4.

Dependent claims 15-18 and 20 are identical to claims 2-5 and 7 and are 

therefore invalid over Goldfarb for the same reasons set forth above.  See also, Ex. 

1004, ¶¶90-106. 

 Ground II - Claims 6 and 19 Would Have Been Obvious Over B.
Goldfarb 

 Dependent Claims 6 and 19 1.

Claim 6 depends from claim 4 and recites that the handle coupling is further 
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adapted to allow movement of the source of suction relative to the handle.  

Albritton discloses a guide coupling 310 for coupling the guide to the handle, and a 

tube coupling 320 and 422 for coupling a source of suction to the handle.  See Ex. 

1001, 3:53-58 and 4:11-15.  Albritton explains that “guide coupling 310 [] may be 

a rotating ‘female’ luer lock….  The coupling also operates to permit the guide 302 

to be rotated to a desired position relative to the handle 350 and locked in that 

position for use.”  Ex. 1001, 3:54-58.  Albritton further discloses that “flexibility 

and/or rotation of the couplings 320 and/or 422 may reduce the interference of a 

stiff suction tube 428 on such motion.” 

Rotating female luer locks were well known in the art at the time of any 

invention in Albritton, and it would have been obvious to use one to attach 

Goldfarb’s guide catheter to the handle 42 and/or to attach a suction tube to 

Goldfarb’s handle to allow movement of the source of suction relative to the 

handle.  A POSA would have recognized that such a configuration would prevent 

kinking or twisting of the suction tube or would otherwise avoid other interference 

with use of the device, providing the requisite motivation to employ the same in 

combination with Goldfarb.  See Ex. 1004, ¶¶107-111. 

Claim 6 is therefore invalid under 35 U.S.C. § 103(a) for obviousness over 

Goldfarb. 

Claim 19 is identical to claim 6, expect that it depends from claim 14.  Claim 
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19 is therefore invalid for the same reasons set forth with respect to claim 6. 

 Ground III – Claims 1-2, 4-7, 14-15, and 17-20 Are Anticipated by C.
McCabe 

 Independent Claim 1 1.

As demonstrated below, McCabe provides another example of a prior art 

patent that discloses all elements of claim 1 of Albritton.  See also, Ex. 1004, 

¶¶112-113. 

 Limitation:  “A system, comprising:” a.

1. A system, comprising: See Ex. 1006, Figure 9. 

 
To the extent the preamble is considered to be a limitation of the claim, 

McCabe discloses a system.  By way of example, Figure 9 of McCabe illustrates a 

surgical instrument for aspiration and irrigation that includes an optical fiber 

connection port 34a for receiving an optical fiber.   
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See also Ex. 1006, 6:32-35 and 41-43.  Since the device receives an optical 

fiber, the device and the optical fiber comprise a system.  See also, Ex. 1004, ¶114. 

 Limitation:  “a guide catheter insertable through an b.
external body passage of a subject” 

a guide catheter 
insertable through an 
external body passage 
of a subject  

See Ex. 1006, Figure 8 of McCabe (reproduced below 
with markings).  See also id., 6:38-41 (“Extending from 
the housing 86 is single lumen cannula 24 which 
includes an outer sleeve member 26 ….”). 

 
 
Figure 8 of McCabe illustrates a guide catheter (single lumen cannula 24, 

shown in red above) that is insertable through an external body passage of a 

subject.  McCabe’s “cannula” should be considered to be a “guide catheter” since 

it has a similar structure and is used in the same manner as the “guide catheter” 

disclosed in Albritton.  See Ex. 1006, 5:11-14 (“Single lumen cannula 24 provides 

a means for transporting the irrigation fluid or the suction force from their 

respective sources to the surgical site.”); see also, Ex. 1004, ¶¶114-116.  McCabe 

therefore teaches this limitation of claim 1. 
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 Limitation:  “said guide catheter having a substantially c.
rigid shaft, a proximal opening, a distal opening and a 
lumen extending between the proximal opening and the 
distal opening” 

said guide catheter having a 
substantially rigid shaft, a 
proximal opening, a distal 
opening and a lumen extending 
between the proximal opening 
and the distal opening;  

See Ex. 1006, Figure 9 of McCabe (reproduced 
below with markings).     

 
 
Figure 9 of McCabe illustrates a proximal opening, a distal opening, and a 

lumen extending between the proximal and distal openings of the cannula 24, as 

shown in red in Figure 9 above.  The proximal opening, namely the optical fiber 

port 34a, is shown in Figure 10 of McCabe.  While McCabe does not explicitly 

state that the cannula is rigid, it is shown as having a linear configuration in all of 

the drawings.  There is no teaching or suggestion in McCabe that the cannula 24 is 

flexible.  In fact, McCabe’s cannula necessarily must be rigid in order to function 

properly.  See Ex. 1004, ¶¶117-120 (“A cannula (guide catheter) such as the one 

disclosed by McCabe is designed for percutaneous insertion into a body cavity of a 

patient, as shown in Figure 11 ….  Without substantial rigidity, the guide catheter 

could not be inserted through the tissue surface.”)  McCabe therefore teaches this 
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limitation of claim 1. 

 Limitation:  “a handle coupled to the guide catheter, the d.
handle having a handle opening,” 

a handle coupled to the 
guide catheter, the 
handle having a handle 
opening,  

See Ex. 1006, 6:41-44 and 46-48, and Figures 9 and 10 
(reproduced below with markings).   

 
 
Figures 9 and 10 illustrate a handle (shown in blue) coupled to the guide 

catheter 24 and having a handle opening 34a.  See Ex.1006, 6:41-44 and 46-48.  

McCabe discloses that the “pistol-type housing 86” has a cannula 24 extending 

therefrom, and thus “coupled” thereto.  Id., 6:35-36.  McCabe explains that 

“[c]oupling member 22a is provided as shown which engages body portion 12a 

and single lumen cannula 24 ….”  Id., 6:48-49.  An “optical fiber connection port 

34a [is] in direct axial communication with single lumen cannula 24.”  Id., 6:49-50.  

The port 34a thus forms a handle opening.  McCabe therefore teaches this 

limitation of claim 1.  See also, Ex. 1004, ¶¶121-124.   
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 Limitation:  “a handle coupling” e.

a handle coupling McCabe’s handle includes “a rotatable connection port 16 
for coupling a source of irrigation or a source of suction 
thereto.”  Ex. 1006, 4:64-66. 

 
McCabe discloses a connection port 16 that forms a handle coupling that is 

configured to couple a source of suction to the handle, and therefore McCabe 

teaches this limitation of claim 1.  See also, Ex. 1004, ¶¶125-126. 

 Limitation:  “and a structure,” f.

and a structure,  McCabe’s handle has a structure, as shown in Figure 9, 
reproduced below. 

 
 
McCabe’s handle has a pistol-style configuration that is similar to the handle 

structure disclosed in Albritton.  See id.  Thus, regardless of the interpretation of 

the term “structure,” McCabe discloses such a “structure.”  See also, Ex. 1004, 
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¶127. 

 Limitation:  “wherein the structure is configured to allow g.
a position of the guide catheter to be controlled by some 
or all of three fingers of one hand of an operator of the 
handle, and” 

wherein the structure is configured to allow a 
position of the guide catheter to be controlled by 
some or all of three fingers of one hand of an 
operator of the handle, and  

See Ex. 1006, Figure 9. 

 
At the outset, Petitioner notes that the above limitation merely recites an 

intended use and therefore cannot be used to differentiate the claimed apparatus 

from the prior art.  See Section XI.A.1.g. 

McCabe teaches all of the structural limitations of the claim, and therefore 

this limitation of intended use does not differentiate the claimed apparatus from 

McCabe.  As shown in Figure 9 (below), McCabe’s handle has a pistol-style 

configuration with a slight angle between the back surface of the lower portion of 

the handle and the upper portion of the handle.  This configuration is similar to the 

structure of the handle disclosed in Albritton.  Figure 3 (reproduced below) of 

Albritton illustrates a handle 350 having a lower portion that extends at an angle 

relative to the upper portion of the handle.   
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McCabe     Albritton 

   

Moreover, the very nature of a “handle” is for the purposes of enabling a 

user to grasp and hold the device, and thus a POSA would understand that 

McCabe’s handle will necessarily be used to “allow a position of the guide catheter 

to be controlled.”  See Ex. 1004, ¶¶128-130.  Since McCabe discloses valves 14, 

18 on the handle, at least three fingers must be used to grasp the device.  See id.    

Accordingly, to the extent this limitation is given weight, then McCabe’s 

similar handle is likewise configured to perform the claimed function.   

 Limitation:  “wherein the handle coupling is configured h.
to couple a source of suction to the lumen; and” 

wherein the handle coupling is 
configured to couple a source of 
suction to the lumen; and  

McCabe’s handle includes “a rotatable 
connection port 16 for coupling a source of 
irrigation or a source of suction thereto.”  Ex. 
1006, 4:64-66. 

 
McCabe explains that rotatable connection port 16 is “for coupling a source 

of irrigation or a source of suction” to the lumen, and that “[s]ingle lumen cannula 

24 provides a means for transporting the irrigation fluid or the suction force from 
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their respective sources to the surgical site.”  Id., 4:64-66 and 5:1-13.  McCabe 

explains that “a high pressure irrigation fluid source is utilized and connected, 

preferably to either of connection port 16 or connection port 20.”  Ex. 1006, 5:43-

45.  McCabe therefore teaches this limitation of claim 1.  See also, Ex. 1004, 

¶¶131-133. 

 Limitation:  “a working device adapted to be insertable i.
through the handle opening into the lumen of the guide 
catheter,” 

a working device adapted 
to be insertable through the 
handle opening into the 
lumen of the guide 
catheter,  

“The device may further include a port for an optical 
fiber for the performance of laser surgery which 
further communicates with the single lumen cannula 
to locate the optical fiber through the cannula to the 
surgical site.”  Ex. 1006, 3:19-23 

 
McCabe discloses that a working device, e.g., an optical fiber, can be 

inserted through the handle opening 34a and into the lumen of the cannula 24 (i.e., 

the guide catheter).  See id., 6:42-44; see also, Ex. 1004, ¶¶134-135.  McCabe 

therefore discloses this limitation of claim 1. 

 Limitation:  “wherein the structure of the handle is j.
adapted to permit the operator to position a thumb and 
index finger of the hand to manipulate the working device 
via a portion of the working device immediately adjacent 
to the handle opening” 

wherein the structure of the handle is 
adapted to permit the operator to position a 
thumb and index finger of the hand to 
manipulate the working device via a portion 

See Ex. 1006, 6:35 and 7:19-22 
(“The instrument is constructed to 
accommodate use with either hand 
and at any orientation to the 
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of the working device immediately adjacent 
to the handle opening  

patient’s body during the surgical 
procedure ….”); see also Figure 9.   

 
At the outset, Petitioner notes that the above limitation merely recites an 

intended use and therefore cannot be used to differentiate the claimed apparatus 

from the prior art.  See Section XI.A.1.j. 

McCabe teaches all of the structural limitations of the claim, and therefore 

this limitation of intended use does not differentiate the claimed apparatus from 

McCabe.  McCabe discloses a “pistol-type housing” that is constructed to 

“accommodate use with either hand and at any orientation to the patient’s body 

during the surgical procedure ….”  Id., 6:35 and 7:19-22.  While McCabe does not 

teach holding the handle as required by claim 1, McCabe’s handle certainly has a 

structure that is capable of permitting the operator to position a thumb and index 

finger of the hand to manipulate the working device via a portion of the working 

device immediately adjacent to the handle opening.  As shown below in the side-

by-side comparison of Figure 9 of McCabe and Figure 3 of Albritton, McCabe’s 

handle member 86 has a structure that is very similar to the structure of the handle 

disclosed in Albritton.  The relative positioning of the opening and the handle 

presumably is what allows a user to engage a working device immediately adjacent 

to the opening using a thumb and index finger.   
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McCabe     Albritton 

   

In fact, McCabe’s handle structure would be more conducive than 

Albritton’s handle to allowing a working device to be engaged adjacent to the 

opening 34a.  See Ex. 1004, ¶136-138 (“McCabe’s handle would accommodate 

more flexibility for a user’s thumb and index finger as compared to Albritton’s 

Figure 2.  The angular slope of Albritton would tend to rotate a user’s wrist in a 

direction that would decrease the maneuverability of the thumb and index finger.”). 

Accordingly, to the extent this limitation is given weight, and to the extent 

the structure of the handle disclosed in Albritton is configured to perform the 

claimed function, then McCabe’s similar handle is likewise configured to perform 

the claimed function.   

 Limitation:  “and to control, by one of the thumb or k.
index finger, an amount of suction coupled to the distal 
opening of the lumen.” 

and to control, by one of the thumb or index 
finger, an amount of suction coupled to the 
distal opening of the lumen.  

See Ex. 1006, 5:4-5 and 5:49-51  
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McCabe discloses several options for controlling an amount of suction at a 

distal opening of the lumen in the cannula 24.  First, McCabe discloses an outer 

sleeve member 26 that can be slid to cover or expose apertures 44 in the end of the 

cannula 24 (guide catheter) to control a pressure of an irrigation fluid.  See id., 

5:44-51.  The configuration of the handle is adapted to permit the operator to slide 

the sleeve 26 using one of the thumb or index finger.  See Ex. 1004, ¶¶139-141.  

McCabe also discloses a valve member 14 that controls connection port 16 which 

connects to a source of suction.  See Ex. 1006, 4:63-66.  The valve is positioned to 

be engaged by at least a user’s index finger.  See Ex. 1004, ¶140.   

In sum, for all of these reasons discussed above, claim 1 is invalid under 35 

U.S.C. § 102(b) as being anticipated by McCabe. 

 Dependent Claims 2 and 4-7 2.

 Dependent Claim 2 a.

McCabe’s handle has a longitudinal axis that forms an angle with a 

longitudinal axis of the guide catheter of less than ninety degrees and more than 

zero degrees, as required by claim 2.  Figure 9, reproduced below with markings, 

illustrates the angle. 
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Claim 2 is therefore invalid under 35 U.S.C. § 102(b) as being anticipated by 

McCabe.  See also, Ex. 1004, ¶¶143-145. 

 Dependent Claim 4 a.

Claim 4 recites that the opening is a first opening and the handle comprises a 

second opening adapted to permit control of the amount of suction coupled to the 

distal opening of the lumen.  As shown in Figure 8 of McCabe (reproduced below 

with markings), the handle 86 includes an opening (shown in blue) that seats the 

valve 14.  The opening is adapted to permit control of the amount of suction 

coupled to the distal opening of the lumen, as actuation of the valve 14 controls the 

suction applied through connection port 16, through the handle and the cannula, to 

the surgical site.  See Ex. 1006, 3:13-15 and 16-19.   
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 Claim 4 is therefore invalid under 35 U.S.C. § 102(b) as being anticipated by 

McCabe.  See also, Ex. 1004, ¶¶146-148. 

 Dependent Claim 5 b.

The second opening in McCabe is positioned in a path of a flow of suction 

between the distal opening of the guide catheter and the source of suction, as 

required by claim 5.  Such a configuration is shown in Figure 8 above and would 

be required in order to allow an amount of suction to be controlled.  Claim 5 is 

therefore invalid under 35 U.S.C. § 102(b) as being anticipated by McCabe.  See 

also, Ex. 1004, ¶¶149-151. 

 Dependent Claim 6 c.

Claim 6 depends from claim 4 and recites that the handle coupling is further 

adapted to allow movement of the source of suction relative to the handle.  

McCabe discloses a “rotatable connection port 16 for coupling a source of 
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irrigation or a source of suction thereto,” and therefore McCabe discloses that the 

handle coupling is adapted to allow movement, i.e., rotation, of the source of 

suction relative to the handle.  Ex. 1006, 4:64-66.  Claim 6 is therefore invalid 

under 35 U.S.C. § 102(b) as being anticipated by McCabe.  See also, Ex. 1004, 

¶¶152-154. 

 Dependent Claim 7 d.

Claim 7 depends from claim 1 and recites that the handle is removably 

coupled to the guide catheter.  McCabe discloses a handle that is removably 

coupled to the guide catheter.  In particular, McCabe discloses a coupling member 

22a that engages the cannula 24, thereby allowing for removal of the cannula.  See 

Ex. 1006, 6:47-51.  Claim 7 is invalid pursuant to 35 U.S.C. § 102(b) as being 

anticipated by McCabe.  See also, Ex. 1004, ¶¶155-157. 

 Independent Claim 14 3.

Independent claim 14 is substantively identical to claim 1 and thus our 

analysis set forth above in Section XI.C.1 applies equally to claim 14.   

Claim 14 of US 9,011,412 McCabe 
14. A guide catheter apparatus insertable 
through an external body passage of a subject, 
comprising:  

See Ex. 1006, 1:18-25 and 2:66 
to 3:1. 

a substantially rigid shaft with a proximal 
opening, a distal opening, and a lumen 
extending between the proximal opening and the 
distal opening; and  

See Section XI.C.1.c 

a handle coupled to the shaft, the handle having See Section XI.C.1.d 
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a handle opening,  
a handle coupling  See Section XI.C.1.e 
and a structure, See Section XI.C.1.f  
wherein the structure is configured to allow a 
position of the guide catheter apparatus to be 
controlled by some or all of three fingers of one 
hand of an operator of the handle,  

See Section XI.C.1.g 

wherein the handle coupling is configured to 
couple a source of suction to the lumen,  

See Section XI.C.1.h 

wherein the structure of the handle is adapted to 
permit the operator to position a thumb and 
index finger of the hand to manipulate a 
working device via a portion of the working 
device immediately adjacent to the handle 
opening when the working device is inserted 
through the handle opening into the lumen of 
the shaft, and  

See Section XI.C.1.j 

wherein the structure of the handle is configured 
to permit the operator to control, by one of the 
thumb or index finger, an amount of suction 
coupled to the distal opening of the lumen.  

See Section XI.C.1.k 

 
Accordingly, as discussed in the analysis of claim 1 along with support in 

the claim chart above, McCabe discloses all elements of claim 14, and therefore 

claim 14 is invalid under 35 U.S.C. § 102(b) as anticipated by McCabe.  See also, 

Ex. 1004, ¶142. 

 Dependent Claims 15 and 17-20 4.

Claims 15 and 17-20 are identical to claims 2 and 4-7 and are therefore 

invalid for all of the same reasons set forth above.  See also, Ex. 1004, ¶¶143-157. 
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 Ground IV – Claims 1-2, 7, 14-15, and 20 Are Anticipated by D.
Makower  

 Independent Claim 1 1.

As demonstrated below, Makower provides another example of a prior art 

patent that discloses all elements of claim 1 of Albritton.  See also, Ex. 1004, 

¶¶158-159. 

 Limitation:  “A system, comprising:” a.

1. A system, comprising:  “In accordance with the invention, there is provided 
endoscopic guide systems that generally comprise 
tubular guides (e.g., rigid, flexible and/or malleable 
guide catheters) that incorporate or are attachable to 
endoscopic apparatus.”  See Ex. 1009, [0009]. 

 
To the extent the preamble is considered to be a limitation of the claim, 

Makower discloses a system.   

 Limitation:  “a guide catheter insertable through an b.
external body passage of a subject” 

a guide catheter insertable 
through an external body 
passage of a subject  

“Figure 8A shows a guide catheter 800 comprising 
an elongate tube …” that can be “inserted, distal end 
first, through a nostril of the subject’s nose.”  Ex. 
1009, [0167] and [0009].   
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Makower discloses various guide catheters “for treating sinusitis and other 

disorders of the ear, nose, throat and paranasal sinuses.”  Id., [0008].  Figure 8A 

(reproduced above with markings) illustrates one embodiment a “guide catheter 

806,” shown in red, “for suctioning an anatomical region,” and which is therefore 

introduced into an external body passage.  Ex. 1009, [0167]; see also, Ex. 1004, 

¶¶160-161. 

 Limitation:  “said guide catheter having a substantially c.
rigid shaft, a proximal opening, a distal opening and a 
lumen extending between the proximal opening and the 
distal opening” 

said guide catheter having a 
substantially rigid shaft, a proximal 
opening, a distal opening and a 
lumen extending between the 
proximal opening and the distal 
opening;  

“[T]here is provided endoscopic guide 
systems that generally comprise tubular 
guides (e.g., rigid, flexible and/or malleable 
guide catheters) that incorporate or are 
attachable to endoscopic apparatus.” Ex. 
1009, [0009].   

 
As set forth in the claim chart above, Makower teaches this limitation of 

claim 1.  Makower discloses guides that have “a proximal end, a distal end and a 

lumen that extends longitudinally therethrough.”  Id.  “FIG. 8A shows a guide 

catheter 800 comprising an elongate tube 802 ….”  Id., [0167].  The “guide 

catheter 800 can be used to … introduce one or more diagnostic, therapeutic or 

access devices into the anatomy.”  Id.  The guide catheter therefore has a 

substantially rigid shaft and includes a lumen extending between proximal and 
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distal openings for receiving a device therethrough.  Makower thus discloses this 

limitation of claim 1.  See also, Ex. 1004, ¶¶162-164. 

 Limitation:  “a handle coupled to the guide catheter, the d.
handle having a handle opening,” 

a handle coupled to the 
guide catheter, the 
handle having a handle 
opening,  

See Ex. 1009, Figure 8A (reproduced below with 
markings).   

 
 
Figure 8A illustrates a device 800 having a proximal end in the form of a 

branched or Y-connector 808 having a straight arm 810 and a side arm 812.  See 

id.  The Y-connector forms a handle since it is the portion of the device that is held 

by a user.  See Ex. 1004, ¶¶165-167.  The handle is coupled to the elongate 

hypotube 806, which forms the claimed guide catheter.  Makower further discloses 

a handle opening in the form of a hub 814, as shown in Figure 8A above.  

Makower explains that device 800 can be used to “introduce one or more 

diagnostic, therapeutic or access devices into the anatomy.”  Ex. 1009, [0167].  

While not shown, a working device would be inserted through hub 814, since hub 

816 is connected to a suction tube 818.  See Ex. 1004, ¶¶165-167.  Makower thus 
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teaches this limitation of claim 1.   

 Limitation:  “a handle coupling” e.

a handle coupling “The proximal end of side arm 812 comprises a suitable 
hub 816.”  Id.  “Hub 816 is connected to a suction tube 818 
that provides suction to guide catheter 800.”  Id.   

 
Since Makower discloses a hub 816 that connects to a suction tube 818, 

Makower discloses a “handle coupling” as required by claim 1.  See also, Ex. 

1004, ¶¶168-170. 

 Limitation:  “and a structure,” f.

and a structure,  Makower’s handle has a structure, as shown in 
Figure 8A, reproduced below. 

 
 
Makower’s handle has a configuration similar to the handle shown in 

Albritton, and thus regardless of the interpretation of the term “structure,” 

Makower discloses such a “structure.”  See also, Ex. 1004, ¶171. 
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 Limitation:  “wherein the structure is configured to allow g.
a position of the guide catheter to be controlled by some 
or all of three fingers of one hand of an operator of the 
handle, and” 

wherein the structure is configured to allow a 
position of the guide catheter to be controlled 
by some or all of three fingers of one hand of 
an operator of the handle, and 

See e.g., Ex. 1009, Figure 8A.   

 
At the outset, Petitioner notes that the above limitation merely recites an 

intended use and therefore cannot be used to differentiate the claimed apparatus 

from the prior art.  See Section XI.A.1.g.  

Makower teaches all of the structural limitations of the claim, and therefore 

this limitation of intended use does not differentiate the claimed apparatus from 

Makower.  However, to the extent this limitation is given any weight, Makower’s 

handle has a structure that is configured to perform the claimed function.  A POSA 

would position the pinky, ring, and middle fingers around the straight arm, with the 

pinky positioned more distal.  See Ex. 1004, ¶¶172-173.  The side arm 812 and 

suction tube 818 would extend adjacent to the user’s wrist.  See id.  The thumb and 

index finger would remain free.  See id.  The user would thus use three fingers of 

one hand to control movement of the guide catheter.  See id.   

Accordingly, Makower’s handle is configured to perform the claimed 

function.     
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 Limitation:  “wherein the handle coupling is configured h.
to couple a source of suction to the lumen; and” 

wherein the handle coupling is 
configured to couple a source of 
suction to the lumen; and  

“Hub 816 is connected to a suction tube 818 
that provides suction to guide catheter 800.”  
Ex. 1009, [0167]. 

 
As set forth in the claim chart above, Makower discloses that the hub 816 

(“handle coupling”) of Figure 8A is configured to couple a source of suction to the 

lumen.  See also, Ex. 1004, ¶¶174-175. 

 Limitation:  “a working device adapted to be insertable i.
through the handle opening into the lumen of the guide 
catheter,” 

a working device adapted to be 
insertable through the handle 
opening into the lumen of the 
guide catheter,  

The “guide catheter 800 can be used to … 
introduce one or more diagnostic, therapeutic or 
access devices into the anatomy.”  Ex. 1009, 
[0167].   

 
Makower teaches that in one “embodiment, hub 814 comprises a rotating 

hemostasis valve such as a Touhy-Borst adapter.”  Id.  Touhy-Borst adapters are 

specifically designed to allow small diameter instruments, such as guidewires, to 

be inserted therethrough.  See Ex. 1004, ¶¶176-178.  Such an adaptor has a small 

port that will form a seal around a guidewire.  It is thus clear that hub 814 is 

designed to receive a device, such as a guidewire, therethrough.  See id. 

Makower also teaches that the guide catheter device 800 can be used to 

introduce diagnostic or access devices into the anatomy.  See Ex. 1009, [0167].  
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Since hub 816 is attached to a suction tube 818, a device would not be passed 

through hub 816.  Instead, the device would be passed through hub 814 and tube 

806.  See Ex. 1004, ¶177. 

Accordingly, Makower teaches this limitation of claim 1.   

 Limitation:  “wherein the structure of the handle is j.
adapted to permit the operator to position a thumb and 
index finger of the hand to manipulate the working device 
via a portion of the working device immediately adjacent 
to the handle opening” 

wherein the structure of the handle is 
adapted to permit the operator to position a 
thumb and index finger of the hand to 
manipulate the working device via a portion 
of the working device immediately adjacent 
to the handle opening  

See Ex. 1009, Figure 8A. 

 
At the outset, Petitioner notes that the above limitation merely recites an 

intended use and therefore cannot be used to differentiate the claimed apparatus 

from the prior art.  See Section XI.A.1.j. 

Makower teaches all of the structural limitations of the claim, and therefore 

this limitation of intended use does not differentiate the claimed apparatus from 

Makower.  As explained above, Makower’s device would be held by grasping the 

straight arm 810 with the pinky, ring, and middle fingers.  See Ex. 1004, ¶¶179-

180.  The thumb and index finger would remain free, thus allowing the user to 

grasp a working device extending through the lumen.  See id.   
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Accordingly, Makower’s handle is configured to perform the claimed 

function.   

 Limitation:  “and to control, by one of the thumb or k.
index finger, an amount of suction coupled to the distal 
opening of the lumen.” 

and to control, by one of the 
thumb or index finger, an amount 
of suction coupled to the distal 
opening of the lumen.  

“[H]ub 816 comprises a rotating hemostasis 
valve such as a Touhy-Borst adapter to adjust 
the amount of suction.”  Ex. 1009, [0167]. 

 
Makower teaches that hub 816 can comprise a rotating hemostasis valve “to 

adjust the amount of suction.”  Id.  The hemostasis valve is placed on the handle 

where it would be controlled by one of a thumb or finger, as shown in Figure 8A.  

See Ex. 1004, ¶¶181-185.   

The hub 814 on the straight arm 810 can also be used to control, by one of 

the thumb or index finger, an amount of suction coupled to the distal opening of 

the lumen.  See id, ¶184.  In particular, the hub 814 can be covered by a user’s 

thumb to control suction when no device is inserted therethrough.  See id.   

In conclusion, for all of these reasons discussed above, claim 1 should be 

found invalid pursuant to 35 U.S.C. § 102(b) as being anticipated by Makower. 
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 Dependent Claims 2 and 7 2.

 Dependent Claim 2 a.

Makower’s handle has a longitudinal axis that forms an angle with a 

longitudinal axis of the guide catheter of less than ninety degrees and more than 

zero degrees, as required by claim 2.  See Ex. 1004, ¶187-189.  Figure 8A, 

reproduced below with markings, illustrates the angle. 

 

 Claim 2 is therefore invalid under 35 U.S.C. § 102(b) as being anticipated by 

Makower.   

 Dependent Claim 7 b.

Makower discloses a handle that is removably coupled to the guide catheter, 

as required by claim 7.  Makower explains that “the proximal end of guide catheter 

800 comprises a branched or Y-connector 808.”  Ex. 1009, [0167].  Y-connectors 

are well known devices, and a POSA would understand that a guide catheter would 

be removably attached to the Y-connector.  See Ex. 1004, ¶¶190-191.  Makower 

thus discloses that the handle is removably coupled to the guide catheter, as 

required by claim 7. 
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 Independent Claim 14 3.

Independent claim 14 is substantively identical to claim 1 and thus our 

analysis set forth above in Section XI.D.1 applies equally to claim 14.    

Claim 14 of US 9,011,412 Makower 
14. A guide catheter apparatus insertable 
through an external body passage of a subject, 
comprising:  

See Ex. 1009, Abstract.  See also 
Section XI.D.1.a and D.1.b. 

a substantially rigid shaft with a proximal 
opening, a distal opening, and a lumen 
extending between the proximal opening and 
the distal opening; and  

See Section XI.D.1.c.  

a handle coupled to the shaft, the handle having 
a handle opening, 

See Section XI.D.1.d. 

a handle coupling See Section XI.D.1.e. 
and a structure,  See Section XI.D.1.f. 
wherein the structure is configured to allow a 
position of the guide catheter apparatus to be 
controlled by some or all of three fingers of one 
hand of an operator of the handle,  

See Section XI.D.1.g. 

wherein the handle coupling is configured to 
couple a source of suction to the lumen,  

See Section XI.D.1.h. 

wherein the structure of the handle is adapted to 
permit the operator to position a thumb and 
index finger of the hand to manipulate a 
working device via a portion of the working 
device immediately adjacent to the handle 
opening when the working device is inserted 
through the handle opening into the lumen of 
the shaft, and  

See Section XI.D.1.j. 

wherein the structure of the handle is 
configured to permit the operator to control, by 
one of the thumb or index finger, an amount of 
suction coupled to the distal opening of the 
lumen.  

See Section XI.D.1.k. 
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Accordingly, as discussed in the analysis of claim 1 along with support in 

the claim chart above, Makower discloses all elements of claim 14, and therefore 

claim 14 is invalid under 35 U.S.C. § 102(b) as being anticipated by Makower.  

See also, Ex. 1004, ¶186. 

 Dependent Claims 15 and 20 4.

Dependent claims 15 and 20 are identical to claims 2 and 7 and are therefore 

invalid over Makower for the reasons set forth above.  See also, Ex. 1004, ¶187-

191. 

 Ground V – Claims 4-6 and 17-19 Would Have Been Obvious E.
Over Makower 

 Dependent Claim 4 a.

It would have been obvious to modify Makower to include a second opening 

adapted to permit control of the amount of suction coupled to the distal opening of 

the lumen.  See Ex. 1004, ¶¶192-198.  The use of openings or vents to control the 

amount of suction were well known to a POSA and common in the field.  See id.  

Jones is an example of a reference that discloses this element and the reason for its 

use.  See Ex. 1007.  Jones discloses a medical aspiration device for use in surgical 

procedures that includes “a body member that has a pistol grip-like shape to 

conveniently fit and be held and operated in one hand of a clinician.”  Id., 3:17-19.  

As shown in Figures 2 and 3 below (reproduced with markings), the handle 
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includes a “thumb control hole 28 [that] may be partially closed off with one’s 

thumb or fully closed off to vary the amount of suction that is applied through the 

catheter 11.”  Id., 4:35-38. 

   

Jones explains in the “Background” section that “[m]ost of the diverse tools 

that are currently utilized for suctioning body fluids in conjunction with 

mechanically produced vacuum (wall suction) use a thumb control or a finger tip 

control as an add on to the plumbing ….”  Id., 2:5-8.  Jones further explains that 

“[o]ne hand is generally necessary to regulate the amount of suction being 

delivered and the other hand is usually used to manipulate the direction and 

placement of the catheter within the patient.”  Id., 2:9-13.  Jones solves this 

problem by providing a suctioning device that “can be held and operated with one 

hand,” and that can “accurately vary the amount of suction through a catheter by 

means of a conveniently located thumb control port.”  Id., 2:49-50 and 52-54.   
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Jones provides both the element (an opening) and the reason for the 

modification (to selectively control the suction with a single hand).  Thus, it would 

have been obvious to modify Makower to include an opening in the handle for 

controlling an amount of suction.  See also, Ex. 1004, ¶¶192-198.   

 Claim 4 is therefore invalid under 35 U.S.C. § 103(a) for obviousness over 

Makower in view of Jones. 

 Dependent Claim 5 b.

 A second opening in Makower’s handle would necessarily be positioned in a 

path of a flow of suction between the distal opening of the guide catheter and the 

source of suction, as required by claim 5.  See Ex. 1004, ¶¶199-201.  Such a 

configuration would be required in order to allow an amount of suction to be 

controlled.  See id.  Claim 5 is therefore invalid under 35 U.S.C. § 103(a) for 

obviousness over Makower in view of Jones. 

 Dependent Claim 6 c.

 Claim 6 depends from claim 4 and recites that the handle coupling is further 

adapted to allow movement of the source of suction relative to the handle.  

Makower discloses that hub 816 “comprises a rotating hemostasis valve.”  Ex. 

1009, 22:66.  Claim 6 is therefore invalid under 35 U.S.C. § 103(a) for obviousness 

over Makower in view of Jones.  See also, Ex. 1004, ¶¶202-204. 
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 Dependent Claims 17-19 d.

Claims 17-19 are identical to claims 4-6, except that they depend from claim 

14.  These claims are invalid for the same reasons set forth above with respect to 

claims 4-6.  See also, Ex. 1004, ¶¶192-204. 

 CONCLUSION XII.

For the foregoing reasons, Petitioner respectfully requests that Trial be 

instituted and that claims 1-7 and 14-20 of Albritton be canceled. 

December 15, 2016 Respectfully submitted, 
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