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Defendant/Counter-Plaintiff Corbin Clinical Resources, LLC, (“Corbin”), through 

counsel, submits Corbin’s Amended Responsive Claim Construction Brief pursuant to Local Rule 

805(1)(h) and the Second Amended Scheduling Order [Dkt. 73], including supporting evidence 

rebutting Plaintiff Advance Medical Designs, Inc.’s Updated Opening Claim Construction Brief 

[Dkt. 76] (“AMD Brief”). In further support of its claim construction positions, Corbin states as 

follows: 

I. INTRODUCTION 

Defendant Advance Medical Designs, Inc. (“AMD”) proposes construing nine terms found 

in U.S. Patent No. 10,064,681 (“’681 Patent”), Exhibit A [Dkt. 75-1], U.S. Patent No. 11,096,762 

(the “’762 Patent”) Exhibit B [Dkt. 75-2], 11,246,677 (the “’677 Patent”) Exhibit C [Dkt. 75-3], 

U.S. Patent No. 11,446,056 (the “’056 Patent”) Exhibit D [Dkt. 75-4], and 11,547,436 (the “’436 

Patent”) Exhibit E [Dkt. 75-5] (together the “Asserted Patents”). These terms are comprised of 

common everyday words readily understood by a person of ordinary skill in the art (“POSITA”). 

The terms do not need construing because their meaning and scope is clear from a simple reading 

of the patent claims. The inventor never offered alternate definitions of the disputed terms, never 

identified a clear intent to modify the meaning of such terms, and never provided any indication 

that the plain and ordinary meaning of the terms are not sufficient. These are not technical terms 

of art, such as those terms proposed by Corbin. There is nothing that strikes against the 

presumption that the plain and ordinary meaning of the claims shall apply. K-2 Corp. v. Salomon 

S.A., 191 F.3d 1356, 1363 (Fed. Cir. 1999) (the plain and ordinary meaning is presumed to apply). 

AMD improperly attempts to re-write certain claim terms to advance theories of non-

infringement. See, e.g., Eon Corp. IP Holdings LLC v. Silver Spring Network, Inc., 815 F.3d 1314, 

1319 (Fed. Cir. 2016) (it is well settled that claim construction “should not resolve questions that 

do not go to claim scope, but instead go to infringement . . . or improper attorney argument.”). 
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AMD’s proposed constructions are also confusing and unsupported by the intrinsic record. See 

generally AMD Brief. Those arbitrary constructions do not comport with their plain and ordinary 

meaning, violate well-settled claim construction principles, inject more uncertainty than they 

resolve, and improperly rely on misleading extrinsic evidence. In some instances, AMD deletes 

clear requirements of the claims. In other instances, AMD attempts to commit the “cardinal sin” 

of importing limitations into the claims to escape infringement. SciMed Life Sys., Inc. v. Adv. 

Cardiovascular Sys., Inc., 242 F.3d 1337, 1340 (Fed. Cir. 2001). In doing so, AMD relies very 

little on the claims and specifications of the Asserted Patents. See generally AMD Brief; Phillips 

v. AWH Corp., 415 F.3d 1303, 1315 (Fed. Cir. 1303) (quoting Standard Oil Co. v. Am. Cyanamid 

Co., 774 F.2d 448, 452 (Fed. Cir. 1985)) (the Federal circuit has long emphasized that the 

specification is “‘the primary basis for construing claims.’”).

There are only two exceptions to the general rule that claim terms are given their ordinary 

and customary meaning: “1) when a patentee sets out a definition and acts as his own 

lexicographer, or 2) when the patentee disavows the full scope of a claim term either in the 

specification or during prosecution.” Thorner v. Sony Computer Entertainment America LLC, 669 

F.3d 1362, 1365 (Fed. Cir. 2012). In this case, there is no suggestion in the claims, specification 

or prosecution history that the inventor assigned a unique definition to these terms, or otherwise 

disavowed the full scope of the claims. Therefore, the plain and ordinary meaning of the terms 

should govern. See, e.g., DSW, Inc. v. Shoe Pavilion, Inc., 537 F.3d 1342, 1347 (Fed. Cir. 2008) 

(stating that “absent contravening evidence from the specification or prosecution history, plain and 

unambiguous claim language controls the construction analysis”). 

AMD’s other arguments are similarly flawed. For example, AMD claims that two terms 

found in the ’677 Patent are indefinite “due to ambiguity/lack of written support.” However, the 
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identified terms use simple, ordinary language and their meaning is clear. The claims, read in light 

of the specification, clearly inform, with reasonable certainty, a POSITA about the scope of the 

invention. Therefore, they are not indefinite.    

II. DICTIONARIES 

AMD attaches various dictionary definitions as Exhibits J through O [Dkt. 58-10 – Dkt. 

58-15] to the AMD Brief, though it minimally relies on the same in making its argument. Where 

“the public record unambiguously describes the scope of the patented invention, reliance on any 

extrinsic evidence is improper.” Vitronics Corp. v. Conceptronic, Inc., 90 F.3d 1576, 1583 (Fed. 

Cir. 1996). “The claims, specification, and file history, rather than extrinsic evidence, constitute 

the public record of the patentee’s claim, a record on which the public is entitled to rely.” Id. That 

is, “competitors are entitled to review the public record, apply the established rules of claim 

construction, ascertain the scope of the patentee’s claimed invention and, thus, design around the 

claimed invention.” Id. “Allowing the public record to be altered or changed by extrinsic evidence 

would make this right meaningless.” Id. 

The problems associated with the reliance on extrinsic evidence in claim construction are 

particularly true for dictionary definitions. The Federal Circuit has explained that in claim 

construction, “[t]he main problem with elevating the dictionary to such prominence is that it 

focuses the inquiry on the abstract meaning of words rather than on the meaning of claim terms 

within the context of the patent.” Phillips, 415 F.3d at 1321. As the Federal Circuit has explained: 

Dictionaries, by their nature, provide an expansive array of definitions. General 
dictionaries, in particular, strive to collect all uses of particular words, from the 
common to the obscure. By design, general dictionaries collect the definitions of a 
term as used not only in a particular art field, but in many different settings. In such 
circumstances, it is inevitable that the multiple dictionary definitions for a term will 
extend beyond the construction of the patent [that] is confirmed by the avowed 
understanding of the patentee, expressed by him, or on his behalf, when his 
application for the original patent was pending. 
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Id. at 1321-22 (citing Goodyear Dental Vulcanite Co. v. Davis, 102 U.S. 222, 227 (1880)). Thus, 

“the use of the dictionary may extend patent protection beyond what should properly be afforded 

by the inventor’s patent.” Id. at 1322. The Court went on: 

Moreover, different dictionaries may contain somewhat different sets of definitions 
for the same words. A claim should not rise or fall based upon the preferences of a 
particular dictionary editor, or the court’s independent decision, uninformed by the 
specification, to rely on one dictionary rather than another. Finally, the authors of 
dictionaries or treatises may simplify ideas to communicate them most effectively 
to the public and may thus choose a meaning that is not pertinent to the 
understanding of particular claim language.  

Id. at 1322 (internal citations omitted). 

Even if considered, the Court in claim construction must ascertain the ordinary meaning of 

claim terms as of the earliest effective filing date of a patent. See Helmsderfer v. Bobrick 

Washroom Equipment, Inc., 527 F.3d 1379, 1381 (Fed. Cir. 2008) (“To construe a claim term, a 

court must determine the meaning of any disputed words from the perspective of one of ordinary 

skill in the pertinent art at the time of filing.”). In this case, it appears that the proposed definitions 

are more current definitions updated on August 18, 2022, not those existing on April 3, 2014. 

AMD Ex. J, p. 5 of 10. Therefore, they are irrelevant for the purposes of this analysis.  

III. CORBIN’S PROPOSED TERMS 

Term 1 “pair of stabilization members:  

(’762 Patent Claims 1, 5, 6, 9, 10-13, 16-19, 27, 28, 32, 34, 36 and 39; ’677 Patent Claims 9, 10, 
13, 21, 28 and 29; ’056 Patent Claims 16 and 17; ’436 Patent Claim 27) 

Corbin’s Proposal AMD’s Proposal 
“two stabilization bars or other structures 
able to resist movement of the platform or 
displacement member in all directions 
except along the length of the probe” 

Plain and ordinary meaning 
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Term 2 “pair of stabilization bars: 

(’681 Patent Claims 1-5, 7, 8, 12, 19 and 20)

Corbin’s Proposal AMD’s Proposal 
“two bars able to resist movement of the 
platform or displacement member in all 
directions except along the length of the 
probe” 

Plain and ordinary meaning 

AMD claims that Term 1 and Term 2 are not in dispute and therefore do not need 

construing. AMD Brief, pp. 5-6. In doing so, it ignores the claims and specification of the Asserted 

Patents, and the unique meaning the inventor assigned to those terms. Indeed, “stabilization bars” 

are not ordinary words commonly used by ordinary people. If the terms are not defined, then a 

trier of fact risks assigning an overly broad meaning to them, taking the claims outside the scope 

of the invention as described by the inventor. For the reasons stated in Corbin’s Amended Opening 

Claim Construction Brief [Dkt. 75] (“Opening Brief”), pp. 5-13, Corbin respectfully requests that 

this Court adopt its proposed definitions of Term 1 and Term 2.  

Term 3: “Biopsy Needle” 

(’681 Claims 16; ’762 Patent Claims 2-4, 13-15, 17, 20, 27, 33, 36-38, and 40; ’677 Patent Claims 
1, 11-13, 17, 22, and 30; ’056 Patent Claims 11, 12, 27, 28; ’436 Patent Claims 1, 3, 4, 5, 12, 13, 
15-17, 23, 24, 28, and 29)

Corbin’s Proposal AMD’s Proposal 
“a needle system capable of obtaining 
tissue or cell specimens” 

“a needle or needle system capable of 
obtaining tissue or cell specimens” 

In its Opening Brief, Corbin explains why an ordinary “needle” is not sufficient to meet 

the requirement for a “biopsy needle.” See Opening Brief, pp. 13-16. The AMD Brief cites portions 

of the specification referencing a biopsy “instrument,” and concludes that a biopsy instrument may 

be a biopsy system, even though the specification never says that. AMD Brief, p. 6-7. Instead, 

patents generally use the terms “biopsy instrument” and “biopsy needle” interchangeably. See, 

e.g., ’436 Patent, 2:15-17 (“The biopsy grid may provide multiple apertures through which a 
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biopsy needle or other biopsy instruments may be inserted.”). AMD makes no arguments that 

strike against Corbin’s proposed definition.  

Term 4: “Access Needle” 

(’681 Patent Claims 1, 2, 5, 10, 13, 14, 17, 19, and 20; ’762 Patent Claims 1-4, 6, 7, 12-19, 21, 
24, 26-29, 32, 33, 36-39, and 41; ’677 Patent Claims 1, 3, 4, 13, 16, 22, and 25; ’056 Patent 
Claims 1, 6, 9, 10, 13, 14, 16, 21, 25, 26, 29 and 30; ’436 Patent Claims 1, 6, 10, 11, 13, 18, 22-
26, and 28-30)

Corbin’s Proposal AMD’s Proposal 
“a needle providing access to the body 
comprising a lumen sized to receive a 
biopsy needle or other instrument 
therethrough” 

“a needle providing access to the body” 

The term “access needle” is not an ordinary word commonly used by ordinary people; 

rather, it is a term unique to this invention. In its Opening Brief, Corbin explains why an “access 

needle” is more than just a needle that provides access to the body, and that it is comprised of a 

lumen sized to receive a biopsy needle or other instrument therethrough. See Opening Brief, pp. 

16-22.  Therefore, it may be properly construed by this court.  

AMD claims that the doctrine of claim differentiation precludes Corbin’s proposed 

construction because independent claim 16 of the ’681 Patent requires that “the access needle is 

configured to receive a biopsy needle therethrough.” AMD Brief, pp. 7-9. That is not true. 

Dependent claims narrow the scope of independent claims and therefore have a different scope 

than the independent claims. In this case, Corbin advocates for a construction of “access needle” 

wherein the needle has a “lumen sized to receive a biopsy needle or other instrument 

therethrough.” (emphasis added).  If that definition is adopted, then claim 16 of the ’681 Patent 

and claim 2 of the ’762 Patent would naturally narrow the claim to include only a “biopsy needle,” 

excluding other biopsy instruments. Clearly, the specification contemplates biopsy instruments 

other than a biopsy needle, thus requiring the broader definition proposed by Corbin. See ’436 
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Patent, 2:1-3 (referring to “a biopsy needle or other biopsy instruments”). The same is true with 

respect to the claims of the ’677 Patent, the ’056 Patent, and the ’436 Patent, none of which require 

a lumen capable of receiving an “other biopsy instrument,” as contemplated by the specification. 

Rather, they narrow the scope of Term 4 to receive only a biopsy needle, precluding any alleged 

redundancy or claim construction arguments.  

IV. AMD’S PROPOSED TERMS DO NOT REQUIRE CONSTRUCTION 

The terms proposed to be construed by AMD are common everyday words that a person 

of ordinary skill in the art (“POSITA”) – or even lay jurors – would readily understand in the 

context of the patents and their claims. AMD proposes constructions that depart from their plain 

and ordinary meaning, even though the inventor never suggested an alternate meaning. In doing 

so, they introduce more confusion than clarity, improperly import limitations into the claims, and 

rely on misleading extrinsic evidence. Therefore, they should be rejected. 

Term 5: “an upper mount and a lower mount configured to couple to each other, the lower 
mount configured to engage the transrectal probe” (’681 Patent Claim 1) 

Corbin’s Proposal AMD’s Proposal 
No construction required – plain and 
ordinary meaning 

“an upper mount and a lower mount 
configured to:  

Independently engage a transrectal probe; 
and couple to an upper mount” 

1. AMD’s Proposed Construction of Term 5 is Arbitrary and Unsupported 

AMD proposes to redraft a simple, clear claim limitation that plainly describes the 

invention with the hopes of escaping infringement. In doing so, it re-arranges the phrase, deletes 

the requirement that the upper and lower mount be configured to “couple to each other,” and adds 

a requirement for the lower mount to “independently engage” a transrectal probe. However, claim 

1 has no requirement that the lower mount independently engage the transrectal probe. Instead, the 

lower mount and the upper mount couple “to each other” to engage the transrectal probe. See ’681 
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Patent, 15:17-20. In particular, Claim 1 requires “an upper mount and a lower mount configured 

to couple to each other, the lower mount configured to engage the transrectal probe and secure 

the upper mount relative to the transrectal probe.” Id. (emphasis added). This claim language is 

supported by the intrinsic record and would in fact exclude the disclosed embodiments of the 

claims. For example, Figure 1 illustrates a lower mount and an upper mount coupled together to 

secure the probe. See id. at Fig. 1; 8:38-45. 

The dependent claims further strike against AMD’s proposed construction. Claims 6 and 

14 depend from Claim 1, each of which require that “the upper mount and lower mount are 

configured to be secured to the transrectal probe by a fastener.” See id. at 15:46-48, 16:13-17. All 

requirements of Claim 1 are also requirements of Claims 6 and 14. It would be impossible to 

require that the lower mount be “configured to independently engage a transrectal probe” and also 

require that the upper mount and lower mount be secured to the transrectal probe by a fastener.  

Nowhere in the intrinsic record does the inventor even suggest that the lower mount must 

be configured to “independently engage” a transrectal probe. In fact, the word “independently” is 

not found anywhere in the ’681 Patent. Therefore, a requirement that a lower mount independently 

engage the transrectal probe should not be added to Claim 1 of the ’681 Patent.  

Even if the Patents disclosed a preferred embodiment with this feature, it is well-settled 

law that preferred embodiments should not be used to read limitations into the claim. See 

Continental Paper Bag Co. v. Eastern Paper Bag Co., 210 U.S. 405, 418 (1908) (“An inventor 

must describe what he conceives to be the best mode, but he is not confined to that. If this were so 

most patents would be of little worth.”). It is a “cardinal sin” to import extraneous limitations from 

the specification into the claims. SciMed Life Sys., 242 F.3d at 1340. Just because the specification 

discloses a particular embodiment, the claims should not be construed as being limited to that 
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embodiment. Gemstar-TV Guide Intern., Inc., v. International Trade Com’n, 383 F.3d 1352, 1366 

(Fed. Cir. 2004). Similarly, courts must avoid importing limitations disclosed in the preferred 

embodiment into broader patent claims. See, e.g., Conoco, Inc. v. Energy & Environmental Int’l, 

L.C., 460 F.3d 1349, 1357-58 (Fed. Cir. 2006); McCarty v. Lehigh Valley R.R. Co., 160 U.S. 110, 

116 (1895) (“if we once begin to include elements not mentioned in the claim, in order to limit 

such claim . . . , we should never know where to stop”); Texas Digital Systems, Inc. v. Telegenix, 

Inc., 308 F.3d 1193, 1202 (Fed. Cir. 2002) (“unless compelled otherwise, a court will give a claim 

term the full range of its ordinary meaning”). While “the specification often describes very specific 

embodiments of the invention, we have repeatedly warned against confining the claims to those 

embodiments.” Phillips, 415 F.3d at 1323.  

AMD’s proposed construction would also exclude the preferred embodiments, as none of 

them depict a lower mount configured to “independently engage” a transrectal probe; rather, they 

all depict an upper mount that is engaged with the transrectal probe. See generally ’681 Patent. For 

that reason alone, the Court cannot accept AMD’s proposed construction of this term. See, e.g.,

Verizon Servs. Corp. v. Vonage Holdings Corp., 503 F.3d 1295, 1305 (Fed. Cir. 2007) (rejecting 

proposed claim interpretation that would exclude disclosed examples in the specification); 

Invitrogen Corp. v. Biocrest Mfg., L.P., 327 F.3d 1364, 1369 (Fed. Cir. 2003) (finding district 

court’s claim construction erroneously excluded an embodiment described in an example in the 

specification, where the prosecution history showed no disavowal of claim scope); see also 

Vitronics, 90 F.3d at 1583 (finding that a claim interpretation that excludes a preferred embodiment 

is “rarely, if ever, correct”). 

The specification describes multiple ways of engaging the transrectal probe utilizing both 

the lower and upper mounts. See, e.g., ’681 Patent, Figs. 1, 2A, 2B, 2C, 3, 4, 5, 6, and 7; 8:38-
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9:40. For example, Figure 2C shows a zip-tie fastener connected to the upper mount. See id. at 

9:25-35. Figure 4 shows a fastener connecting the lower mount to the upper mount to engage the 

transrectal probe. See id. at 9:54-57. Figures 26A through 26C show a guide fitted to a probe by a 

sleeve which is “formed by the lower mount 104 and the upper mount 105.” See id. at 12:35-42. 

AMD provides no support for its suggestion that Claim 1 should be re-written in this manner. 

Indeed, the inventor never made such a suggestion. Not only is AMD’s modification to the claim 

language unnecessary and unsupported, it adds confusion, which is contrary to the purpose of 

claim construction. 

The proposed construction also replaces the requirement for “an upper mount and a lower 

mount configured to couple to each other” with a requirement that the lower mount “couple to an 

upper mount.” That defies both the claim language and various descriptions in the specification. 

See, e.g., id. at 8:42-45 (“[i]n embodiments, the distance between the fasteners 102 and the upper 

mount 105 may be adjustable to accommodate various applications and body habitus.”); 8:46-52 

(describing a connection between the upper and lower mounts relative to the guide).  

Because its construction is wholly unsupported by the claims and specification, the Court 

should reject it in favor of its plain and ordinary meaning. 

2. Prosecution History Estoppel Does Not Apply to Term 5

The doctrine of prosecution disclaimer is ‘well established in Supreme Court precedent, 

precluding patentees from recapturing through claim interpretation specific meanings disclaimed 

during prosecution.” Omega Eng’g, Inc. v. Raytek Corp., 334 F.3d 1314, 1323 (Fed. Cir. 2003).

In this case, AMD argues that “the ’681 Patent disavowed the claim scope of a lower mount that 

secured the upper mount relative to the transrectal probe but did not, itself, engage the transrectal 

probe.” AMD Brief, p. 9. However, the doctrine of prosecution history estoppel has no 
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applicability whatsoever when a party advocates against construing the terms of a patent claim, as 

is the case here.  

The prosecution history represents a dialogue between the patent examiner and prosecuting 

attorney that resulted in the issuance of claims. See, e.g., In Re Buszard, 504 F.3d 1364, 1366-67 

(Fed. Cir. 2007) (“The patent examiner and the applicant, in the give and take of rejection and 

response, work toward defining the metes and bounds of the invention to be patented.”). 

Prosecution history estoppel applies if a party attempts to advocate for a construction that differs 

from the claim language, such as a construction that would broaden the scope of the patent to cover 

material disclaimed during prosecution. See, e.g., Kranos IP Corporation v. Riddell, 339 

F.Supp.3d 850, 857 (N.D. Ill. 2018) (rejecting an argument that the plaintiff is prosecution-history-

estopped from claiming the plain and ordinary meaning of a disputed claim term, even when the 

limitation was adopted in an amendment to overcome an obviousness rejection.”). 

The metes and bounds of the invention are set forth in its claims. In this case, arguing for 

the plain and ordinary meaning of those claims does not, and cannot, invoke prosecution history 

estoppel because the inventor is not advocating for a deviation from the duly issued claims. Rather, 

it is seeking to stay true to the claims that issued during prosecution. AMD’s statement that “Corbin 

cannot explain how the plain and ordinary meaning of this claim term would exclude the 

configuration of Onik, as required.” AMD Brief, p. 12. That statement is nonsensical, as the issued 

claims are the result of the dialogue between the examiner and the inventor. 

3. There Was No Disavowal Of Claim Scope During Prosecution

Even if prosecution history estoppel did apply, there was no disavowal of claim scope in 

this case. Prosecution history estoppel “can occur in two ways: ‘either (1) by making a narrowing 

amendment to the claim (‘amendment-based estoppel’) or (2) by surrendering claim scope through 

argument to the patent examiner (‘argument-based estoppel’).’” Pharma Tech Solutions, Inc. v. 
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LifeScan, 942 F.3d 1372, 1380-81 (Fed. Cir. 2019) (quoting Conoco, 460 F.3d at 1363. Regarding 

amendment-based prosecution history estoppel, “the Supreme Court has recognized that a 

‘patentee’s decision to narrow his claims through amendment may be presumed to be a general 

disclaimer of the territory between the original claim and the amended claim.’” Id. (quoting Festo 

Corp. v. Shoketsu Kinzoku Kogyo Kabushiki Co., 535 U.S. 722, 740 (2002)). With “argument-

based prosecution history estoppel, “the prosecution history must evidence clear and unmistakable 

surrender of subject matter.’” Id. (citing Conoco, Inc., 460 F.3d at 1364). “To invoke argument-

based estoppel … the prosecution history must evince a clear and unmistakable surrender of 

subject matter.’” PODS, Inc. v. Porta Stor, Inc., 484 F.3d 1359, 1367 (Fed. Cir. 2007) (citing 

Conoco, Inc., 460 F.3d at 1364).

In this case, AMD claims that the inventor disavowed claim scope in arguments made to 

overcome prior art reference U.S. Patent No. 5,494,039 to Onik (“Onik”). AMD Brief, pp. 9-13. 

While it is true that the Examiner initially identified the Onik reference as potential prior art, that 

reference was quickly disregarded and the application for the ’681 Patent issued with minimal 

argument. And rightfully so. Onik describes a totally different invention with a different structure. 

See Onik, Plaintiff Ex. E [Dkt. 58-5]. Onik is not even used for transperineal biopsies; rather, it is 

a cryosurgical device used after biopsies are taken. See id. It is clear that the block 16 of Onik is 

nothing like the “upper mount” in the ’681 Patent. See AMD Brief, p. 11. The block is not 

comprised of the alleged platform and does not have a pair of stabilization bars, as required by the 

’681 Patent. Id. In making its arguments to the examiner, the inventor never made a clear and 

unmistakable surrender of subject matter. Indeed, it never surrendered any subject matter to gain 

allowance. 
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AMD references an interview on May 4, 2018, wherein the inventor discussed Onik with 

the Examiner. AMD Brief, p. 12. It notes that, during that conversation, the inventor stated that 

“Examiner suggested amending claims to clarify lower mount to overcome the cited reference.” 

Id. This statement is not helpful to AMD’s argument. First, an Applicant cannot disavow claim 

scope merely by noting an Examiner’s statement and such does not constitute an express disavowal 

of claim scope. 

Second, AMD only quotes a portion of that statement. The whole statement is as follows: 

“Examiner suggested amending claims to clarify lower mount to overcome cited reference. 

Examiner stated a new search needs to be conducted to determine allowability, no agreement 

was reached.” (emphasis added). May 4, Interview, Plaintiff Ex. F [Dkt. 58-6]. Clearly, there was 

no agreement to amend the claims to overcome Onik. In fact, as noted four days later in the 

Applicant’s May 8, 2018 Office Action Response, the Examiner stated he would “remove the 

reference to Onik as applied to the current claims based on our previously submitted arguments, 

among other reasons.” (emphasis added). May 8, 2018, Office Action Response, p. 6-8, Plaintiff 

Ex. G [Dkt. 58-07]. The arguments regarding Onik presented in the May 8, 2018, Office Action 

Response are the same as the previously submitted arguments on pages 5-7 the January 3, 2018, 

Office Action Response. See Response to Oct. 6, 2017 Office Action, attached as Exhibit H; 

Response to April 2, 2018 Office Action, attached as Exhibit I. Thus, the inclusion of the “upper 

mount” in the claims in the May 8, 2018 Office Action Response was merely for clarity, and had 

no bearing on the arguments presented to distinguish the claims from Onik because the previously 

submitted arguments, along with a discussion of the same during the Interview, were sufficient to 

change the Examiner’s opinion regarding the allowability of the claims. In response to that Office 

Case 1:22-cv-00789-SAG   Document 83   Filed 09/15/23   Page 20 of 59



14 
91263174.1 

Action Response, the USPTO issued a Notice of Allowance on July 24, 2018. Notice of 

Allowance, attached as Exhibit J.  

The Notice of Allowance stated that Applicant’s arguments “have been fully considered 

and are persuasive. The rejection of claims 21-40 has been withdrawn.” See Notice of Allowance, 

Detailed Action, p. 2, Ex. J. Nothing in the Notice of Allowance indicated that the Examiner was 

issuing the ’681 Patent based on statements of estoppel; rather, the Examiner stated that Onik does 

not alone or in combination teach the limitations of the independent claim. Id. In the Comments 

on Statement of Reasons for Allowance submitted on June 26, 2018 (“Comments”), the Applicant 

reaffirmed his understanding that there was no prosecution history estoppel:  

Applicant expressly traverses the Examiner’s Statement of Reasons of Allowance 
to the extent that any statement is intended to or has the intended effect of limiting 
a claim scope, explicitly or implicitly, by not reciting verbatim the respective claim 
language, or is intended to or has the effect of limiting a claim scope by stating or 
implying that all the reasons for patentability are in any way fully enumerated. The 
Applicant specifically does not acquiesce or agree in any manner as to any assertion 
in Examiner’s statements that may be interpreted to narrow the claims to less than 
their recited scope.  

See Comments, p. 1, attached as Exhibit K. 

The inventor never disclaimed any subject matter to overcome Onik. The statements that 

were made simply clarified Onik but did not rise to the level of prosecution history disclaimer. 

Tellingly, AMD cites no express disavowal of claim scope. It merely references the addition of 

the language “… and a lower mount configured to couple to each other, the lower mount 

configured to engage the transrectal probe and secure the upper mount relative to …” AMD Brief, 

p. 12. However, that language does not support the argument that the lower mount can 

“independently engage” the transrectal probe. If anything, that language clarifies that the upper 

mount needs the lower mount in order to engage the transrectal probe. Nothing indicates that this 

language was added “to distinguish the upper mount and lower mount of Onik from the upper and 
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lower mount claimed in the ’681 Patent” as claimed by AMD. Id.; see Warner-Jenkins Co., Inc., 

v. Hilton Davis Chemical Co., 520 U.S. 17 (1997) (“[o]ur prior cases have 

consistently applied prosecution history estoppel only where claims have been amended for a 

limited set of reasons, and we see no substantial cause for requiring a more rigid rule invoking 

an estoppel regardless of the reasons for a change.”).

AMD claims that “the ’681 Patent disavowed the claim scope of a lower mount that secured 

the upper mount relative to the transrectal probe but did not, itself, engage the transrectal probe.” 

Id. No such disavowal was made. Such a statement would be non-sensical, as every embodiment 

of the ’681 Patent shows the upper mount engaging the transrectal probe and such a disavowal 

would remove all embodiments. See generally ’681 Patent. 

AMD claims that the prosecution history and specification emphasize the fact that the 

lower mount is configured to engage the transrectal probe directly and not through an intermediate 

structure such as the upper mount. AMD Brief at p. 12-13. To support that argument, AMD cites 

Figures 1 and 5. However, every embodiment, including those in Figures 1 and 5, shows the lower 

mount – in combination with the upper mount – engaging the transrectal probe. Figure 4 shows 

the structure of Figures 1 and 5 from a different angle, which clearly shows the upper mount 105 

and the lower mount 104 directly contacting the probe 103 by use of the fasteners 102: 

’681 Patent, 9:54-57. Every embodiment shows the upper mount and lower mount working 

together to engage the transrectal probe. 
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4. The Disavowal Claimed By AMD Still Would Not Support Its Proposed 
Construction 

The inventor never assigned a special meaning to the term “an upper mount and a lower 

mount configured to couple to each other, the lower mount configured to engage the transrectal 

probe” or otherwise suggested a deviation from its plain and ordinary meaning. Even if the inventor 

did make the disavowals claimed by AMD, they would still not substantiate a construction of a 

lower mount “configured to independently engage a transrectal probe.” The inventor never 

suggested that the lower mount must independently engage the probe. See, e.g., Biotras, LLC v. 

Clear Ballistics, LLC, 3:16-CV-00566-K, 2017 WL 1509304, at *9 (N.D. Tex. April 27, 2017) 

(“even if estoppel had occurred, which appears unlikely, the file wrapper cited by the Defendants 

does not support their proposed constructions because the attorney arguments and examiner 

comments do not address the limitations that the Defendant now wants to impose upon these 

claims.”). 

Term 6 “platform configured to slide (on the [a] pair of stabilization bars [members] relative to 
the base, relative to the pair of stabilization members, within the channel)” (’681 Patent Claim 
1; ’762 Patent Claims 13 and 36; ’677 Patent Claims 1, 13, and 22) 

Corbin’s Proposal AMD’s Proposal 
No construction required – plain and 
ordinary meaning 

“a platform configured to slide (on the pair 
of stabilization bars [members], relative to 
the pair of stabilization members, within 
the channel) while the access needle is 
engaged with the platform” 

Term 7 “so as to displace the access needle along the at least a portion of the length” (’681 
Patent Claim 1)

Corbin’s Proposal AMD’s Proposal 
No construction required – plain and 
ordinary meaning 

“so as to displace the entire platform 
supporting the access needle between the 
front portion and the back portion of the 
stabilization bars” 
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In its brief, AMD spends time describing statements made during the prosecution of the 

various patents, but never points to any statement in the claims, specification, or prosecution 

history that suggest a deviation from the plain and ordinary meaning of Terms 6 and 7. MEMS 

Technology Berhad v. International Trade Com’n, No. 2010-2018, 2011 WL 2214091, *7 (Fed. 

Cir. June 3, 2011) (declining to construe a term where “[n]owhere in the specification is the 

claimed electrical coupling described as ‘direct,’ and nothing in the claim language or specification 

suggests that ‘electrically coupled’ should have any interpretation other than its plain meaning.”).  

1. AMD’s Proposed Definition Of Term 6 Is Arbitrary And Unsupported 

For its proposed construction of “platform configured to slide,” AMD merely adds a 

requirement that the platform be configured to slide “while the access needle is engaged with the 

platform.” This is not a proposed definition of a claim term; rather, it is a proposal to add to the 

claim term and improperly import a limitation that does not exist. Term 6 is clear and 

unambiguous. Nowhere does the inventor indicate that the term “platform configured to slide” has 

a special meaning, or that adding the words “while the access needle is engaged with the platform” 

is required. None of the claims of the Asserted Patents have a requirement that the platform be 

configured to slide “while the access needle is engaged with the platform.” See ’681 Patent, 15:11-

16:53; ’762 Patent, 15:10-18:35; ’677 Patent, 15:10-17:12, ’056 Patent, 35:32-38:27; ’436 Patent, 

35:45-38:44. The intrinsic record provides no support to AMD’s suggestion that these 

requirements should be added to the claims of any Asserted Patent. Had the inventor wanted to 

add those words to the claims, he would have done so. That limitation simply does not exist and it 

would be improper to import such a requirement into the claims.  

2. AMD’s Proposed Construction Of Term 7 Is Arbitrary And Unsupported 

In its proposed construction of Term 7, AMD asks this court to substitute the phrase “the 

access needle along the at least a portion of the length” with “the entire platform supporting the 
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access needle between the front portion and the back portion of the stabilization bars.” However, 

there is no support in the intrinsic record for this change, nor is any cited by AMD. Similarly, 

AMD provides no extrinsic evidence to support its position.  

Even worse, AMD’s proposed construction is contrary to the preferred embodiments and 

therefore improper. See, e.g., Verizon Servs., 503 F.3d at 1305 (rejecting proposed claim 

interpretation that would exclude preferred embodiments). Claim 1 of the ’681 Patent requires that 

the platform be “configured to support the access needle and the platform configured to slide on 

the pair of stabilization bars along at least a portion of the length so as to displace the access needle 

along the at least a portion of the length.” ’681 Patent, 15:28-33. The only requirement of the claim 

language is that the platform be configured to slide such that the access needle is displaced along 

“at least a portion of the length” of the stabilization bars. Id. AMD’s proposed definition attempts 

to improperly add the requirement that the platform, in its entirety, be displaced between the front 

portion and the back portion of the stabilization bars. However, there is no requirement that the 

movement of the “entire platform” be confined to the front and back portions of the stabilization 

bars, much less the access needle. Id. The specification never even mentions the words “entire” or 

“entire platform,” or otherwise imposes a limitation on the movement of the platform relative to 

the stabilization bars. See generally ’681 Patent. The inventor meant what was said in Claim 1 of 

the ’681 Patent: “so as to displace the access needle along the at least a portion of the length.” 

Not only is AMD’s proposal unsupported by the specification, but it is also inconsistent 

with it. The specification broadly describes the structure of the guide as follows: 

The dimensions, for example, the length, width, height, depth, and breadth of the 
sliding platform, stabilization bars, upper and lower mounts, and the fastener may 
vary and may be adjustable. The variable and adjustable dimensions, for example, 
of the stabilization bars, provide a user with flexibility in achieving and maintaining 
the guide in an appropriate ultrasound plane while performing biopsy procedures, 
while the user’s patients may vary in size and levels of perineal subcutaneous tissue 
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and fat. In a patient with an excessive amount of perineal subcutaneous tissue and 
fat, a larger stabilization bar will assist in locking the guide in the proper ultrasound 
plane. 

Id. at 5:24-39. There is no limitation on the movement of the guide. See also id. at 5:54-58 (“The 

stabilization bars may have grooves for accommodating a sliding platform that is shorter in length 

than the stabilization bars. The grooves being configured to allow the platform to slide forward 

and backward along the stabilization bars.”); 5:58-65 (“The grooves accommodate a sliding 

platform which is shorter in length than the stabilization bars”). These excerpts imply that a sliding 

platform that is longer in length than the stabilization bars is a possibility, undercutting the 

definition proposed by AMD. There is no suggestion that the movement of the platform be limited 

as proposed by AMD.  

AMD references the prosecution history of the ’681 Patent, but it fails to cite any statements 

that support its argument. To the contrary, the cited portions of the prosecution history merely state 

that the Onik prior art reference does not disclose a guide configured to “displace a needle along 

at least a portion of its length.” Response to April 2, 2018, Office Action, 6-8, Ex. I. The argument 

was that Onik fails to disclose an access needle and so it follows that it does not disclose displacing 

an access needle. Id. There was no discussion regarding the front and back portion of the 

stabilization bars, or any other suggestion that the movement of the platform be limited.  

Accordingly, the Court should reject AMD’s proposed construction of this Claim Term 7 

and afford it its plain and ordinary meaning. 

3. Prosecution History Estoppel/Disclaimer Does Not Apply To Terms 6 and 7

Prosecution history estoppel “‘is a ‘rule of patent construction’ that ensures that claims are 

interpreted by reference to those ‘that have been cancelled or rejected.’” Festo, 535 U.S. at 733 

(quoting Schriber-Schroth Co. v. Clevelant Trust Co., 311 U.S. 211, 220-221 (1940)). That 

doctrine is inapplicable here because Corbin is not proposing its own definitions; rather it is asking 
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this court to decline to construe these terms and instead to allow the trier of fact to rely on the plain 

and ordinary meaning of the claim language. Therefore, prosecution history estoppel does not 

apply to either Term 6 or Term 7. 

4. The Inventor Did Not Disavowal The Claim Scope 

AMD’s argument that the inventor somehow made a disclaimer of all other subject matter 

is futile. AMD claims that the ’681 Patent distinguished its claim language from Onik by arguing 

that Onik does not describe a “platform configured to support the access needle and platform 

configured to slide on the pair of stabilization bars along at least a portion of the length so as to 

displace the access needle along at least a portion of the length.” AMD Brief, p. 15. In doing so, 

AMD argues that “Onik did not disclose this claim language because of the timing of when Onik’s 

‘platform’ moved relative to when the access needle was inserted into the platform.” AMD Brief, 

p. 15. AMD noted that the inventor stated that “Onik uses a biopsy needle, which is inserted 

through the notch 31 of the needle holder assembly 28 once the guide 1 is set in position against 

the patient’s body.” Id. on p. 15-16 and 18 (emphasis added in AMD Brief). However, AMD 

misses the mark. 

The point the inventor was making was that Onik describes a biopsy needle insertion guide 

for cryosurgery that does not have an access needle. Response to Oct. 6, 2018 Office Action, p. 5-

6, Ex. H. In fact, the statement relied on by AMD is part of an “overview” discussion of Onik that 

includes multiple citations and quotations from Onik that describe its general uses. It is only at the 

last sentence of this paragraph that the inventor contrasts Onik with the claim language by stating, 

“Onik’s guide is not used with an access needle and is not configured to ‘displace the access needle 

along the at least a portion of the length’ of a pair of stabilization bars.” Id. at 6. The inventor goes 

on to state in the next paragraph that his “apparatus, on the other hand, is configured for use with 

an access needle through which a biopsy needle can be inserted.” Id. To further distinguish Onik, 
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the inventor argued that “[t]he needle holder assembly 28 cannot be considered claim 21’s 

‘platform’ because it does not ‘slide’ on anything that could be considered ‘a pair of stabilization 

bars.’” Id. He went on “[c]learly, the needle holder assembly 28 does not ‘slide’ on the shafts 27’ 

because they are fixed together.” Id. These statements clarify the requirement for an access needle. 

They do not support a requirement for the language “while the access needle is engaged with the 

platform.”  

AMD states that these same arguments were advanced in relation to U.S. App. No. 

16,377,754, which became U.S. Pat. No. 10,743,911 (the “’911 Patent”). AMD Brief, p. 16-17. 

However, the ’911 Patent is different for numerous reasons. It has method claims wherein the ’681 

Patent has apparatus claims. More importantly, the claims of the ’911 Patent specifically require

inserting an access needle into the perineal access site of the patient by sliding a displacement 

member (including a platform) of the biopsy guide relative to the guide member of the biopsy 

guide. See ’911 Patent, 35:33-38:27 [Dkt. No. 58-9]. Thus, while Onik is discussed during 

prosecution of both the ̀ 911 Patent and the ̀ 681 Patent, the purpose and context are vastly different 

because the claim language is vastly different. In addition to the difference in type and scope of 

claims, the ’911 Patent also has a different disclosure than the Asserted Patents and includes 

numerous other different embodiments. Therefore, any statements made by the inventor in pursuit 

of the ’911 Patent would not constitute estoppel with respect to the ’681 Patent. 

AMD argues that “[t]he claim language of the ’762 and ’677 Patents both indicate that the 

applicant understood ‘a platform that is configured to slide’ is one that slides after the access needle 

engages it.” AMD Brief, p. 17. In stark contrast to the ’911 Patent, nothing in the Asserted Patents 

or their prosecution histories indicate that the platform is configured to slide only “while the access 
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needle is engaged with the platform.” That is a claimed feature of the ’911 Patent, not the 

Asserted Patents. See ’911 Patent, 35:33-38:27.

AMD references a May 2, 2018, letter to the European Patent Office (“EPO Letter”) in 

regard to a foreign patent application. In doing so, it argued that “Corbin emphasized that Onik’s 

‘guide is affixed to an ultrasound probe and advanced until the needle holder assembly 28 engages 

and bears firmly against the patient’s perineum’ and then a biopsy needle is ‘placed in the notch 

31, and the surgeon advances the needle into the patient with the guide maintained in position.’” 

AMD Brief, p. 16; EPO Letter, [Dkt. No. 58-16]. This statement is taken out of context within the 

EPO Letter and does not support AMD’s position. The paragraph from the EPO letter is merely an 

introduction and overview of Onik, not an emphasis on distinguishable characteristics of Onik as 

compared with the claims. See EPO Letter, pp. 8-9. The paragraph in the EPO letter begins by 

saying, “[Onik] describes a biopsy needle insertion guide for use in cryosurgery. [Onik’s] guide is 

used … .” There are no statements in this paragraph about what Onik does not teach – it is merely 

background information on Onik’s teachings. This is setting the stage for the arguments in the next 

paragraph, which begins with “[Onik] does not disclose … .” It is in those paragraphs in which the 

inventor seeks to distinguish Onik. See EPO Letter, pp. 8-9. 

AMD argues that, in the EPO prosecution, “Corbin emphasized that a distinguishing 

feature between Onik and its claims was the fact that Onik’s needle holder assembly moves prior 

to insertion of the biopsy needle whereas the claimed ‘platform’ slides with the access needle 

already inserted.” AMD Brief, p. 16. This was not what the EPO letter states. It discussed the 

timing of the insertion of the biopsy needle only in the introductory paragraph describing Onik’s 

general teachings. EPO Letter, pp. 8-9. The inventor distinguishes Onik in the subsequent 

paragraphs that state that “[Onik] does not describe …” However, those paragraphs do not mention 
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the timing of insertion of the biopsy needle. Id. The focus of the inventor’s arguments was that 

Onik “does not describe ‘a first stabilization bar (101) and a second stabilization bar (101)’ and a 

‘sliding platform (301) [that] is configured to slide from a back to a front of the first and second 

stabilization bars (101).” Id. at p. 9. The inventor also argues that the needle holder assembly 28 

cannot slide relative to its shafts 27 because they are “fixed to the proximal end of shaft 27.” Id.

(emphasis in original). 

AMD makes reference to the May 2, 2018 EPO Letter wherein “the applicant argued that 

its claims were novel over Onik ‘because [Onik] does not describe a sliding platform that is 

configured to slide from a back to a front of first and second stabilization bars.’” AMD Brief, p. 

16. However, the foregoing language was a near exact recitation of the language of the EPO claims, 

which state “wherein the sliding platform (301) is configured to slide from a back to a front of the 

first and second stabilization bars (101).” See EPO Letter, p. 2, [Dkt. 58-16]. The reason the 

inventor used these words in the EPO letter was because it closely followed the language of the 

EPO claims. In contrast, the U.S. claim in the `681 Patent state that “the pair of stabilization bars 

including a back portion, a front portion, and a length extending along a longitudinal axis between 

the back and front portions, [...] the platform configured to slide on the pair of stabilization bars 

along at least a portion of the length so as to displace the access needle along the at least a portion 

of the length." ’681 Patent, 15:22-33.  Thus, AMD’s reliance on statements in the EPO Letter to 

supposedly alter the claim language in the `681 Patent is misplaced since the inventor merely 

restated the EPO claim language. 

AMD makes no substantive argument relating to Term 7 and provides no support for its 

definition. While the specification states that “[t]he stabilization bars may have grooves for 

accommodating a sliding platform that is shorter in length than the stabilization bars,” that is not 
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a requirement. See, e.g., ’681 Patent, 5:54-56 (emphasis added); see also Glaukos Corp. v. Ivantis 

Inc., Case No. SACV 18-620 JVS (JDEx), 2019 WL 8955768 *5 (C.D. Cal. Aug. 16, 2019) 

(declining to construe “distal portion” as “sits in Schlemm’s canal” because “the claims do not 

require placement of the ‘distal portion’ anywhere, much less ‘entirely within’ Schlemm's canal; 

rather, the claims describe a device with portions ‘sized and shaped to be received within a portion 

of Schlemm's canal.). In this case, there is no requirement that the platform “is configured to slide 

from a back to a front of the first and second stabilization bars.” Therefore, these statements can 

in no way limit the claims of the ’681 Patent. 

It is also worthy to note that the language of the EPO claims relate to directional movement 

- from a back to a front – not the confinement of movement between two points as advocated by 

AMD in its proposed claim construction, i.e. “displace the entire platform supporting the access 

needle between the front portion and the back portion of the stabilization bars.” Therefore, even if 

it was limiting, it bears no relevance to the construction advocated by AMD. 

5. AMD’s Proposed Construction Of Term 7 Violates The Doctrine Of Claim 
Differentiation

The term “claim differentiation” refers to the presumption that an independent claim 

should not be construed as requiring a limitation added by a dependent claim. See Nazomi 

Commc’ns, Inc. v. Arm Holdings, PLC., 403 F.3d 1364, 1370 (Fed. Cir. 2005) (“[C]laim 

differentiation normally means that limitations stated in dependent claims are not to be read into 

the independent claim from which they depend.’” (quoting Karlin Tech., Inc. v. Surgical 

Dynamics, Inc., 177 F.3d 968, 971-72 (Fed. Cir. 1999)). The statute also stresses that a dependent 

claim must add a limitation to those recited in the independent claim. See 35 U.S.C. § 112(d) (“[A] 

claim in dependent form shall contain a reference to a claim previously set forth and then specify a 

further limitation of the subject matter claimed.”) (emphasis added). 
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In this case, AMD notes that dependent claim 18 of the ’762 Patent requires “[t]he method 

of claim 13, wherein inserting the access needle into the perineal access site comprises sliding the 

access needle and platform along a portion of a length of the pair of stabilization members.” See 

AMD Brief, p. 13-14; ’762 Patent, 16:34-37 [Dkt. 75-2]. Through the doctrine of claim 

differentiation, that means that a requirement for “sliding the access needle and platform along a 

portion of a length of the pair of stabilization members” is not within the scope of the claims from 

which they depend. Rather, the independent claims have a broader scope. Accordingly, the 

language of those dependent claims support Corbin’s argument against importing the limitation 

“while the access needle is engaged with the platform” into the independent claims of at least the 

’762 Patent. 

Term 8: “the access needle being centrally positioned between the pair of stabilization members 
when the access needle is engaged with the platform” (’762 Patent, Claim 13)

Corbin’s Proposal AMD’s Proposal 
No construction required – plain and 
ordinary meaning 

“the access needle being centrally 
positioned in the space separating the pair 
of stabilization members when the access 
needle is engaged with the platform” 

1. AMD’s Proposed Construction Of Term 8 Is Arbitrary And Unsupported 

The Court does not need to construe Term 8 because a POSITA would understand the 

meaning and scope of the term from its context within in the claims and specification. This term 

is clear and unambiguous and the inventor never conveyed an intent to deviate from its plain and 

ordinary meaning. 

In its proposed construction, AMD merely substitutes the word “between” with “in the 

space separating” to create the following sentence: “the access needle being centrally positioned 

in the space separating the pair of stabilization members when the access needle is engaged with 

the platform.” Again, there is no support in the intrinsic record to warrant this modification to the 
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claim language. The inventor was clear that the needle must be held in a central position “between” 

the pair of stabilization members. See ’762 Patent, Claim 13. The proposed modification adds 

confusion to an otherwise clear and straight forward term. For example, it is unclear what is meant 

by the term “space separating” the pair of stabilization bars.  

Nowhere does the ’762 Patent even mention the term “space separating” or even the word 

“separating.” See generally ’762 Patent. The only mention of the word “space” is in Claim 1, which 

states that “the pair of stabilization members spaced apart from each other …” Id. at 15:16-17. The 

word “between” was never defined by the inventor, and he never provided any indication that one 

should deviate from the plain and ordinary meaning of that term. The concept of requiring the 

access needle to be positioned in the space separating the stabilization bars is similarly not 

described anywhere in the ’762 Patent. Instead, the specification describes guiding the access 

needle along a sagittal plane to the target. See, e.g., id. at 4:35-41 (the sliding platform allows a 

user to “place the access needle along a sagittal transducer plane at optimal positions for obtaining 

prostate biopsies.”); 5:1-5 (“Methods, systems, and apparatus of embodiments enable planning 

and performing the free-hand transperineal prostate biopsies under the guidance of a device and of 

a real-time transducer in the sagittal plane.”); 6:28-30 (the needle hole is “parallel to the sagittal 

transducer.”). The sagittal plane extends from the transducer along a plane. It is important to 

position the needle in a central position between the pair of stabilization members so the needle is 

positioned within the plane. See, e.g., id. at 2:42-50 (The needle can be positioned at various 

heights within the sagittal plane without being in the “space separating” the pair of stabilization 

members.).  

As one example, the ’762 Patent describes an embodiment at Figures 26A-26C in which 

“[t]he sliding platform 103 is configured to pivot at pivot point 2608 to enable, for example, normal 
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or vertical adjustment of an access needle (not shown) in directions perpendicular to a longitudinal 

axis of the probe 103 while ensuring that a longitudinal axis of the access needle (not shown) 

remains parallel to the longitudinal axis of the probe 103.” Id. at 12:48-53. In this particular 

embodiment of a platform with vertical adjustment of an access needle that ensures the access 

needle and probe remain parallel, the needle could be positioned outside of the “space separating” 

the pair of stabilization members. In another example, the ’762 Patent states that the “platform 

may have multiple holes to accommodate various applications and body habitus.” Id. at 6:47-50; 

see also 15:59-67. Given the importance that the access needle be positioned within the sagittal 

transducer plane, the multiple holes would logically be positioned vertically so that holes would 

guide the access needle in the sagittal plane. As with the embodiment in Figures 26A-26C, the 

embodiment with multiple holes may require the needle to be positioned outside of the “space 

separating” the pair of stabilization members. As such, AMD’s proposed construction would 

exclude certain embodiments from the claim language, violating an important rule of claim 

construction.  

Because the stabilization members stabilize the platform and needle, it is necessary for 

them to be “centrally positioned between the pair of stabilization members.” If they were not, then 

the needle guide would not effectively guide the needle. However, there are no further 

requirements. The specification states that “although the hole 102 to support, e.g., an access needle 

or other instrument is showed in a central midline position, the location of the hole can be 

configured at any position of the guide 100.” Id. at 9:38-54 (emphasis added). While the platform 

must slide on the stabilization bars, there is no requirement that the needle be situated in the “space 

separating” the pair of stabilization bars, as opposed to above the stabilization bars. 
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Note that Claim 1 requires that the pair of stabilization members be spaced apart. Id. at 

15:15-17. No such requirement appears in Claim 13. Id. at 16:5-17. The inventor omitted the 

“spaced apart” requirement, opting to instead to only require that the needle be “centrally 

positioned” between them. The specification reinforces the notion that the needle does not need to 

be in the space separating the stabilization members.  

AMD’s proposed construction is also contrary to the requirements of the claims. For 

example, the requirement that the access needle be “centrally positioned in the space separating 

the pair of stabilization members” could be read, in literal terms, to prevent the scenario wherein 

the access needle extend beyond the front (distal) end of the stabilization members “wherein the 

access needle remains positioned within the perineal access site of the prostate,” as required by 

Claim 15. Id. at 16:22-25. This could not happen if the access needle was constrained to being in 

the space separating the stabilization members. Even if the stabilization members were positioned 

against the perineal skin, the access needle would still necessarily have to extend beyond that point 

and into the perineum. See FIG. 20 below.  

With its proposed definition, AMD tries to import structural limitations from a disclosed 

embodiment to escape infringement, but such limitations are contrary to the clear meaning of the 

claims and disclosure in the patent. See, e.g., DSW, Inc., 537 F.3d at 1348 (concluding “trial court 

did not construe or clarify the meaning of actual words in the claims[,] but improperly read into 
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them a new limitation not required by the claim language, specification, or prosecution history”); 

Phillips, 415 F.3d at 1323 (“[A]lthough the specification often describes very specific 

embodiments of the invention, we have repeatedly warned against confining the claims to those 

embodiments.”).

AMD identifies no statements in the claims or specification of the ’762 Patent, or any 

Asserted Patent, wherein the inventor conveyed a requirement that the access needle be centrally 

positioned in the “space separating” the pair of stabilization members when the access needle is 

engaged with the platform. AMD Brief, pp. 18-19. It provides no citation to any statement that 

indicates that the inventor did not intend for the plain and ordinary meaning of the words of that 

limitation to apply. Indeed, the inventor never redefined this phrase. 

AMD’s only argument is that the inventor made limiting statements during the prosecution 

of the related ’681 Patent; however, that argument fails because (1) prosecution history estoppel 

does not apply because Corbin is merely advocating for the issued claim language agreed upon by 

the examiner and the inventor, as opposed to some deviation from that language, and (2) even if 

prosecution history estoppel did apply, no statements were made that would have required the 

additional language proposed by AMD. Rather, the express wording of the claim is the result of 

the back and forth between the examiner and the prosecuting attorney. 

2. The Statements Made During Prosecution Are Not Limiting 

AMD claims that the statement made to “distinguish Onik from the platform ‘support[ing] 

the access needle in a central position between the pair of stabilization bars’” during the 

prosecution of the ’681 Patent constitutes a disavowal of claim scope in the ’762 Patent. AMD 

Brief, p. 15. First, the ’681 Patent has apparatus claims that are unique and different than the 

method claims of the ’762 Patent. Second, the cited statement does not disavowal claim scope; 

rather, it merely quotes the language of the claim. Third, even if it did, the notion of supporting a 
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needle in a central position between a pair of stabilization bars does not require the addition of the 

“space separating” language. Rather, the claim language “being centrally positioned between the 

pair of stabilization members” is sufficient and, in fact, is true to the language made to the examiner 

of the ’681 Patent. 

AMD relies on a dictionary definition defining “between” as “in the time, space, or interval 

that separates.” See AMD Brief, p. 19 (citing Ex. J). That definition does not support the definition 

of “space separating.” That same Merriam-Webster dictionary also defines “between” as “in 

intermediate relation to” and “from one to another of.” Id. AMD provides no reason why one 

definition should apply, but the other one should not. Regardless, none of those definitions are 

helpful, as they are not medical definitions from a medical dictionary, and they are not from the 

time of the priority date of the first filed Asserted Patent. Further, the dictionary definition is 

divorced from the patent at issue and is otherwise inherently problematic in claim construction. 

See supra Section II.  In this case, the inventor never defined “between” nor provided any 

indication that its plain and ordinary meaning should not apply. 

Lastly, AMD points to a statement in the ’762 Patent wherein the inventor says that the 

hole 102 “is showed in a central midline position” to support its construction, but AMD fails to 

quote the entire statement. The quoted statement actually says that “although the hole 102 to 

support, e.g., an access needle or other instrument is showed in a central midline position, the 

location of the hole can be configured at any position along the guide 100.” AMD Brief, p. 19; 

’762 Patent, 9:51-54 (emphasis added). The actual statement strikes against AMD’s proposed 

construction by explicitly providing for other configurations. 

AMD then states that “[w]hat the ’762 Patent specification defines as the ‘central’ position 

is not laterally ahead of or behind the stabilization bars, but directly between them.” See AMD 
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Brief, p. 19. That position is non-sensical and contrary to the express requirements of the patent, 

as the access needle must necessarily move laterally ahead of the stabilization bars in order to 

make contact with, and penetrate, the perineum. See, e.g., ’762 Claim 1, 15:25-27 (“sliding the 

platform … so the access needle extends into the perineal access site.”); Id. at Claim 13, 16:8-9 

(“inserting an access needle into a perineal access site…”); id. at Claim 36, 18:3-5 (“inserting an 

access needle into a perineal access site…”); id. at FIGS 15, 17, 19, and 20. The construction 

proposed by AMD is contrary to the express requirements of every claim of the ’762 Patent, as 

well as multiple embodiments. It would be physically impossible to confine the access needle to 

the space separating the pair of stabilization members.     

Term 11: “coupling [securing] the access needle to the one of the plurality of needle receiving 
ports of the displacement member of the transperineal biopsy guide such that a position and 
angle of the access needle relative to the displacement member is retained [maintained]” (’436 
Patent, Claims 1, 13, 24)

Corbin’s Proposal AMD’s Proposal 
No construction required – plain and 
ordinary meaning 

“inserting the access needle into one of the 
plurality of needle receiving ports, wherein 
the needle receiving port is configured to 
support the access needle at an angle and 
position relative to the displacement 
member” 

The definition proposed by AMD is technically imprecise and unsupported by any intrinsic 

or extrinsic evidence. In some instances, AMD reads-out important requirements of the claim 

including “coupling” and “securing.” AMD Brief, p. 26. That is improper. See, e.g., Bio-Rad Lab, 

Inc. v. ITC, 998 F.3d 1320, 1331 (Fed. Cir. 2021) (rejecting the patentee's attempt to effectively 

rewrite the claim and broaden it by reading out the functional aspects); Callicrate v. Wadsworth 

Mfg., Inc., 427 F.3d 1361, 1369 (Fed. Cir. 2005) (ruling that district court erred in construing claim 

limitation “preformed endless loop” in a manner that read out the requirement of being 

“preformed”); Flex-Rest, LLC v. Steelcase, Inc., 455 F.3d 1351, 1361 (Fed. Cir. 2006) (rejecting 
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patentee's attempt to read-out a sidewall limitation contained in a claim directed to a computer 

keyboard stand, in part because that would make the sidewall superfluous).  

While independent claims 1, 13, and 24 recite similar steps of “coupling” and “securing,” 

the claims are not the same. Moreover, the definition proposed by AMD ignores that each of the 

independent claims require “inserting” an access needle and separately “coupling” or “securing” 

the access needle.  For example, independent claim 1 requires the step of “inserting at least a 

portion of the tubular shaft of the access needle into one of a plurality of needle receiving ports” 

and separately requires the step of “coupling the access needle to the one of the plurality of needle 

receiving ports of the displacement member…” ’436 Patent, 35:58-60; 36:1-3.  Independent claim 

13 requires “inserting an access needle into one of a plurality of needle receiving ports of a 

displacement member…” and separately requires the step of “securing the access needle to the 

displacement member…” ’436 Patent, 36:47-48; 36:59-60.  Lastly, independent claim 24 requires 

the step of “inserting an access needle into one of a plurality of needle receiving ports of a 

displacement member…” and separately includes the step of “securing the access needle to the 

one of a plurality of needle receiving ports…” ’436 Patent, 37:39-40; 38:3-4. Hence, the access 

needle must be coupled or secured “to” the receiving port or displacement member. AMD deletes 

this requirement and merely reiterates the requirement of “inserting.” Clearly, the inventor 

intended the “coupling” and “securing” limitations to mean something different than merely 

“inserting.”   

As described in the Abstract, the invention is comprised of “inserting an access needle into 

one of a plurality of needle receiving ports of a displacement member of a transperineal biopsy 

guide that is secured to the transrectal ultrasound probe; securing the access needle to the 

displacement member such that a position of the access needle relative to the displacement member 
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is maintained.” Id. at Abstract. Each independent claim requires the access needle to be either 

“secured” or “coupled” to the displacement member. Id. at 36:1-2; 36:59-61; 38:3-4. In particular, 

claims 10, 22 and 25 are dependent claims describing how the “coupling” or “securing” may occur. 

Claim 10 states “wherein coupling the access needle to one of the plurality of needle receiving 

ports of the displacement member of the transperineal biopsy guide comprises inserting a portion 

of the hub into one of the plurality of needle receiving ports.” Id. at 36:32-36. The “hub” is the 

specific method of “coupling” the access needle to the needle receiving port of Claim 1. Claim 22 

similarly describes that “securing” the access needle to the displacement member is comprised of 

“inserting a portion of the hub into one of the plurality of needle receiving ports.” Id. at 37:26-29. 

Claim 25 describes a similar requirement, but does not specify that a “hub” effectuates the securing 

of the access needle. Id. at 38:14-19.  

An example of a “hub” is shown as 2846 in Figure 34. See below. The hub may have 

“ridges 2848” that “engage with corresponding and negatively shaped features on the proximal 

side 2800 of the needle receiving ports 2768.” Id. at 25:8-13; see Figures 34 and 32C below. This 

demonstrates that “coupling” or “securing” is more than just “inserting.”  

The specification further describes the “coupling” and “securing” limitations. There are 53 

references to the root word of “secure” (including “securing”) describing that “securing” is not the 

same as “inserting.” For example, the specification states that “[i]n certain embodiments, the 

access needle 2712 may be secured to the displacement member 2710 by, for example, a threaded 
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features on the hub 2846 and openings 2770 of the ports 2768 such that the needle 2712 and the 

displacement member 2710 may be threadably engaged and disengaged with each other.” Id. at 

26:2-7. This passage describes now a securing mechanism may work and reaffirms that the word 

“securing” is not the same as “inserting” as used in the patent. Numerous other references reinforce 

this notion. See, e.g., id. at 12:8-10 (“[t]his configuration allows the lower mounts and the upper 

mounts to be secured to each other and to the probe.”); 11:12-14 (“[t]he flange may be configured 

to snap into the guide to secure the needle.”).  

Similarly, the word “coupling” is not the same as “inserting.” There are 82 references to 

the root word “couple” (including “coupling” and “couples”) describing that “coupling” means 

more than just “inserting.” See, e.g., id. at 5:9-13 (“[i]n certain embodiments, the guide member 

may operably couple with the transrectal probe via at least one of a sheath arrangement, a ratchet 

arrangement, a biased collar arrangement, a flexible strap arrangement, a clamping arrangement, 

or a clamshell collar arrangement.”); 24:16-18 (“[t]he platform 2766 is coupled with the probe 

coupling mechanism 2706, which, as seen in the figures, may be a snap-grip or snap-clip type of 

hose or tube clamp.”). The inventor even noted that “[j]oinder references (e.g., attached, coupled, 

connected, and the like) are to be construed broadly.” Id. at 35:15-16.  

In its proposed construction, AMD also arbitrarily deletes the language “… of the 

displacement member of the transperineal biopsy guide.” While that language may be implied, it 

is an explicit requirement of the claim that cannot be ignored. Flex-Rest, 455 F.3d at 1361. 

AMD then replaces the term “such that a position and angle of the access needle relative 

to the displacement member is retained [maintained]” with “wherein the needle receiving port is 

configured to support the access needle at an angle and position relative to the displacement 

member.” AMD Brief, p. 26. Again, this construction is unsupported, arbitrary and contrary to the 
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precise wording of the claims. For example, it reads out the requirement that the position and angle 

of the access needle relative to the displacement member be “retained” or “maintained.” No such 

concept is articulated in AMD’s proposed re-write of the claim language. As a result, any angle 

and position of the access needle would meet the requirement, even if it was subsequently changed.   

AMD claims that its construction clarifies that “neither ‘coupling’ nor ‘securing’ require 

locking the access needle in place to completely prevent any movement of the access needle.” 

AMD Brief, p. 26. First, the claim language is clear and unambiguous, and nothing needs 

“clarifying.” Second, even if such clarification was necessary, AMD’s proposed definition only 

adds confusion without providing any supposed clarification on that point. Its proposed definition 

does not even mention “locking.”   

Term 12: “wherein securing the access needle to the one of a plurality of needle receiving ports 
of the displacement member includes inserting a structure that is engaged with the tubular shaft 
of the access needle into the one of a plurality of needle receiving ports” (’436 Patent, Claim 
25) 

Corbin’s Proposal AMD’s Proposal 
No construction required – plain and 
ordinary meaning 

“a portion of the access needle other than 
the tubular shaft is inserted into a 
corresponding feature within one of the 
plurality of needle receiving ports such that 
the access needle remains coupled with the 
displacement member” 

AMD also attempts to re-write Term 12, modifying the precise language that was 

specifically chosen by the inventor – and considered by the examiner during prosecution – while 

adding confusion and ambiguity. AMD Brief, pp. 27-29. Claim term 12 is clear and unambiguous, 

comprised of plain and ordinary terms. For example, AMD ignores the definitional format of 

dependent claim 25 wherein it further describes, and thus narrows, the requirement for “securing 

the access needle to the one of a plurality of needle receiving ports” found in claim 24. In doing 
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so, it further requires that “a structure that is engaged with the tubular shaft of the access needle” 

be inserted into a needle receiving port. ’436 Patent, 37:33-38:19.  

AMD’s definition is consistent with its attempt to read out the “securing” requirement of 

claim 24. It contorts the language “inserting a structure that is engaged with the tubular shaft of 

the access needle into one of the plurality of needle receiving ports” into “a portion of the access 

needle other than the tubular shaft is inserted into a corresponding feature within one of the 

plurality of needle receiving ports.” There is no requirement that the tubular shaft not be inserted 

into the needle receiving ports. In fact, the tubular shaft is meant to be inserted into the needle 

receiving ports until the structure engaged with it comes in contact with the needle receiving port. 

There is no other way the invention could work. An example of this embodiment is found in Figure 

37G (showing the tubular shaft of the access needle inserted into the needle receiving ports with 

the structure attached): 

See also id. at 29:33-61 (describing the embodiment).  

There are other flaws in AMD’s construction. It requires a “corresponding feature within 

one of the plurality of needle receiving ports,” which appears to be an attempt to import a 

requirement for some kind of feature within the needle receiving port, which is not a requirement 

of the claim. The interface between the “structure” and the needle receiving ports - whether it be 

a threaded feature, a snap feature, or other mating structure – is simply not part of claim 25. AMD 
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then seeks to add the “coupling” requirement it proposed deleting in dependent claim 1 into 

dependent claim 25.  

Term 13: “wherein securing the access needle to the one of a plurality of needle receiving ports 
of the displacement member restricts rotation of the access needle relative to the displacement 
member” (’436 Patent, Claim 30)

Corbin’s Proposal AMD’s Proposal 
No construction required – plain and 
ordinary meaning 

“wherein a portion of the access needle 
engages corresponding features of the one 
of the plurality of needle receiving ports of 
the displacement member such that the 
access needle is restrained from rotating” 

AMD completely ignores the claim language quoted in Term 13, and instead writes a whole 

new definition. AMD Brief, p. 29. In doing so, AMD again ignores the requirement for “securing 

the access needle,” which it attempts to read-out of the independent claims. This claim term merely 

adds to, and thus narrows, the requirement of “securing the access needle to the one of a plurality 

of needle receiving ports” found in claim 24. See ’436 Patent, 38:3-5. AMD then adds a 

requirement that “a portion of the access needle engages with corresponding features of the one of 

the plurality of needle receiving ports of the displacement member such that the access needle is 

restrained from rotating.” The claim does not recite “a portion of the access needle,” and does not 

require such a portion to “engage” with “corresponding features” of the needle receiving ports. 

The proposed definition imports the requirement for structure that is not present in the claim 

language. The claim merely requires “securing the access needle” and, when secured, that it 

“restricts rotation of the access needle relative to the displacement member.” AMD also includes 

a requirement that the needle be “restrained from rotating,” while reading out the requirement that 

the “securing” of the access needle “restricts rotation” of the needle “relative to the displacement 

member.”  
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V. THE CLAIM TERMS OF THE ’677 PATENT ARE NOT INDEFINITE 

A. Legal Standard for Indefiniteness  

The specification of every patent must “conclude with one or more claims particularly 

pointing out and distinctly claiming the subject matter which the applicant regards as his 

invention.” 35 U.S.C. § 112(b). The Supreme Court has said that “a patent is invalid for 

indefiniteness if its claims, read in light of the specification delineating the patent, and the 

prosecution history, fail to inform, with reasonable certainty, those skilled in the art about the scope 

of the invention.” Nautilus, Inc. v. Biosig Instruments, Inc., 572 U.S. 898, 909-10 (2014). A patent 

is presumed valid, and the burden of establishing invalidity as to any claim of a patent rests upon 

the party asserting such invalidity. 35 U.S.C. § 282. Clear and convincing evidence is required 

to invalidate the claim of a patent. TypeRight Keyboard Corp. v. Microsoft Corp., 374 F.3d 1151, 

1157 (Fed. Cir. 2004). 

Proof of indefiniteness must meet an exacting standard. Haemonetics Corp. v. Baxter 

Healthcare Corp., 607 F.3d 776, 783 (Fed. Cir. 2010). That standard “entails a delicate balance” 

of “competing concerns.” Nautilus, 572 U.S. at 901. While the definiteness requirement mandates 

clarity, it recognizes “that absolute precision is unattainable” and it “must take into account the 

inherent limitations of language.” Id. “Some modicum of uncertainty” is expected, and it is 

important to “bear in mind . . . that patents are not addressed to lawyers, or even to the public 

generally, but rather to those skilled in the relevant art.” Id.  

In a pre-Nautilus decision, the Federal Circuit aptly noted that: 

In determining whether that standard is met, i.e., whether “the claims at issue [are] 
sufficiently precise to permit a potential competitor to determine whether or not he 
is infringing,” ... we have not held that a claim is indefinite merely because it poses 
a difficult issue of claim construction. We engage in claim construction every day, 
and cases frequently present close questions of claim construction on which expert 
witnesses, trial courts, and even the judges of this court may disagree. Under a 
broad concept of indefiniteness, all but the clearest claim construction issues could 
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be regarded as giving rise to invalidating indefiniteness in the claims at issue. But 
we have not adopted that approach to the law of indefiniteness. We have not insisted 
that claims be plain on their face in order to avoid condemnation for indefiniteness; 
rather, what we have asked is that the claims be amenable to construction, however 
difficult that task may be. If a claim is insolubly ambiguous, and no narrowing 
construction can properly be adopted, we have held the claim indefinite. If the 
meaning of the claim is discernible, even though the task may be formidable and 
the conclusion may be one over which reasonable persons will disagree, we have 
held the claim sufficiently clear to avoid invalidity on indefiniteness grounds. 

Exxon Research & Eng’g Co. v. U.S., 265 F.3d 1371, 1375 (Fed. Cir. 2001). 

When a “word of degree” is used, the court must determine whether the patent provides 

“some standard for measuring that degree.” Enzo Biochem, Inc. v. Applera Corp., 599 F.3d 1325, 

1332 (Fed. Cir. 2010). “Claim language employing terms of degree has long been found definite 

where it provided enough certainty to one of skill in the art when read in the context of the 

invention.” Interval Licensing LLC v. AOL, Inc., 766 F.3d 1364, 1370 (Fed. Cir. 2014) (citing 

Eibel Process Co. v. Minnesota & Ontario Paper Co., 261 U.S. 45, 65-66 (1923) (finding 

“substantial pitch” sufficiently definite because one skilled in the art “had no difficulty . . . in 

determining what was the substantial pitch needed” to practice the invention); Enzo Biochem, 599 

F.3d at 1335 (holding phrase “not interfering substantially” was not indefinite even though the 

construction “define[d] the term without reference to a precise numerical measurement”); 

Invitrogen Corp. v. Biocrest Mfg., L.P., 424 F.3d 1374, 1384 (Fed. Cir. 2005) (“[A] patentee need 

not define his invention with mathematical precision in order to comply with the definiteness 

requirement.”)). 

In this case, AMD claims that two terms of the ’677 Patent are indefinite. See AMD Brief, 

pp. 20-25. In doing so, it presents them divorced from the context of the claims and specification 

of the ’677 Patent. However, each of these terms, read in light of their respective specifications 

and prosecution histories, inform, with reasonable certainty, those skilled in the art about the scope 
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of the invention. The scope of the ’677 Patent is clear, and a POSITA would know how to practice 

its claims.   

B. Terms 9 and 10 are not Indefinite  

Term 9: “lumen sized to receive a biopsy needle there through”  

AMD claims that the term “lumen sized to receive a biopsy needle there through” is 

indefinite. AMD’s argument is futile. See AMD Brief, p. 20. The claim language itself defines the 

scope of this limitation. The lumen merely needs to be “sized to receive a biopsy needle there 

through.” See ’677 Patent, 15:13-14; 15:67-16:2; 16:38-39. Further, dependent claims 3, 4, 11, 12, 

15, 24, 25, and 30 all describe various sizes of the access needle. See id. at 15:30-34, 15:55-58, 

16:12-15; 16:58-62; 17:11-13. For example, Claim 4 requires that “the access needle has a needle 

size of 15 gauge or 16 gauge.” Id. at 15:33-34. A POSITA would know what size a lumen would 

need to be in order to receive a biopsy needle.  

The specification provides further descriptions to enlighten a POSITA. See, e.g., ’677 

Patent, 7:55-58 (“A biopsy gun or any other instrument that may be attached to the needle and 

used for inserting or extracting any substance thru the lumen of the access needle.”); id. at 13:32-

35 (same); id. at 13:42-44 (“in another embodiment, a biopsy gun may be an 18 gauge biopsy gun, 

or any other size that is capable of being coaxially inserted thru the lumen of the access needle.”). 

Figures 15, 17, 19, and 20 depict a biopsy needle received through a lumen. See also 11:1-13.  

Notwithstanding the foregoing, a “question about the state of the knowledge of a skilled 

artisan is a question of fact.” Dow Chem. Co. v. Nova Chems. Corp. (Canada), 809 F.3d 1223, 

1225 (Fed. Cir. 2015). Therefore, to the extent it is not obvious that one of ordinary skill in the art 

would understand the meaning of this term, the determination of indefiniteness should not be 

decided at this early stage.  
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A “lumen” is generally known as a cavity or channel within a hollow tube or tubular 

structure. Allaway Declaration (“Allaway Decl.), ¶ 25, attached as Exhibit L. AMD argues that 

the term “lumen sized to receive a biopsy needle there through” is indefinite because “nothing in 

the specification defines either the size of a biopsy needle or the size a lumen needs to be to receive 

said biopsy needle.” AMD Brief, p. 20. In this case, AMD’s arguments fail for at least three 

reasons. First, neither the size of the lumen or the size of the needle is a requirement of the 

independent claims at issue. See ’677 Patent, 15:10-17:11; see also e.g., EcoServices, LLC, v. 

Certified Aviation Services, LLC, 830 Fed.Appx. 634, 649 (Fed. Cir. 2020) (holding that “although 

the claim does not state a percentage of the liquid that must be in the claimed particle size, 

the claim makes clear that “small quantities” of liquid must follow the gas path.”). The only thing 

claimed is the “a lumen sized to receive a biopsy needle.” ’677 Patent, 15:13-14; 16:1-2; 16:38-

39. If the lumen can receive a biopsy needle, it infringes. Allaway Decl., ¶ 26. If it cannot, it does 

not infringe. Id. Courts have construed “lumen” without specifying the size of the needle. See, e.g., 

Medtronic Vascular, Inc., v. Boston Scientific Corp., 526 F.Supp.2d 612, 619 (E.D.Tex. 2007) 

(giving the plain meaning to the term “the lumen having a first diameter for the distal portion of 

the guide wire tube and a second diameter larger than the first diameter for the proximal portion 

of the guide wire tube.”). 

Second, while the definiteness requirement mandates clarity, it recognizes “that absolute 

precision is unattainable” and it “must take into account the inherent limitations of language.” 

Nautilus, Inc., 572 U.S. at 909-10. When a “word of degree” is used, the court must determine 

whether the patent provides “some standard for measuring that degree.” Enzo, 599 F.3d at 1332. 

“Claim language employing terms of degree has long been found definite where it provided 

enough certainty to one of skill in the art when read in the context of the invention.” Interval 
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Licensing LLC, 766 F.3d at 1370 (citing Eibel Process Co., 261 U.S. at 65-66 (finding “substantial 

pitch” sufficiently definite because one skilled in the art “had no difficulty . . . in determining what 

was the substantial pitch needed” to practice the invention); Invitrogen, L.P., 424 F.3d at 1384 

(“[A] patentee need not define his invention with mathematical precision in order to comply with 

the definiteness requirement.”)). Therefore, Corbin is not required to claim the dimensions of the 

needles with precision.  

Third, even if such a requirement existed, the dependent claims and specification do 

precisely identify the size of both a biopsy needle and an access needle. See ’677 Patent, 15:30-

34, 55-58; 16:12-15, 56-62; 17:11-12. For example, dependent claims 11, 12, and 30 require that 

“the biopsy needle has a needle size of 18 gauge.” Id. Further dependent claims 3, 4, 15, 24, and 

25 require an access needle of 14, 15, or 16 gauge. Id. The specification provides additional clarity. 

Allaway Decl., ¶¶ 27-32. In one passage, it states that “[t]he hole can accommodate various types 

of needles, including access needles having various diameters, for example, spinal needles having 

a gauge in the range of 14-18.” ’677 Patent, 6:9-12; see also 6:42-44. The specification also states 

that the “biopsy gun may be an 18-gauge biopsy gun, or any other size that is capable of being 

coaxially inserted through the lumen of the access needle.” Id. at 13:42-44. On page 22 of the 

AMD Brief, AMD claims that the foregoing 18-gauge reference relates to the gun, not the needle. 

Clearly that is not the case. The 18-gauge element referred to in the foregoing passage is a biopsy 

needle inserted using a gun, as it would be impossible to coaxially insert the gun itself through the 

lumen (as suggested by AMD). See generally ’677 Patent; Allaway Decl., ¶ 31.  

Even if the patent did not provide specific examples of needle sizes, a POSITA would 

know that the lumen merely needs to be a size large enough to accommodate a biopsy needle. 

Allaway Decl., ¶¶ 23-32. AMD claims that a POSITA is a doctor with “at least five years of 
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experience taking transperineal prostate biopsies, and at least a year’s experience developing 

medical devices used in needle biopsies.” AMD Brief, p. 4. A person with that experience could 

read the claims of the ’677 Patent and understand that, to practice the invention, the lumen must 

be big enough that one can slide a biopsy needle there through. Allaway Decl., ¶¶ 23-32. That is 

how the invention is practiced.  

Term 10 “distal point of the pair of stabilization members is offset from (a fastener of 
the base portion, the mount of the base)”

The terms “distal” and “offset” are common medical and engineering terms known by a 

POSITA. The term “Distal” refers to the most forward point in a distal direction. The term “offset” 

means a positional difference between two points. Claim 10 requires an apparatus of Claim 1 

“wherein a distal point of the plurality of stabilization members is offset from a fastener of the 

base portion that is configured to connect the biopsy guide to the transrectal transducer.” ’677 

Patent, 15:51-54. This simply means that a distant point of the stabilization members is offset from 

the fastener of the base portion. Claim 29 similarly requires that the “distal point of the plurality 

of stabilization members is offset from the mount of the base portion that is configured to connect 

the biopsy guide to the transrectal transducer.” Id. at 17:7-10. Figure 20 below shows this offset. 

See also 11:6-8 (“FIG. 20 is a right side view of a guide, and a biopsy instrument firmly penetrating 

a fat plane of the perineum skin, including a offset 501 of a stabilization bar 101.) 

The term “distal” has been determined to inform a POSITA and is not indefinite. See, e.g., 

SignalQuest, Inc. v. Chou,  Civil No. 11-cv-392-JL, 2016 WL 3248246 *9 (D.N.H. June 13, 2016) 
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(“the terms ‘distal end,’ ‘distal portion,’ ‘distal surface,’ ‘proximate end,’ ‘proximate portion,’ and 

‘proximate surface’ are not indefinite.”); Advanced Cardiovascular Systems, Inc. v. Scimed Life 

Systems, 96 F.Supp.2d 1006, 1008 (N.D. Cal. 2000) (holding that the term “distal section” is 

sufficiently clear for a person of ordinary skill in the art to identify that section); Abiomed, Inc. v. 

Maquet Cardiovascular LLC, 329 F.Supp.3d 1, 52 (D. Mass. 2018) (giving “distal tip member” 

its plain and ordinary meaning).  

The term “distal point of the pair of stabilization members is offset from” is clear from the 

reading of the patent and is clearly understood by a POSITA. AMD again relies on an outdated, 

out-of-context dictionary definition, with no other intrinsic or extrinsic support.  Therefore, AMD 

cannot meet its burden to prove by clear and convincing evidence that this term is indefinite.  

The term “distal point of the pair of stabilization members is offset from,” viewed in light 

of the claims, specification, and prosecution history, adequately informs those skilled in the art 

about the scope of the invention with reasonable certainty. Allaway Decl., ¶¶ 33-42. Claims 10 

and 21 of the ’677 Patent require “a distal point of the plurality of stabilization members is offset 

from a fastener of the base portion that is configured to connect the biopsy guide to the transrectal 

transducer.” ’677 Patent, 15:51-54; 16:30-33. Hence, the distal point of the stabilization members 

must be offset from the fastener. The claims and the specification further describe this limitation. 

The term “distal” is a commonly known medical term. Allaway Decl., ¶ 34. A medical 

professional would understand that the “distal point” of the stabilization members is that point that 

most closely faces the perineum. Id. Referencing Figure 5, the specification states that “the off-set 

501 from the distal point of the stabilization bar 105 to the fasteners 102 may be 5 mm.” Id. at ¶ 

35. Figure 5 clearly shows the offset on the distal side of the stabilization bars: 
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The specification provides further support and context for the term “distal,” as well as the 

term “proximal,” which is well understood to mean the opposite of distal. Allaway Decl., ¶ 36. As 

one example, the specification states that “[a]fter obtaining one cell or tissue specimen, the biopsy 

instrument 802 may be partially retrieved from the perineum area at a point in which the distal 

point of the biopsy instrument 802 is redirected to another targeted or suspicious area.” ‘677 Patent, 

11:18-22. Figure 12 shows 802 at the end closest to the patient: 

In this passage, the “distal point of the biopsy instrument” is the tip of the needle as this is 

the part that can be redirected for insertion into another targeted area for obtaining a cell or tissue 

specimen. Allaway Decl., ¶ 37. This interpretation is consistent with common usage of “distal” 

and “distal point.” Id. As another example, the specification states that “[t]he upper and lower 

mounts may be positioned proximally or distally along an ultrasound probe, such as a transrectal 

ultrasound probe.” ‘681 Patent, 5:19-21. In this passage, both distal and proximal are used 
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consistently with common usage and with the preceding example of the “distal point of the biopsy 

instrument.” Allaway Decl., ¶ 37. The foregoing examples provide additional clarity to one of 

ordinary skill in the art as to the meaning of the well understood term “distal point.” Id. 

AMD’s dramatization of Figure 1 ignores the use of the term “distal” within the claims and 

specification. See AMD Brief, p. 24. It also ignores Figures 5 and 12 above. To support its 

argument, AMD cites two dictionary definitions, neither of which are medical or engineering 

dictionaries and are otherwise not specific to the art at issue in this case. Id. at 23. 

AMD also identifies an apparent inconsistency in the labeling of the offset 501 in Figures 

5 and 20 of the ‘677 Patent. Id. at 24-25. The apparent inconsistency with labeling of the offset 

501 in Figure 20 appears to be a misplaced reference line, which was correctly shown in U.S. 

Provisional Patent Application No. 61/974,826, filed April 3, 2014. See Provisional Application, 

Fig. 20, Exhibit M; Allaway Decl., ¶ 38. As seen in Figure 20 from Provisional Application 

61/974,826, reproduced below, the offset 501 on the left of the image correctly identifies the 

location of the offset with the accompanying text explaining the function of the offset: 

“stabilization bars allow firm fixation[.]”

While reference to the stabilization bars 101 is incorrectly labeled as 501 on the upper right 

of Figure 20 of Provisional Application 61/974,826, it is clear with reference to the other figures 
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(e.g., Figure 5) and to the accompanying portions of the specification that this reference line was 

intended to refer to the stabilization bars 101. Allaway Decl., ¶ 39. The specification provides 

clarity to the offset 501 with reference to Figure 20 by stating, “FIG. 20 is a right side view of a 

guide, and a biopsy instrument firmly penetrating a fat plane of perineum skin, including offset 

501 of a stabilization bar 101. Id. at ¶ 40. This allows for stabilization in a patient with an excessive 

amount of perineal subcutaneous tissue, fat, or a combination thereof.” ‘681 Patent, 11:6-10. As 

seen in Figure 20, the distal point of the stabilization bars 101 is the part of the device that contacts 

and penetrates the fat plane of perineum skin. Id. at Fig. 20; Allaway Decl., ¶ 41. The offset 501 

allows for stabilizing the device with the patient. Id. As such, Figure 20 from Provisional 

Application 61/974,826, provides a consistent interpretation of the offset and the distal point with 

Figure 5, and a consistent interpretation with common usage of the terms offset and distal. Id. 

Numerous courts have construed terms with the word “distal,” none of which deemed that 

term indefinite or otherwise indicated that the term fails to inform, with reasonable certainty, those 

skilled in the art about the scope of the invention. See, e.g., Rawcar Group, LLC, v. Grace Medical, 

Inc., No. 13–cv–1105 H(BLM), 2014 WL 2925209 *7 -8 (S.D. Cal. March 14, 2014) (construing 

the term “two side portions disposed between said proximal and distal portions on laterally 

opposing sides of the upper sterile portion”); Medtronic, 526 F.Supp.2d at 619 (giving the plain 

meaning to the term “the lumen having a first diameter for the distal portion of the guide wire tube 

and a second diameter larger than the first diameter for the proximal portion of the guide wire 

tube.”); Intuitive Surgical, Inc., v. Auris Health, Inc., C.A. No. 18-1359 (MN), 2019 WL 6840327  

*8 (D. Del. Dec. 16, 2019) (giving the plain and ordinary meaning to the term “hold or return 

the distal tip of the catheter to the desired working configuration.”); Abiomed, Inc., 329 F.Supp.3d 

at 52 (giving “distal tip member” its plain and ordinary meaning); Medtronic AVE, Inc., v. Cordis 
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Corp., 516 F.Supp.2d 741, 750 (E.D. Tex. 2007) (Construing the term “a less viscous anticoagulant 

is allowed to coat the surface of the guide wire within the distal portion of the guide wire lumen” 

as “an anticoagulant composition, having less resistance to flow than blood, in the proximal portion 

of the guide wire tube is allowed to coat the surface of the guide wire in the distal portion of the 

guide wire tube.”). 

Other courts have explicitly held that the term “distal” is not indefinite. See, e.g., 

SignalQuest, Inc., 2016 WL 3248246 at *9 (“the terms ‘distal end,’ ‘distal portion,’ ‘distal 

surface,’ ‘proximate end,’ ‘proximate portion,’ and ‘proximate surface’ are not indefinite.”); 

Advanced Cardiovascular, 96 F.Supp.2d at 1008 (holding that the term “distal section” is 

sufficiently clear to a person of ordinary skill in the art.). Counsel is not aware of any decisions 

wherein a court found the term “distal” or “distal point” to be indefinite. Therefore, this court 

should decline to hold the term “distal” to be indefinite. 

The term “offset” is equally clear. Courts have construed terms using the word “offset” 

without finding them to be indefinite. See, e.g., Focus Products Group Int’l, LLC, v. Kartri Sales 

Co., Inc., 15 Civ. 10154 (PAE), 2018 WL 3773986 *11 (S.D.N.Y. Aug. 8, 2018) (defining “offset 

from said top” as “to a side of the top.”); Varian Medical Syst., Inc. v. ViewRay, Case No. 19-cv-

05697-SI, 2020 WL 4260714 *9 (N.D.Cal. June 24, 2020) (construing the term “a pair of leaves 

in the first set close at a first location, a corresponding pair of leaves in the second set close at a 

second location, and the first and second locations are offset from a beam's point of view.”). AMD 

fails to cite any case indicating that the term “offset” is indefinite.

C. If There is a Real Question of Indefiniteness, the Court Should Not Rule on the Issue at 
the Claim Construction Stage 

To the extent that this Court has any concern regarding the definiteness of the foregoing 

terms, then Corbin respectfully requests that it defer such ruling until a time after depositions and 
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expert disclosures. “Generally, ‘the weight of the jurisprudence disfavors indefiniteness 

determinations at the Markman stage of patent litigation.’” Gilead Sciences, Inc. v. Mylan, Inc., 

No. 1:14CV99, 2015 WL 1534067 *2 (N.D.W.V. April 6, 2015) (quoting CBS-System Intern. Inc.,

2011 WL 3240838 at *17, 20, fn. 16.); see also STX, Inc. v. Brine, 37 F.Supp.2d 740, 754 (D. Md. 

1999) (“it would be error to collapse claim construction (for purposes of anticipation, obviousness 

or infringement analysis) into a statutory indefiniteness analysis and I decline STX’s invitation to 

do so.”).  

“[S]everal principles mitigate against ruling on indefiniteness at the Markman stage: first, 

the high burden of proof on the party challenging a patent claim for indefiniteness; second, the fact 

that a claim is not indefinite merely because the parties dispute its meaning; and, finally, the 

dispositive effect of a ruling on indefiniteness, which invalidates the claim entirely.” Broadnet 

Teleservices, LLC v. Shoutpoint, Inc., 2015 WL 13614122, at *4 (D. Col. Jul. 15, 2015) (citing 

CBS–System Intern. Inc. v. SAP America, Inc., No. 10–2156, 2011 WL 3240838, at *17-18 (E.D. 

Pa. July 28, 2011)). For the foregoing reasons, “many judges have elected to wait and tackle 

indefiniteness at the summary judgment stage.” Id. (citing CBS-Systems Intern., 2011 WL 3240783 

at *2 (denying the defendant’s indefiniteness argument without prejudice, subject to renewal 

during summary judgment); Mannatech, Inc. v. TechMedia Health, Inc., 2009 WL 3614359 at *15 

(N.D. Tex. Oct. 29, 2009) (determining that consideration of the indefiniteness issue was not 

appropriate at the claim construction phase). 
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VI. CLAIM CONSTRUCTION HEARING WITNESSES 

Corbin presently intends to call Dr. Matthew Allaway as a witness at the Claim 

Construction Hearing on behalf of Corbin.  

VII. CONCLUSION 

For the reasons stated herein, Corbin respectfully requests that the Court adopt its proposed 

constructions and decline to adopt AMD’s proposed constructions and instead allow AMD’s 

proposed terms to be interpreted according to their plain and ordinary meaning. Corbin also 

requests that this Court decline to find that any term of the Asserted Patents are indefinite.  

Dated: September 15, 2023.  
Respectfully submitted, 

By: /s/ D. Jack Blum
Jack Blum (No. 07241) 
POLSINELLI PC 
1401 Eye Street, N.W., Suite 800 
Washington, D.C. 20005 
Tel: (202)783-3300; Fax: (202)783-3535 
jack.blum@polsinelli.com 

Michael P. Dulin (admitted pro hac vice) 
POLSINELLI PC 
1401 Lawrence Street, Suite 2300 
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IN THE UNITED STATES DISTRICT COURT 
FOR THE DISTRICT OF MARYLAND 

 
ADVANCE MEDICAL   ) 
DESIGNS, INC.,     ) 
      ) 
 Plaintiff,    ) 
      ) 
      ) 
v.      ) CASE NO. 1:22-cv-0789-SAG 
      )  
CORBIN CLINICAL    ) 
RESOURCES, LLC    ) 
      ) 
 Defendant.    ) 
      ) 

 
DECLARATION OF MATTHEW J. ALLAWAY IN SUPPORT OF  

CORBIN’S AMENDED RESPONSIVE CLAIM CONSTRUCTION BRIEF 
 

 I, Matthew J. Allaway, of lawful age declare under penalty of perjury as follows: 

A. Background  

1. I am an actively practicing urologist in Maryland. 

2. I graduated from the Chicago College of Osteopathic Medicine in 1996 and 

subsequently attended West Virginia University where I completed my residency in General 

Surgery in 1998, and my residency in Urology in 2002.  

3. After my residency, I moved to Maryland where I set up Urology Associates. I have 

been practicing there as a urologist for almost 20 years. A special focus of my practice is prostate 

cancer.  

4. During the course of my practice, it is often necessary for me to perform prostate 

biopsies to sample and remove tissues or cells for further examination and analysis. These prostate 

biopsies are important to diagnose and treat prostate cancer and other pathologies of the prostate.  
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5. Two types of prostate biopsies are transrectal prostate biopsies and transperineal 

prostate biopsies. I have been performing both types of these biopsies throughout the course of my 

20-year career.  

6. Transrectal prostate biopsies are a common method of conducting prostate biopsies. 

However, increased rates of antibiotic-resistant transrectal induced bacteria and the risk of 

infection make such procedures increasingly risky. Because of the risks of fecal bacteria, the 

transperineal prostate biopsies had a significant benefit over the transrectal prostate biopsies.  

7. An early technique of taking transperineal prostate biopsies included using a 

grid/template approach wherein the biopsy trajectory is determined by the grid hole and not the 

geometrical configuration of the zones of the prostate where prostate cancer originates. One would 

often need to take three biopsies to cover a region of interest.  For each biopsy sample taken, the 

biopsy needle traverses through the skin, subcutaneous tissue, and the prostate.  A total of around 

50-60 core samples are needed to sample the entire prostate.  Although the cancer detection is 

optimal, the procedure requires general anaesthesia and significant resources of the operating 

physician.  Since the prostate biopsy is performed on over 3 million men worldwide each year, 

this is not a suitable approach for the mainstream adoption.  

8. Another early transperineal technique did not use a guide for the needle at all. 

Instead, the urologist would maneuver an ultrasonic probe with one hand while independently 

maneuvering the biopsy needle with the other hand. This requires a high degree of skill and 

dexterity on the part of the clinician. It is a technique which has a long learning curve and is 

relatively difficult to master.  
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9. It was later discovered that patient comfort could be improved by keeping the 

access point open with the use of a coaxial needle, then passing the biopsy needle through the 

coaxial needle. The advantage of using a coaxial needle is to reduce trauma by avoiding multiple 

insertions of the biopsy needle into the same perforation.  

10. In this early technique, the coaxial needle was always manipulated wholly 

independently of the probe. Accordingly, the urologist would be required to maneuver the probe 

with one hand, and independently maneuver (using his or her other hand) the biopsy needle through 

the coaxial needle.  

11. This is sometimes described as a “double free-handed” approach. Each hand is 

acting freely, without being guided by a template, and without the device that is held in one hand 

being attached to the device that is held in the other. This is a difficult maneuver and slightly de-

synchronous movements often lead to the loss of vision of the biopsy needle on the ultrasound 

screen. The free-hand technique has been around for over 20 years.  Prior to development of the 

PrecisionPoint™ prostate biopsy, I utilized this approach.   

12. The free-hand technique had some notable limitations. For example, through this 

single access point, one is simply pivoting on a fulcrum and based on the variable size of the 

prostate, one is not able to adequately sample the entire prostate.  One will often need to make 

multiple punctures in the perineum to properly sample the anterior/apical prostate.  In addition, the 

biopsy trajectory is not unique for each core.  One is typically overlapping a prior biopsy path 

repeatedly.  Thus, the cancer detection is suboptimal compared with the grid/template transperineal 

biopsy.  The technique was also challenging for the urologist to learn because of the need to 
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monitor the ultrasound probe separately from the biopsy gun.  Thus, standardization and 

reproducibility were seriously lacking.  

13. With the double handed, free-hand approach, I was unable to separate each biopsy 

from subsequent cores.  The biopsy needle typically passes through the zones of the prostate where 

cancer does not originate, and I was unable to keep the biopsy needle entirely in the relevant zones 

of the prostate.  Other urologists that I attempted to train were typically unable to reproduce the 

method because they could not properly coordinate manipulating the probe with one hand and 

guiding the biopsy gun into the target with the other hand.  As a result, many of these urologists 

were detecting cancer at a rate lower than those obtained using the transrectal technique.   

14. Faced with the difficulties of existing techniques, I realised there was a need for a 

device allowing the benefits of the two different approaches for transperineal biopsies. Driven by 

the clinical and technical challenges that I encountered in the practice of taking prostate biopsies, 

I started working on solving this problem and developing a device and method to foster mainstream 

adoption of the transperineal approach. Since then, I have spent over 8 years designing medical 

technologies using needles to perform transperineal prostate biopsies. During that time, I 

developed the PrecisionPoint® Transperineal Access System.  

15. In this process, I came to understand that key to the solution is to anchor an access 

trocar into the perineum with the stability to withstand the counter forces of the anatomy as the 

access trocar is shifted to various positions in the x,y and z coordinates. With such a device, the 

access trocar can be repositioned to a unique and definable point to access the most relevant zones 

of the prostate for ideal cancer detection. Another key element was that the device be coupled to 

the ultrasound probe so the biopsy needle trajectory can be constantly monitored.   
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16. Through the development process, I created over two dozen iterations of the design. 

Each detail of the device was engineered with this very specific purpose.  As one moves from one 

biopsy position to the next, the hand on the ultrasound probe is shifted in a multitude of directions, 

and the PrecisionPoint® moves in tandem.   

17. The combination of a device for mounting onto a transrectal probe and the device 

being equipped with a coaxial access needle for carrying out transperineal biopsies was new.  

18. PrecisionPoint® is the only FDA cleared, CE marked, Class lla medical device for 

performing freehand transperineal prostate biopsies. This new system provides a significant 

improvement over the prior systems and significantly reduces the risks associated with such 

procedures.  

19. I founded Corbin Clinical Resources, LLC, d/b/a PERINEOLOGIC® (“Corbin”) in 

2009 to commercialize PrecisionPoint® and to continue my focus of addressing a growing concern 

regarding the high rate of infections and missed cancer diagnoses associated with the then-current 

state of the art transrectal ultrasound-guided biopsy. I am currently the President and Chairman of 

Corbin.  

20. The PrecisionPoint® system is covered by seven issued patents in the United States, 

five of which are the subject of this lawsuit. I am the named inventor on these patents, which 

include U.S. Patent No. 10,064,681 (“’681 Patent”), U.S. Patent No. 11,096,762 (the “’762 

Patent”), 11,246,677 (the “’677 Patent”), U.S. Patent No. 11,446,056 (the “’056 Patent”), and 

11,547,436 (the “’436 Patent”) (together the “Asserted Patents”). Corbin holds the intellectual 

property associated with these inventions. 
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21. I have reviewed Plaintiff Advance Medical Designs, Inc.’s Updated Opening Claim 

Construction Brief (“Brief”) and am prepared to make the following opinions and comments in 

response. I understand that my statements will be relied on in the claim construction proceedings 

and I confirm that what is set out here is true to the best of my knowledge and belief and that the 

opinions expressed herein are truly held. I am prepared to confirm the contents of this statement 

under oath. 

22. From the outset, I note that I agree that one of ordinary skill in the art is someone 

with an advanced medical degree, including a Doctor of Medicine or a Doctor of Osteopathic 

Medicine, with at least five years of experience taking transperineal prostate biopsies. Such person 

may also have experience developing medical devices such as the PrecisionPoint or other medical 

devices used within the field of urology for taking prostate biopsies.  

B. “lumen sized to receive a biopsy needle there through” is not indefinite 

23. AMD argues that the term “lumen sized to receive a biopsy needle there through” 

is indefinite because “nothing in the specification defines either the size of a biopsy needle or the 

size a lumen needs to be to receive said biopsy needle.”  

24. The ’677 Patent covers an apparatus for use with a transrectal transducer in 

performing free-handed transperineal prostate biopsies. The procedure includes locating a target 

area using an ultrasound probe, positioning the ultrasound and the access needle at respective 

designated points, and obtaining specimens from a precise point in the prostate. Multiple tissue or 

cell specimens may be obtained from the prostate through an access needle.  

25.  A “lumen” is generally known as a cavity or channel within a hollow tube or 

tubular structure. In this case, the lumen is the hollow interior cavity of the access needle. The 
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claims of the ’677 Patent require that the lumen of the access needle be sized to receive a biopsy 

needle therethrough. One of ordinary skill in the art would know that the lumen would have to be 

large enough that one could insert a biopsy needle through the lumen. This would require that the 

lumen be larger than the diameter of the biopsy needle.  

26. One of ordinary skill in the art would have experience taking transperineal prostate 

biopsies. AMD concedes this fact. That person would therefore know that, in order to obtain the 

tissue or cell specimens in performing a transperineal prostate biopsy using a biopsy needle and 

an access needle, that the lumen could be any size that would allow a biopsy needle to be coaxially 

inserted into the access needle. If the lumen is too small to receive the biopsy needle, then it does 

not meet the limitations of this claim element. If the lumen is large enough to receive a biopsy 

needle, then it meets the claim limitation. One of ordinary skill in the art would clearly know 

whether a lumen is sized to receive a biopsy needle there through.  

27. Even if the term “lumen sized to receive a biopsy needle there through” itself does 

not adequately inform one of ordinary skill in the art about the scope of the invention with 

reasonable certainty, the dependent claims and specification provide additional certainty.  

28. For example, dependent claims 3, 4, 15, 24, and 25 require an access needle of 14, 

15, or 16 gauge. Those gauges have exact dimensions associated with them and provide one of 

ordinary skill in the art with specific examples of sizes of access needles that would suffice. Hence, 

a practitioner could practice the invention with a 14-gauge access needle.  

29. Further, dependent claims 11, 12, and 30 require that “the biopsy needle has a 

needle size of 18 gauge.”  A 14, 15, or 16 gauge access needle can receive the smaller 18 gauge 

biopsy needle. 
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30. These examples take any guesswork out of the selection of an access needle or a 

biopsy needle and precisely inform one of ordinary skill in the art. 

31. The specification also states that the “biopsy gun may be an 18-gauge biopsy gun, 

or any other size that is capable of being coaxially inserted through the lumen of the access needle.” 

That reference means that the biopsy gun can be used with an 18-gauge biopsy needle.   

32. I believe that the term “lumen sized to receive a biopsy needle there through,” 

viewed in light of the claims, specification, and prosecution history, adequately informs those 

skilled in the art about the scope of the invention with reasonable certainty.  

C. The Term “distal point of the pair of stabilization members is offset from” is not 
indefinite 

 
33. I understand that AMD claims that the term “distal point of the pair of stabilization 

members is offset from” is indefinite. I disagree for the following reasons.   

34. “Distal” is a commonly known term in the medical device industry. In this case, a 

medical professional would understand that the “distal point” of the stabilization members is that 

point that most closely faces the perineum when the biopsy is being performed. This is consistent 

with how the term is commonly used in medicine, i.e. the distal end is the end opposite of where 

the structure is attached. For example, the fingers represent the distal end of an arm, which is 

opposite from the proximal end where the arm is attached to the body.  

35. The specification provides more clarity. For example, referencing Figure 5, the 

specification states that “the off-set 501 from the distal point of the stabilization bar 105 to the 

fasteners 102 may be 5 mm.” ‘677 Patent, 9:67-10:1. The term “offset” means a positional 

difference between two points. Figure 5 clearly shows the offset on the distal side of the 

stabilization bars. 
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36. The specification provides further support and context for the term “distal,” as well 

as the term “proximal,” which is well understood to mean the opposite of distal. As one example, 

the specification states that “[a]fter obtaining one cell or tissue specimen, the biopsy instrument 

802 may be partially retrieved from the perineum area at a point in which the distal point of the 

biopsy instrument 802 is redirected to another targeted or suspicious area.”  ‘677 Patent, 11:18-22. 

Figure 12 shows 802 clearly at the end closest to the patient.  

37. In this passage, the “distal point of the biopsy instrument” is the tip of the needle 

that is used for obtaining cell or tissue specimens from the patient. This interpretation is consistent 

with common usage of “distal” and “distal point.” As another example, the specification states that 

“[t]he upper and lower mounts may be positioned proximally or distally along an ultrasound probe, 

such as a transrectal ultrasound probe.” ‘681 Patent, 5:19-21. In this passage, both distal and 

proximal are used consistently with common usage and with the preceding example of the “distal 

point of the biopsy instrument.” The foregoing examples provide additional clarity to one of 

ordinary skill in the art as to the meaning of the well understood term “distal point.” 

38. AMD identifies an apparent inconsistency in the labeling of the offset 501 in 

Figures 5 and 20 of the ‘677 Patent. The apparent inconsistency with labeling of the offset 501 in 

Figure 20 appears to be a misplaced reference line. This line was in the correct position in U.S. 

Provisional Patent Application No. 61/974,826, filed April 3, 2014. As seen in Figure 20 from 

Provisional Application 61/974,826, reproduced below, the offset 501 on the left of the image 

correctly identifies the location of the offset with the accompanying text explaining the function 

of the offset: “stabilization bars allow firm fixation[.]” 
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39. Reference to the stabilization bars 101 is incorrectly labeled as 501 on the upper 

right of Figure 20 of Provisional Application 61/974,826. That reference line was intended to refer 

to the stabilization bars 101.  

40. The specification provides clarity to the offset 501 with reference to Figure 20 by 

stating, “FIG. 20 is a right side view of a guide, and a biopsy instrument firmly penetrating a fat 

plane of perineum skin, including offset 501 of a stabilization bar 101. This allows for stabilization 

in a patient with an excessive amount of perineal subcutaneous tissue, fat, or a combination 

thereof.” ‘681 Patent, 11:6-10.  

41. As seen in Figure 20, the distal point of the stabilization bars 101 is the part of the 

device that contacts and penetrates the fat plane of perineum skin. Id. at Fig. 20. The offset 501 

allows for stabilizing the device with the patient. As such, Figure 20 from Provisional Application 

61/974,826, provides a consistent interpretation of the offset and the distal point with Figure 5, as 

well as a consistent interpretation with common usage of the terms offset and distal.  

42. In light of the foregoing, I believe that the term “distal point of the pair of 

stabilization members is offset from,” viewed in light of the claims, specification, and prosecution 
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history, adequately informs those skilled in the art about the scope of the invention with reasonable 

certainty.  

43. I declare under penalty of perjury under the laws of the United States of America 

that the foregoing is true and correct, and that this declaration was executed on September ___, 

2023, in Allegany, County Maryland.  

 
 
 
_________________________________________  
Matthew Allaway, Declarant 
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