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I. INTRODUCTION  

Five months ago, the Director applied Federal Circuit law to clarify that an 

unscaled prior art drawing “may be relied upon for what it clearly shows.” Mahle 

Behr Charleston Inc. v. Catalano, IPR2023-00861, Paper 15 at 7 (Vidal Apr. 5, 

2024). Here, the Board misapplied that decision, reading into a prior art drawing a 

feature that is indisputably not shown at all, much less “clearly.” Instead, the Board 

relied on Petitioner’s modified version of a prior art figure, which added elements 

not disclosed in the original, to find a key limitation anticipated. Compounding its 

error, the Board then improperly performed various measurements using Petitioner’s 

modified figure to find all challenged claims anticipated.  

Patent Owner respectfully requests that the Director bring the PTAB into 

alignment with Mahle and Federal Circuit precedent by confirming the inverse of 

the Mahle decision: a patent drawing may not be relied upon for what it does not 

clearly show. Cf. Hockerson-Halberstadt, Inc. v. Avia Grp. Int’l, Inc., 222 F.3d 951, 

956 (Fed. Cir. 2000). The Board abused its discretion, misapplying the law on 

reliance on prior art drawings to reach its anticipation finding. Its decision runs afoul 

of Mahle and Federal Circuit precedent. The Board’s decision also implicates an 

important issue of law and policy: if allowed to stand, the decision will introduce 

uncertainty into what may (and may not) be read into prior art figures. Patent Owner 

requests Director review of the Final Written Decision (“FWD”) that claims 6-8, 14, 
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and 16-18 are anticipated by U.S. Patent Appl. Pub. 2004/0138588 (“Saikley”).    

II. LEGAL STANDARDS 

The Director reviews Final Written Decisions that present “(a) an abuse of 

discretion, (b) important issues of law or policy, (c) erroneous findings of material 

fact, or (d) erroneous conclusions of law.” Revised Interim Dir. Rev. Process 

(updated Apr. 16, 2024). An abuse of discretion occurs if the decision: “(1) is clearly 

unreasonable, arbitrary, or fanciful; (2) is based on an erroneous conclusion of law; 

(3) rests on clearly erroneous fact finding; or (4) involves a record that contains no 

evidence on which the Board could rationally base its decision.” Ultratec, Inc. v. 

CaptionCall, LLC, 872 F.3d 1267, 1272 (Fed. Cir. 2017).  

III. BACKGROUND 

A. The ’635 Patent 

The ’635 patent is directed to lancets for use in obtaining blood samples for 

medical testing, such as blood glucose testing. Lancets typically have a sharp metal 

tip and a removable protective cap that covers the tip before use. Due to their small 

size, prior art lancets often posed useability and safety issues for patients, especially 

patients with vision and dexterity problems.  

The ’635 patent discloses and claims an improved lancet and protective 

sterility cap, with the cap having three main structural elements: (1) a primary sheath 

that covers the sharp tip before use, (2) a secondary sheath that covers the sharp tip 

after use, and (3) a gripping handle portion extending between the primary and 



IPR2023-00712 (USP 8,840,635)                PO’s Request for Director Review 
 

3 
 

secondary sheaths for assisting with removal of the cap before use and/or 

replacement of the cap after use. Of particular relevance, the claimed gripping handle 

portion is defined based on its location extending between the two sheaths. Figure 

5A, on the right, illustrates an embodiment from the ’635 patent, with primary sheath 

512, secondary sheath 514, and handle 516.  

Claims 6 and 14 recite, among other things, a lancet 

with a cap having the three structural elements described 

above, with the “gripping handle portion extending between” 

the two sheaths. Claims 7 and 17 add that “the gripping handle portion defines a 

length at least equal to its lateral span,” and claims 8 and 18 recite “the gripping 

handle portion defines a length at least 

equal to the lancet thickness.” Figure 5C, 

on the right, illustrates the length defined 

by the gripping handle portion as the 

distance between sheaths, even when the handle 516 extends past the sheaths.  

B. The Board’s Decision 

The Board found all challenged claims anticipated by Saikley, relying on 

Figure 7A for disclosure—and measurement—of a “gripping handle portion.” 

Figure 7A, reproduced below to the left, illustrates a lancet 76 with a handling tab 

78 having a pin cushion area 82 constituting a “secondary sheath.” Figure 7A, 
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however, does not show the location or size of a primary sheath, much less a gripping 

handle portion. Instead, the Board relied on Petitioner’s modification of Figure 7A, 

reproduced below to the right, which added a red dotted outline of a rectangle to 

represent Petitioner’s assumed location of a primary sheath within handling tab 78. 

Pet. 19.  

  

Saikley, Fig. 7A (left); Petitioner’s modification adding primary sheath (right) 

Based on Petitioner’s dotted rectangular outline—which is not part of 

Saikley—the Board found a gripping handle portion in an “area . . . in the middle of 

cap 78 extending from the end of the embedded sharp (shown as the dotted line in 

the [modified] figure [])” to the secondary sheath 82. FWD 20 (emphasis added). 

The Board then concluded Saikley discloses the claimed “gripping handle portion 

extending between the primary sheath and the secondary sheath” and anticipates 

claims 6 and 14. Id. 20-21. The Board, however, never explained why it adopted 

Petitioner’s assumption regarding the location and size of the primary sheath in 

modified Figure 7A as true when Figure 7A, and Saikley itself, is silent on both 
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issues. See id.   

Next, with respect to claims 7-8, 17-18, while purporting not to engage in 

claim construction (FWD 11), the Board defined the “length” of the alleged gripping 

handle portion as the entire length of the cap, relying on Petitioner’s annotations:   

 

Referring to claim language reciting “a gripping handle portion extending between 

the primary sheath and the secondary sheath” (cl. 14), and “the gripping handle 

portion defines a length” (cl. 18), the Board wrote: 

we find that the limitation of the handle extending between the primary 

and secondary sheath does not mean that the handle cannot also extend 

around the sheaths . . . . [and therefore] the length of the gripping 

handle portion should be measured from where the sharp enters the 

sheath, not where it terminates within the sheath. 

FWD 34 (emphasis added). The Board explained its finding of anticipation for 

claims 7-8 and 17-18 in one sentence: “So measured, Figure 7A plainly discloses 

that the length of the gripping handle portion is at least equal to its lateral span and 

at least equal to the much-smaller thickness of the lancet.” Id. 
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IV. DIRECTOR REVIEW SHOULD BE GRANTED TO CLARIFY AN IMPORTANT 

ISSUE OF LAW AND POLICY AND ADDRESS THE BOARD’S ABUSE OF 

DISCRETION. 

“[I]t is well established that patent drawings do not define the precise 

proportions of the elements and may not be relied on to show particular sizes if the 

specification is completely silent on the issue.” Hockerson-Halberstadt, 222 F.3d at 

956. “[F]or a drawing alone to disclose a claim limitation, the limitation must be 

shown clearly.” Mahle at 6. 

The Board abused its discretion by relying on Petitioner’s modified version 

of Saikley’s Figure 7A to show the (alleged) location of an “end of the embedded 

sharp.” The unmodified prior art version of Figure 7A has no “end of the embedded 

sharp,” so cannot “clearly show[]” (as Mahle requires) a “gripping handle portion 

extending between” two sheaths, a limitation recited in every challenged claim. Even 

if there were a “gripping handle portion” in Figure 7A, the figure does not clearly 

show the “length” defined by that portion as required for claims 7-8 and 17-18.  

The Board’s error has far-reaching implications, extending beyond this 

proceeding. It introduces uncertainty into the Director’s decision in Mahle and finds 

that prior art figures can anticipate claims even when they undisputedly do not 

“clearly show” the inventions. If not corrected, the Board would be out of step with 

governing law, resulting in reversible error. 
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A. The Board abused its discretion in finding a gripping handle 
portion in Figure 7A (all claims). 

The Board relied on Petitioner’s modified version of Figure 7A to find 

disclosure of a gripping handle portion. But the actual disclosure of Figure 7A does 

not show—much less “clearly show[],” as Mahle requires—the location of a primary 

sheath or a sharp tip embedded in the handling tab. This missing disclosure is crucial: 

both parties agree the claimed “gripping handle portion” must extend between two 

sheaths. Reply 10. Absent disclosure of where the primary sheath ends, Figure 7A 

cannot show a gripping handle portion that extends between the two sheaths. Instead, 

Saikley’s primary sheath could extend to the secondary sheath, as many other prior 

art sheaths did, id. 47 (pictures of prior art lancets), leaving no room for any 

“gripping handle portion extending between” the two sheaths, as claimed.  

The Board’s opinion leaves no question as to its improper reliance on 

Petitioner’s modified version of Figure 7A, as opposed to anything “clearly 

show[n]” in the original, prior art version, explaining “that the area . . . extending 

from the end of the embedded sharp (shown as the dotted line in the figure 

above) . . . to the [secondary sheath] . . . meets the gripping handle portion limitation 

as claimed.” FWD 20. No such area exists in Figure 7A because there is no “end of 

the embedded sharp” shown, much less “clearly.” The “dotted line in the figure” 

relied upon by the Board does not appear in the drawing in Saikley—it is nothing 

more than Petitioner’s self-interested speculation as to where the sharp might end.  
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The specification is likewise silent as to where the sharp might end, as 

evidenced by Petitioner’s failure to cite any disclosure in Saikley to support its 

modification of Figure 7A. In fact, Petitioner included inherency and obviousness 

arguments for the existence of a primary sheath in Saikley. Pet. 45. But as to the size 

and location of the primary sheath—both necessary for finding disclosure of a 

gripping handle portion extending between two sheaths—Petitioner relied on the 

dotted lines it drew for the purpose of this proceeding in its modified version of 

Figure 7A. Id. 19. There is no basis in Saikley for Petitioner’s modification to Figure 

7A and the Board legally erred by relying on Petitioner’s modified Figure 7A as if 

it were prior art. 

Mahle does not permit the Board to stray, as it did here, so far beyond the 

boundaries of what is actually shown in prior art figures. In Mahle, the prior art 

figure explicitly showed each structural element. Mahle at 4. The Mahle panel erred 

by failing to address Mahle’s argument that a prior art figure clearly and expressly 

showed one element (a sacrificial anode) was located “at” a second element (a liquid 

inlet) and therefore within 10 inches of it, as claimed. Id. at 8-9.  

Here, in contrast, Saikley’s Figure 7A does not illustrate an embedded sharp 

at all, let alone “clearly show” an “end of the embedded sharp,” as found by the 

Board. As such, an “area . . . extending from” an end of an embedded sharp—which 

the Board mapped to the “gripping handle portion”—is also not clearly shown and 
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cannot be disclosed by Figure 7A. See FWD 28 (“For a drawing alone to disclose a 

limitation, the limitation must be shown clearly.”) (citation omitted).  

To be sure, Saikley discloses a sharp embedded within the cap, and that sharp 

has an end. But neither Figure 7A nor any disclosure in Saikley shows the location 

of an “end of the embedded sharp” within cap 78. That crucial piece of 

information—which is needed to determine whether there is a gripping handle 

portion extending between the two sheaths, as required by the claim—is missing in 

Figure 7A. Thus, the Board abused its discretion because it erred as a matter of law, 

misapplying Mahle and Federal Circuit precedent, in relying on a disclosure not in 

the prior art to find anticipation of all challenged claims. 

B. The Board abused its discretion by relying on Petitioner’s 
modifications to Figure 7A for the alleged length of the alleged 
gripping handle portion (claims 7-8, 17-18). 

The ’635 patent teaches that the length of a gripping handle portion is the 

distance between the primary and secondary sheaths. See supra Section III.A. 

However, this length cannot be measured in Saikley’s Figure 7A because, as 

discussed above in Section IV.A, that figure does not “clearly show[]” any sharp 

lancet tip embedded in a primary sheath, let alone the primary sheath itself. The 

Board avoided this problem by ignoring the ’635 patent’s teachings and measuring 

the full length of Saikley’s cap, regardless of the locations of the sheaths. Its analysis 

relied on an implied, but unstated, claim construction that is inconsistent with the 
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plain language of the claims, the disclosure of the ’635 patent, and the district court’s 

claim construction order in the parallel litigation. Further, even under the Board’s 

improper construction, the Board abused its discretion by finding anticipation with 

a single conclusory sentence based on what is not “clearly show[n]” by Figure 7A. 

1. The Board misconstrued “length” as “extending past” 
rather than “extending between” the sheaths. 

Claims 7-8 and 17-18 recite “wherein the gripping handle portion defines a 

length,” referring to the “gripping handle portion extending between the primary 

sheath and the secondary sheath” in claims 6 and 14. The claims therefore recite a 

length of the portion extending between the two sheaths. The Board ignored the 

claim language and instead measured length “from where the sharp enters the 

sheath” on each end. FWD 34. Although the Board attempted to justify this 

measurement by stating that a “handle” can “extend around the sheaths” (id.), the 

claims themselves require that the “length” is defined by the “gripping handle 

portion,” which is the “portion extending between” the sheaths. Interpreting the 

claim to measure length “from where the sharp enters the sheath” departs from the 

claims’ plain language—and thus the plain meaning—without justification. Phillips 

v. AWH Corp., 415 F.3d 1303, 1313 (Fed. Cir. 2005) (en banc).  

The Board’s implied construction is also inconsistent with the specification of 

the ’635 patent, which teaches that the length of a gripping handle portion is the 

distance between the sheaths and does not extend past them. POSR 16-17. As shown 
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in Figure 5C of the ’635 patent (below), the length of the gripping handle portion is 

defined between the sheaths even if portions of a handle extend past the sheaths: 

handle 516 extends past the 

secondary sheath 514 on the 

left, but the length “L” 

measurement stops where the 

secondary sheath 514 begins. The length “L” does not start where the sharp enters 

the sheaths 512, 514 on either side. The Board ignored this disclosure entirely.  

The Board’s implied construction is also inconsistent with the district court’s 

claim construction order in the co-pending litigation, which found, “FIG. 5C 

accurately depicts the claimed ‘length,’” and measuring the length past the sheaths 

would “actually suggest that the entire curvature is the length.” Ex. 1004, 27-28. 

Applying the plain meaning, the district court explicitly rejected Petitioner’s 

proposed construction requiring the length to be “the longest measurement” of the 

gripping handle portion because of the court’s concern that such measurement would 

include portions extending past the sheaths. Id. 25-28.  

The extrinsic record further supports Patent Owner’s position. Petitioner’s 

own expert (Mr. Hatch), annotated Figure 5C of the ’635 patent (below), stating that 

“[t]he length ‘L’ terminates where it meets the primary and secondary sheaths”—

not past the sheaths. See POSR 16-18. He also testified “the gripping handle is 
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distinct from the primary sheath and starts where the sheath ends.” Ex. 1045 ¶176. 

 

Petitioner’s Expert Mr. Hatch: Ex. 1045 ¶139 

The Board’s construction is further undermined by the fact that Petitioner’s 

other expert (Mr. Delman) offered a new length 

measurement in Reply, apparently recognizing the 

conflict with Figure 5C. Ex. 1034 ¶32. There, Mr. 

Delman asserted, for the first time, that the 

“[a]ppropriate” length measurement starts at the 

“edge of the secondary sheath,” as shown at right. Id. Petitioner reproduced this 

modified version of Figure 7A in its Reply and called it “Saikley’s Length.” Reply 

22. The Board ignored this testimony contradicting its construction.  

The Board thus erred as a matter of law by misconstruing the “length” of the 

claimed “gripping handle portion extending between” the sheaths as the length of a 

portion extending past the sheaths, contrary to intrinsic record, extrinsic record 

(including from both of Petitioner’s experts), and the district court’s claim 
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construction order.  

2. Under the proper construction, Saikley does not disclose the 
length of any alleged gripping handle portion.  

As shown above, the length of the claimed gripping handle portion is the 

distance between the sheaths. This length cannot be determined from Figure 7A 

because the primary sheath is not clearly shown in this figure. Indeed, the distance 

between sheaths could be zero—i.e., the sheaths could abut, which was common in 

the prior art—meaning there is no gripping handle portion extending between the 

sheaths. Reply 47. Figure 7A does not clearly show any gripping handle portion, nor 

can the length of any gripping handle portion be determined from that figure.   

Nevertheless, even if one were to accept, for the sake of argument, 

Petitioner’s arbitrary dashed line as the location of the primary sheath, the length 

could only extend between the sheaths as 

shown at right. This measurement is 

significantly shorter than the Board’s and its 

relative dimensions under claims 7-8 and 17-

18 are not clearly shown even in Petitioner’s 

modified figure. Thus, Saikley cannot anticipate claims 7-8 and 17-18, which 

require a length that is at least equal to either (1) a lateral span of the gripping 

handle portion (denoted by “S” in Patent Owner’s modified Figure 7A) or (2) the 

lancet thickness. The Board’s decision to the contrary is an abuse of discretion, 



IPR2023-00712 (USP 8,840,635)                PO’s Request for Director Review 
 

14 
 

resting on an erroneous conclusion of law.  

3. Even under the Board’s implied construction, the relative 
dimensions are not clearly shown in Figure 7A.  

Even if the Board’s construction (or Mr. Delman’s Reply proposal) were 

correct, the Board abused its discretion by relying on a clearly erroneous finding of 

material fact by finding disclosure of limitations that are not clearly shown in the 

drawings. After measuring the length of the purported “gripping handle portion 

extending between” the sheaths as the full length of the cap, the Board explained in 

a single sentence its anticipation finding: “Figure 7A plainly discloses that the length 

of the gripping handle portion is at least equal to its lateral span and at least equal to 

the much-smaller thickness of the lancet.” FWD 34. The Board therefore found 

anticipation (1) under its incorrect measurement of length, (2) based solely on Figure 

7A of Saikley, and (3) without explaining how Figure 7A, when silent, could 

“plainly” anticipate the four claims.  

The Board engaged in a comparison of precise measurements that is 

prohibited by case law and thus reversible error. See Source Vagabond Sys., Ltd. v. 

Hydrapak, Inc., 753 F.3d 1291, 1300 (Fed. Cir. 2014) (rejecting an attempt to rely 

on “relative sizes shown in the [patent] figures” to show that a “slot” is wider than a 

“rod” despite appearing that way in a figure); see also Hockerson-Halberstadt, 222 

F.3d at 956. The Board compared the precise measurements of length and span and 

found the length to be at least equal to the span. As shown below, using either the 
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Board’s or Mr. Delman’s lengths, this is far from a “clear” disclosure.  

    
Board’s length (left); Mr. Delman’s proposed length (right) 

Saikley’s Figure 7A is undisputedly not to scale. Nor is there any evidence it 

was intended to convey relative dimensional sizes. Figure 7A is also not an isometric 

drawing that would allow for direct comparison of different dimensions, as the 

Board did. Ex. 2056 ¶ 71. Patent Owner noted several undisputed discrepancies in 

the figure that suggest it is not photographically accurate, but rather a hand-drawn 

sketch. POR 21-25. For example, some parts are shown as rotated, and others are 

not. Id. 23-24. Even if it were photographically accurate, the Figure appears to be 

tilted such that direct comparison of dimensions would be inaccurate. As Dr. Collins 

indisputably explained, foreshortening in these types of depictions causes distant 

objects to be drawn smaller than closer objects of the same size. POR 23. 

The Board’s measurement—as wrong as it was—does not clearly meet the 

dimensional requirements of claims 7-8 and 17-18.  

V. CONCLUSION 

For these reasons, the Director should reverse the Final Written Decision. 
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