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IN THE UNITED STATES DISTRICT COURT 
FOR THE DISTRICT OF DELAWARE 

 
 
 
 
 
 

Civil Action No. 19-622-WCB 
 
 
 
 
 
 
 

CLAIM CONSTRUCTION ORDER 
 

On February 3, 2020, the parties submitted a joint claim construction brief addressing a 

large number of claim terms from six patents in suit that they wished to have me construe.  Dkt. 

No. 86.  On February 10, 2020, plaintiff Lipocine Inc. filed a joint stipulation requesting that all 

claims of infringement relating to two of the six asserted patents be dismissed with prejudice.  Dkt. 

No. 99.  I granted that request, so those two patents are no longer part of this litigation.1  Dkt. No. 

101.  On February 11, 2020, I conducted a hearing on the disputed claim construction terms from 

the remaining four patents in suit: U.S. Patent Nos. 9,034,858 (the “՚858 patent”), 9,205,057 (the 

“՚057 patent”), 9,480,690 (the “՚690 patent”), 9,757,390 (the “՚390 patent”).  What follows is my 

resolution of the claim construction issues presented by the parties.2 

Among other things, the asserted patents are directed to methods of administering oral 

testosterone undecanoate-containing compositions to men having low levels of natural 

 
1 Defendant Clarus Therapeutics, Inc., confirmed at the Markman hearing that there were 

no remaining counterclaims involving those two patents. 
2  The ’057 patent, ’690 patent, and ’390 patent are all related to the ’858 patent, and all 

four patents share a common specification. 
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testosterone.  ’858 patent, Abstract; id. at col. 1, line 20 through col. 2, line 25.  At the beginning 

of the detailed description, the common specification expressly defines many of the terms that are 

used within the patents, including many terms that are implicated by the parties’ disputes about 

claim construction.  Id. at col. 3, line 20 through col. 9, line 29. 

Many of the disputed terms are found in asserted claim 1 of the ’858 patent, which reads 

as follows: 

1.  A method for providing a serum concentration of testosterone within a 
steady state target serum testosterone concentration Cave range for a hypogonadal 
male subject having testosterone deficiency, comprising the steps of, 

1) orally administering to the male subject twice a day with a meal an initial 
regimen including a daily dose of a testosterone undecanoate-containing 
composition, wherein the testosterone undecanoate comprises about 14 wt % to 
about 35 wt % of the testosterone undecanoate-containing composition and wherein 
the daily dose provides about 360 mg to about 480 mg of testosterone undecanoate 
to the male subject; 

2) determining a dose titration metric based on a measurement of serum 
testosterone concentration for the male subject on at least one titration node day 
within the initial regimen said measurement of serum testosterone concentration 
made from 1 to 8 hours after single dose administration of said testosterone 
undecanoate-containing composition at steady state; and 

3) orally administering to the male subject twice a day with a meal a 
maintenance regimen including a daily dose of a testosterone undecanoate-
containing composition, wherein the testosterone undecanoate-containing 
composition comprises about 14 wt % to about 35 wt % of the testosterone 
undecanoate-containing composition and wherein the maintenance regimen 
provides a daily dose of testosterone undecanoate within ±40% of the amount of 
testosterone undecanoate of the initial regimen daily dose to the subject based on 
the titration metric determined on the at least one titration node day of the initial 
regimen sufficient to provide a serum testosterone plasma concentration within the 
target range 

wherein the testosterone undecanoate-containing composition provides 
upon single dose administration a ratio of serum testosterone Cmax to Cave of 2.7 or 
less or provides a dose-normalized serum testosterone Cave of about 
1.9×10−6 dL−1 or higher. 

 
’858 patent, col. 43, ll. 31–67.  Other claims that contain disputed terms are reproduced below. 

 Dependent claim 14 of the ’858 patent provides as follows: 
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 14.  The method of claim 1, wherein the method provides a steady state 
serum testosterone Cave of from 350ng/dL to 800ng/dL. 

 
’858 patent, col. 45, ll. 4–6. 
 
 Dependent claim 18 of the ’858 patent provides as follows: 

 18.  The method of claim 1, wherein the method provides a mean serum 
testosterone Cave in range of 350-800 ng/dL in a group of hypogonadal subjects 
having 24 hypogonadal males. 
 

 Claim 20, the other independent claim of the ’858 patent provides as follows: 

20.  A method for providing a serum concentration of testosterone within a 
target serum testosterone concentration Cave range for a hypogonadal male subject 
having testosterone deficiency, comprising the steps of, 

1) orally administering to said hypogonadal male subject an initial regimen 
including a daily dose of a testosterone undecanoate-containing composition 
having from about 350 mg to about 650 mg of testosterone undecanoate; and 

2) orally administering to the male subject a first maintenance regimen 
including a daily dose of a testosterone undecanoate-containing composition that is 
within ±40% of the amount of testosterone undecanoate of the initial regimen daily 
dose wherein the daily dose of the maintenance regimen is determined by the serum 
concentration of testosterone at time t (Ct) at steady state during the initial regimen 
wherein Ct is correlated to the Cmax and Cave values of a population of 
hypogonadal men receiving said initial regimen to determine the maintenance 
regimen daily dose said serum testosterone concentration determined from 1 to 8 
hours after single dose administration of said testosterone undecanoate-containing 
composition at steady state. 

 
’858 patent, col. 45, line 23, through col. 46, line 5. 

 Claim 26 of the ’858 patent, which depends from claim 20 provides as follows: 

 26.  The method of claim 20 wherein said method (i) provides a serum 
testosterone Cave of 300 ng/dL to 1100 ng/dL in at least 75% of a group of 
hypogonadal male subjects and (ii) provides a) a serum testosterone Cmax of less 
than 1500 ng/dL in at least 85% of the subjects in the group; b) a serum testosterone 
Cmax of about 1800 ng/dL to about 2500 ng/dL in 5% or less of the subjects in the 
group; or c) a serum testosterone Cmax greater than 2500 ng/dL in about 1% or less 
of the subjects in the group. 
 

’858 patent, col. 46, ll. 27–35. 
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The three other asserted patents contain claims that are directed to subject matter similar 

to the subject matter of the ’858 patent, and they contain many of the same disputed terms.  In 

addition to including many of the same disputed terms contained in the ’858 patent, representative 

claim 2 of the ’057 patent includes two disputed terms that are not contained in the ’858 patent.  

Claim 2 depends from claim 1 of the ’057 patent.  Those two claims provide: 

 1.  A method for replacement therapy in a male having a condition 
associated with a deficiency or absence of endogenous testosterone said method 
comprising: 

(a) Orally administering to said male a daily dosing regimen of a 
pharmaceutical composition comprising about 14 weight % (wt %) to about 35 wt 
% testosterone undecanoate and a carrier, that provides from about 360 mg to about 
480 mg of testosterone undecanoate to said male per day; 

(b) Determining the serum level of testosterone of said male during the daily 
dosing regimen at from 1-8 hours after single dose administration of said 
pharmaceutical composition at steady state; and 

(c) Orally administering a maintenance daily dosing regimen of a 
pharmaceutical composition comprising about 14 wt % to about 35 wt % 
testosterone undecanoate and a carrier, that provides within plus or minus 40% of 
from about 360 mg to about 480 mg of testosterone undecanoate to said male based 
on the serum testosterone level determined in step (b), 
to provide a serum testosterone Cave in said male in the range of from about 300-
1100 ng/dL. 
 
 2.  The method of claim 1 said carrier comprising a solubilizer and a 
dispersant. 

 
’057 patent, col. 42, at ll. 2–25. 
 

The sequence of the joint claim construction brief, Dkt. No. 86, is different than the 

sequence of the joint claim construction chart, Dkt No. 88-1, Exh. 9.3  This order addresses the 

claim construction and indefiniteness issues in the sequence in which the parties presented them 

 
3 The parties submitted an “Amended Claim Construction Chart,” Dkt No. 88-1, Exh. 9, as 

part of the Joint Appendix, Dkt. Nos. 87 & 88, to the Joint Claim Construction Brief, Dkt. No. 86.  
It appears that the difference between the amended claim construction chart, Dkt No. 88-1, Exh. 
9, and the joint claim construction chart filed at Dkt. No. 52 is the removal of citations to intrinsic 
evidence.  Unless otherwise noted, I am referring to Dkt. No. 88-1, Exh. 9, when I reference the 
joint claim construction chart in this order. 
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in their joint claim construction brief.  Dkt. No. 86.  In addition to the briefing, I have considered 

the materials the parties submitted in the Joint Appendix, including expert declarations by Dr. 

Daniel Weiner, Dr. David Taft, and Dr. Irwin Goldstein.  Finally, I note that in the joint claim 

construction chart, the parties associated a number with each disputed term.  In the heading of each 

section of this order, I also reference the term number(s) from the joint claim construction that are 

at issue in that section.  

A.  INDEFINITENESS 

1. Terms 9, 10: “Target . . . Range” 

 The contested term, “target serum testosterone concentration Cave range,” is found in the 

preamble of independent claims 1 and 20 of the ’858 patent, and affects all the asserted claims of 

the ’858 patent.  The preamble reads:  “A method for providing a serum concentration of 

testosterone within a steady state target serum testosterone concentration Cave range for a 

hypogonadal male subject having testosterone deficiency, comprising the steps of . . . .”  ’858 

patent, cl. 1; see also id. at cl. 20.  The ’858 patent defines testosterone deficiency, or 

hypogonadism, as “a condition wherein the average baseline plasma testosterone concentration . . . 

is about 300 ng/dL or less.”  ’858 patent, col. 5, ll. 22–25.  In some instances, however, the patent 

refers to hypogonadism as a condition wherein the baseline is about 400 ng/dL (nanograms per 

deciliter) or less.  Id. at col. 5, ll. 25–29.  Although the term appears in the preamble of both claims, 

the parties agree that it serves as a limitation of the claims. 

Lipocine argues that the term “target . . . range,” as used in the ’858 patent, refers to the 

range of average testosterone concentration (Cave) for a healthy male of between about 300 ng/dL 

to about 1100 ng/dL.  That range, the ’858 patent explains, is generally referred to as the 

“eugonadal range.”  Id., col. 1, ll. 39–43.   
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Clarus responds that a person of ordinary skill in the art would not understand the term 

“target . . . range,” as used in the ’858 patent, to refer to the eugonadal range.  Rather, according 

to Clarus, that term is indefinite because a person of ordinary skill in the art would not understand 

the meaning of the term and therefore would not “know with reasonable certainty the metes and 

bounds of the claims.”  Dkt. No. 86, at 11.  I agree with Clarus that the term “target . . . range” is 

not strictly limited to the eugonadal range.  However, I do not agree with Clarus that the broad 

definition of “target . . . range” renders the claims of the ’858 patent indefinite.    

 a.  There are many indications that the “target . . . range” term is not limited to a specific 

numerical range as Lipocine proposes.  Clarus points out that the ’858 specification uses the “target 

. . . range” term in many instances without referencing a specific numerical range.  See ’858 patent, 

col. 2, ll. 26–28, 36–39; col. 9, ll. 52–56; col. 24, ll. 27–29, 51–63; col. 25, ll. 3–11.  Instead, the 

specification states that “the target serum testosterone Cave range can vary depending on the subject 

and his particular needs and physiological parameters.”  Id., col. 25, ll. 49–51.  The specification 

then adds that “[i]n one embodiment” the target serum testosterone Cave range can be “about 300 

ng/dL to 1100 ng/dL,” id., col. 25, ll. 51–52.   

In fact, at one point the specification states that the “oral dosage capsules of the present 

invention can be formulated such that, when administered to a human male they provide a serum 

testosterone” concentration in the eugonadal range or, alternatively, in a range from about 350 

ng/dL to about 800 ng/dL, or in a range from about 400 ng/dL to about 600 ng/dL.  Id., col. 19, ll. 

9–19.  If a physician selected those ranges as objectives for the treatment of particular patients, 

those ranges would qualify as the “target” ranges for those patients. 

 What is more, as Clarus’s expert Dr. David R. Taft pointed out in his declaration, clinicians 

often recommend achieving serum testosterone levels in the “mid-normal” range, i.e., 400–700 
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ng/dL.  Dkt. No. 88-2, Exh. 10, at ¶ 66.  And FDA-approved labels for several testosterone 

replacement products identify target ranges for serum testosterone concentration that differ from 

the 300–1100 ng/dL range that Lipocine argues is the well-recognized “target” range.  Id.  

Dependent claim 6 of the ’858 patent provides further support for the view that the “target 

serum testosterone concentration Cave range” does not refer solely to the eugonadal range of 

between about 300 and 1100 ng/dL.  Claim 6 recites the method of claim 1, “wherein the target 

serum testosterone Cave range is about 300 ng/dL to 1100 ng/dL and is achieved on or after day 

84 following the start of the initial regimen.”  ’858 patent, col. 44, ll. 37–40.  If the term “target 

range” were meant to refer exclusively to the range from about 300 ng/dL to about 1100 ng/dL, 

with no variation from those endpoints, there would have been no reason for the inventors to 

specify in claim 6 that the “target serum testosterone Cave range” for purposes of that dependent 

claim is “about 300 ng/dL to 1100 ng/dL.”   

Lipocine’s response to Clarus’s argument regarding claim 6 is not persuasive.  Lipocine 

contends that claim 6 does not support Clarus’s argument because claim 6 of the ’858 patent 

contains a reference to the day on which the serum testosterone level is to be measured, which is 

not found in claim 1.  For that reason, according to Lipocine, principles of claim differentiation do 

not govern the construction of claim 1.  Dkt. No. 86, at 15.   

It is true that the doctrine of claim differentiation is at its strongest when “the sole 

difference between the independent claim and the dependent claims is the limitation that one party 

is trying to read into the independent claim.”  SanDisk Corp. v. Kingston Tech. Co., 695 F.3d 1348, 

1361 (Fed. Cir. 2012) (quoting Liebel-Flarsheim Co. v. Medrad, Inc., 358 F.3d 898, 910 (Fed Cir. 

2004)); SunRace Roots Enter. Co. v. SRAM Corp., 336 F.3d 1298, 1303 (Fed Cir. 2003) (when a 

dependent claim adds a limitation to an independent claim, the presumption that the limitation is 
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not present in the independent claim “is especially strong when the limitation in dispute is the only 

meaningful difference between an independent and dependent claim, and one party is urging that 

the limitation in the dependent claim should be read into the independent claim”).  But the rationale 

underlying the doctrine can still be applicable even if the dependent claim adds other limitations 

in addition to the one in dispute.  As the Federal Circuit stated in Phillips v. AWH Corp., 415 F.3d 

1303 (Fed. Cir. 205), differences among claims can be a useful guide:  “For example, the presence 

of a dependent claim that adds a particular limitation gives rise to a presumption that the limitation 

in question is not present in the independent claim.”  Id. at 1314–15.  That principle applies with 

particular force where the dependent claim substitutes a more specific term for the more general 

term in the independent claim, even if the dependent claim contains other limitations as well.  See 

Mformation Techs., Inc. v. Research in Motion Ltd., 764 F.3d 1392, 1399 (Fed. Cir. 2014) 

(construing a term in one claim to mean the same thing as a corresponding term in another claim 

would render the term in the second claim superfluous); Cioffi v. Google, Inc., 632 F. App’x 1013, 

1019 (Fed. Cir. 2015) (“If [independent] claim 21 already required a capability for ‘direct’ access 

to the network, then the language of [dependent] claim 24, which recites that the ‘second web 

browser process is capable of directly exchanging data with the network interface,’ would be 

entirely duplicative. . . .  [Even  though] claim 24 adds another limitation compared to claim 21, 

that argument does not change the fact that the ‘directly exchanges data with a network’ limitation 

would be rendered superfluous.” (emphasis in original)); Solocron Media, LLC v. Verizon 

Commc’ns Inc., Case No. 2:13-cv-1059, 2015 WL 1011310, at *15 (E.D. Tex. Mar. 5, 2015) 

(“[E]ven if the doctrine of claim differentiation is not strictly applicable here [because Claim 54 

adds an additional step not found in Claim 53], the ‘determining’ limitation added by Claim 54 
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nonetheless suggests that Claim 53 is indifferent as to whether the video file, as received is usable 

by the playback device.”).  

In this case, the patentees’ choice to refer to the “target . . . range” in claim 1, but to recite 

that the “target . . . range” is about 300 ng/dL to 1100 ng/dL” in dependent claim 6 is a strong 

indication that the latter term was meant to be a subset of the former.  The language of the two 

claims, read together, makes it clear that the “target” range, standing by itself, was not intended to 

be limited to 300 ng/dL to 1100 ng/dL or some close equivalent of that range. 

To be sure, the range recited in claim 6 is “about 300 ng/dL to 1100 ng/dL,” and thus differs 

from the defined eugonadal range of “about 300 ng/dL to about 1100 ng/dL” by the omission of 

the word “about” before the reference to 1100 ng/dL.  That distinction, however, is 

inconsequential.  There is no indication in the specification that the inventors intended to draw a 

sharp distinction between “about 300 ng/dL to about 1100 ng/dL” and “about 300 ng/dL to 1100 

ng/dL.”  In fact, the patent contains a number of references to the 300–1100 ng/dL range, some of 

which employ the terminology “about 300 ng/dL to about 1100 ng/dL,” see id., col. 1, ll. 41–42; 

id., col. 19, ll. 11–12; col. 25, ll. 55–56; some of which employ the terminology “about 300 ng/dL 

to 1100 ng/dL,” see id., col. 25, ll. 51–52; and some of which employ the  terminology  “300 ng/dL 

to 1100 ng/dL,” see id., col. 21, line 24; id., col. 25, ll. 65–66.  Those differences do not appear 

purposeful, as nothing in the specification suggests that the inventors intended to attach any 

significance to those slight differences in those three ways of characterizing the eugonadal range.   

It is true, as Lipocine’s expert Dr. Irwin Goldstein pointed out in his declaration, that the 

patent at several points refers to the 300–1100 ng/dL concentration range as the “target” range or 

the “Target PK [pharmacokinetic] Criteria,” see Dkt. No. 88-42, Exh. 14, at ¶ 53; see, e.g.,’858 

patent, col. 19, line 55, through col. 20, line 13; id., col. 21, ll. 19–34; id., col. 25, line 49, through 
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col. 26, line 2; id., Examples 50–53.  All of those references, however, were directed to particular 

embodiments of the invention; none of them suggested that the “target” range was restricted to the 

300–100 ng/dL range.  And while Dr. Goldstein stated that restoring a patient’s serum testosterone 

level to the 300–1100 ng/dL range will “typically” relieve symptoms accompanying 

hypogonadism, see Dkt. No. 88-42, Exh. 14, at ¶ 53, his declaration stops short of suggesting that 

the 300–1100 ng/dL range is invariably the desired or appropriate range for all patients.  

In sum, the evidence supports Clarus’s argument that there is no single range for serum 

testosterone concentration that is recognized in the field as the appropriate “target” range for a 

treatment regimen.  While the specification of the ’858 patent makes clear that the target range is 

ordinarily between about 300 to about 1100 ng/dL, i.e., what the specification refers to as the 

eugonadal range (’858 patent, col. 1, ll. 39–43), that is not the exclusive target range, as the target 

for particular patients in particular circumstances may differ.  The “target range,” as that term is 

used in the ’858 patent, is therefore not strictly equivalent to the eugonadal range.  Instead, the 

“target range” is the range selected by the treating physician for a particular patient and may vary 

somewhat from the 300–1100 ng/dL eugonadal range, and in particular may be some subset within 

that range. 

b.  In light of that construction, Clarus argues that the use of the phrase “target serum 

testosterone concentration Cave range” renders claim 1 of the ’858 patent indefinite.  In particular, 

Clarus seems to assume that if the “target range” is not defined by specific numeric values, the 

claims that recite a target range must be indefinite.  Dkt. No. 86, at 12 (“As a result, the asserted 

claims of the ’858 patent do not define any specific ‘target range,’ rendering them invalid as 

indefinite.”).  I do not agree.  A pharmaceutical patent that recites a method for achieving a desired 

or effective level of treatment is not rendered indefinite simply because what is necessary to 
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achieve efficacy may vary somewhat from patient to patient.  Geneva Pharm., Inc. v. 

GlaxoSmithKline PLC, 349 F.3d 1373, 1383–84 (Fed. Cir. 2003); Alcon Research Ltd. v. Barr 

Labs. Inc., 837 F. Supp. 2d 364, 384–85 (D. Del. 2011), rev’d in part on other grounds, 745 F.3d 

1180 (Fed. Cir. 2014); Tristrata Tech., Inc v ICN Pharms., Inc., 313 F. Supp. 2d 405, 410–11 (D. 

Del. 2004); Allergan, Inc. v. Teva Pharms. USA, Inc., Case No. 2:15-cv-1455, 2016 WL 7210837, 

at *7–8 (E.D. Tex. Dec. 13, 2016).4   

The ’858 patent is directed to a method for a practitioner to achieve a testosterone 

concentration within a particular range that the practitioner desires for his or her patient, whether 

that range is the 300–1100 ng/dL range or another similar range.  While Clarus’s expert Dr. Taft 

explained in his declaration that there is no agreed-upon single “target” range set forth in the ’858 

patent or among persons of skill in the art, his conclusion that the reference to an undefined “target” 

range renders the claims that contain that term indefinite is confined to a single conclusory 

sentence.  In that sentence, he states that “a [person of ordinary skill in the art] would recognize 

that the ‘target range’ is undefined, and that accordingly the claimed method is of undefined 

scope.”  Dkt. No. 88-2, Exh. 10, at ¶ 68.  I give no weight to that conclusory sentence. 

 
4  Clarus relies on the district court’s opinion in Horizon Pharma, Inc. v. Dr. Reddy’s Labs., 

Inc., CV 16-9035 et al., 2018 WL 6040265 (D.N.J. Nov. 19, 2018), appeal pending, No. 19-1607 
et al. (Fed. Cir.).  As in this case, the claims in Horizon used the term “target,” but the Horizon 
court construed that term quite differently from the construction adopted here and found the claims 
indefinite because of that construction.  The claims in Horizon recited that the “AM and PM unit 
dose forms” target certain pharmacokinetic factors.  The district court found that limitation to be 
incomprehensible, because “pills cannot be said to set goals.”  Id. at *4.  In dictum, the court added 
that even if there were “some valid way to construe the claims to mean that the treating physician 
sets these goals, [the term ‘target’] still fails to inform with reasonable certainty about the scope 
of the invention,” because “having a subjective intent to achieve the defined outcomes . . . is 
neither comprehensible nor cognizable as a claim limitation.”  Id. at *5.  In this case, unlike in 
Horizon, the claims do not simply refer to a subjective intent, but require that an accused method 
actually increase the serum testosterone concentration to the target range.  The use of the term 
“target . . . range” in the ’858 patent merely serves to ensure that the claimed method is not limited 
to therapies that increase serum testosterone concentration to levels strictly within the 300–1100 
ng/dL range. 
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Clarus also argues, based on extrinsic evidence, that claim 1 of the ’858 patent is indefinite 

in part because the “target” range can mean either (1) the end result to be achieved by the method, 

or (2) a different Cave range that is used during the performance of the method to determine whether 

an individual patient’s dose should be altered.  Dkt. No. 86, at 12–13.  That position is incorrect.  

The patent uses the term “target” in a consistent manner.  It refers to the ultimate objective of the 

treatment regimen.  There is therefore no indefiniteness on that account. 

Clarus further argues that the ’858 patent defines the “hypogonadal male” to include males 

with an average baseline testosterone concentration of about 400 ng/dL or less, and that a person 

of skill in the art would expect the target range of serum values to be different from the range of 

values that would include hypogonadal males.  Dkt. No. 86, at 13.  In other words, Clarus argues 

that defining the “target range” with a lower boundary of 300 ng/dL would mean that serum 

testosterone concentrations of between 300 and 400 ng/dL would indicate hypogonadism even 

though that concentration range was already at the desired target range level.   

The answer to Clarus’s argument is that the patent does not define the “hypogonadal male” 

to include all males with an average baseline testosterone concentration of about 400 ng/dL or less.  

The specification usually characterizes the range between about 300 and 1100 ng/dL as the 

eugonadal range, but recognizes that for some patients an average baseline plasma testosterone 

concentration of about 400 ng/dL or less can be regarded as indicative of hypogonadism and that 

it may be desirable to select a higher serum testosterone concentration as the target level for those 

patients.  As noted, the patent states that the “target serum testosterone Cave range can vary 

depending on the subject and his particular needs and physiological parameters.”  ’858 patent, col. 

25, ll. 49–51.  With the understanding that the term “target range” refers to the range that a 

physician regards as optimal for a particular patient, the occasional references in the ’858 
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specification to 400 ng/dL as the minimum level for the target range do not render the claims 

indefinite. 

2.  Term 13: Composition PK [pharmacokinetic] values 

The second issue raised by Clarus deals with the pharmacokinetic or “PK” values set forth 

in independent claim 1 of the ’858 patent.  The pertinent clause reads: “wherein the testosterone 

undecanoate-containing composition provides upon single dose administration a ratio of serum 

testosterone Cmax to Cave of 2.7 or less or provides a dose-normalized serum testosterone Cave of 

about 1.9×10−6 dL−1 or higher.”  E.g.¸’858 patent, col. 43, ll. 62–67; see also id. at cls. 2, 3, 7, 14, 

17–18 (asserted claims depending on claim 1).  Clarus argues that the pharmacokinetic 

limitations—i.e., the Cmax and Cave requirements—render the claims indefinite.  Dkt. No. 86, at 17.  

At the outset, a brief, high-level overview of independent claim 1 of the ’858 patent is 

helpful to give context to the disputed limitation.  Claim 1 is directed to a method of getting the 

serum concentration of testosterone for a patient into a target range, as discussed above.  The first 

phase of the method is to administer an initial regimen of testosterone undecanoate-containing 

composition to the patient.  The claim imposes several requirements on the administration of the 

testosterone undecanoate-containing composition in that first phase.  The second phase of the 

method is to determine a “titration metric,” i.e., a pharmacokinetic parameter determined from a 

serum sample.  The final phase of the method is the administration of a maintenance regimen.  The 

amount of testosterone administered during the maintenance regimen is determined based on the 

titration metric such that the maintenance regimen is sufficient to get the serum testosterone plasma 

concentration into the ultimately desired target range.  In short (and subject to restrictions not 

discussed in this overview), you give a patient the drug, measure the effect, and then adjust the 

dosage as needed. 
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The disputed limitation here revolves around two restrictions regarding the effects of 

giving the patient the testosterone composition.  First, a single dose administration of the 

testosterone composition must provide a ratio of serum testosterone Cmax to Cave of 2.7 or less in 

the patient.  That first pharmacokinetic value (Cmax to Cave of 2.7 or less) limits the ratio between 

the maximum concentration of serum testosterone and the average concentration of serum 

testosterone following a single dose administration to 2.7 or less.  That limitation ensures that the 

maximum concentration of serum testosterone dose not spike to an undesirable level. 

The second pharmacokinetic value limitation (Cave of about 1.9×10−6 dL−1 or higher) 

requires the dose-normalized average concentration of serum testosterone to be at least about 

1.9×10−6 dL−1.  That limitation ensures that the administration of the drug produces a dose-

normalized serum testosterone concentration of at least a designated minimum level. 

Clarus contends that a person of ordinary skill in the art could not determine whether a 

given composition satisfies the pharmacokinetic parameters because the claims fail to specify the 

conditions under which the testosterone undecanoate composition is administered to patients.  In 

particular, Clarus complains that the claims do not recite  

(1) whether the composition is to be administered with or without food, (2) what 
time of day the composition is to be administered, (3) whether the single dose 
titration is the first administration of a testosterone composition or whether the 
measurement should be carried out after the subject has been receiving doses of a 
testosterone composition for some period of time, (4) what dose of the composition 
is to be administered for such a “single dose administration” or (5) the number and 
timing of serum testosterone measurements following the single dose 
administration. 
 

Dkt. No. 86, at 17.  Clarus contends, and Lipocine does not dispute, that varying these conditions 

can vary the resulting pharmacokinetic value.  Because none of those variables are accounted for 

in the claims, Clarus argues, a person of ordinary skill in the art “would not be able to determine 

with reasonable certainty whether a given composition meets this limitation.”  Dkt. No. 86, at 17.  
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Clarus thus concludes that the claims are invalid for indefiniteness.  Id.  Clarus’s indefiniteness 

argument is not persuasive.   

As an initial point, the claims are directed to methods, not particular compositions.  Next, 

with respect to the first condition Clarus identifies (administration with or without food), Clarus 

complains that a person of ordinary skill in the art “would have been well aware that the 

bioavailability of oral [testosterone undecanoate] compositions is highly dependent on the 

presence of food, in particular the fat content of the meal.”  Id. at 18.  The pharmacokinetic factors 

would thus “vary greatly depending on whether the dose was administered with a meal, and if so, 

depending on the fat content of that meal.”  Id.   

Contrary to Clarus’s suggestion, the claims of the ’858 patent expressly require that for 

both the initial regimen and the maintenance regimen the testosterone undecanoate composition 

must be administered “with a meal.”  ’858 patent, col. 43, ll. 35–36, 50–51.  Moreover, even if the 

contents of that meal were varied, that would not render the claims indefinite.  The ’858 patent’s 

specification describes various embodiments of the invention in which the fat content of the meal 

varies, such as “a meal that provides about 50% of the calories derived from the fat,” or “a meal 

that provides about 400 to about 700 calories derived from the fat therein.”  ’858 patent, col. 20, 

ll. 22–23, 28–29; see also id., col. 26, ll. 25–36.  The specification thus recognizes that the fat 

content of the meal is a factor clinicians would consider.  But the specification also indicates that 

the inventors contemplated that their invention would encompass a range of acceptable fat content.  

While the inventors certainly could have limited claim 1 to require meals with a certain fat 

content,5 the fact that they did not do so does not render the claim indefinite.  Although the claim 

is quite broad, it is also clear.  Accused (or prior art) methods involving administration of the drug 

 
5 Claim 17 of the ’858 patent actually does require that “said meal has from about 10 g to 

about 50 g fat.” ’858 patent, col. 45, ll. 13–14. 
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with a meal of varying fat content level will satisfy the limitation as long as the resulting 

pharmacokinetic values (and other claim limitations) are satisfied.   

To be sure, adjusting the fat content may, in turn, require that other interrelated conditions 

be adjusted in order to still meet the pharmacokinetic values.  The specification recognizes that 

“various biological factors may affect the ability of a substance to perform its intended task” and 

“[t]herefore, an ‘effective amount’ or a ‘therapeutically effective amount’ may be dependent in 

some instances on such biological factors.”  ’858 patent, at col. 7, ll. 22–26.  Thus, a given 

composition may result in the required pharmacokinetic values in some instances, but not in others.  

But as long as the claim provides reasonable certainty (and satisfies the other statutory conditions 

for patentability) the inventors were entitled to cover a variety of scenarios with their claimed 

method. 

Keeping that in mind, Clarus’s objections regarding the other variables fare no better.  For 

example, with respect to the second condition Clarus identifies (time of day), the ’858 patent 

recognizes that the dosages of the testosterone undecanoate composition referred to in the claims 

can be administered at various times of day.  Id., col. 20, ll. 41–48.  Like the first condition, while 

the time of day may change, the limitation will be satisfied as long as the resulting pharmacokinetic 

values are met,  

Contrary to Clarus’s claim that it is unclear whether the term “single dose administration” 

refers to “the entire daily dose, or half the daily dose,” Dkt. No. 86, at 17, 19 (the fourth condition 

Clarus identifies) the patent makes clear that a “single dose administration” is “one half of the 

daily dose.”  ’858 patent, col. 37, at ll. 38–39, 66–67.  Clarus also appears to argue that there may 

be more than one variety of “daily dose,” and that the claim does not specify which daily dose is 

at issue.  Dkt. No. 86, at 19 (“[I]t is unclear whether the ‘single dose’ to be administered is the 
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same as the daily dose to be administered to the male subject in accordance with the claimed 

method, or not.”).  Clarus’s argument is not well founded.  As noted, the patent defines “single 

dose” as “one half the daily dose.”  When “single dose” is used in the claims, it is thus referring to 

the “daily dose” of the claims. 

At base, Clarus argues that, due to the numerous variables that can affect the two recited 

pharmacokinetic parameters, it is impossible for a prospective infringer to know whether its 

composition infringes.  Dkt. No. 86, at 17–19.  The answer to that complaint is simple:  If the 

method of treatment used meets each of the other limitations and results in a composition with 

pharmacokinetic values falling within the recited ranges, it infringes.  If not, it doesn’t.  The 

pharmacokinetic values themselves are quite precise.  If a particular titration method satisfies the 

other limitations of the claim and produces a Cmax to Cave ratio no greater than 2.7, or a dose 

normalized serum testosterone average concentration of no less than 1.9×10−6 dL−1, the 

pharmacokinetic limitation is satisfied.  See Geneva Pharm., Inc. v. GlaxoSmithKline PLC, 349 F.3d 

at 1383–84.  The specification, in fact, provides additional clarity in the form of guidance as to 

dosing parameters, both those that satisfy the claim limitations and those that do not.  Specifically, 

the specification provides several examples of formulations that satisfy the pharmacokinetic 

limitations.  Id., col. 37, ll. 10–40 & Table XX (examples 15A, 40, 41, and 45), line 41 through 

col. 38, line 6 & Table XXI (examples 40 and 41).  In addition, the specification includes examples 

of formulations that do not achieve those values.  Id., Table XX (example 47); Table XXI 

(examples 44 and 45). 

Clarus also complains that claim 1 of the ’858 patent is indefinite because it does not 

specify how to measure the Cave and Cmax values.  See Dkt. No. 86, at 19 (A person of ordinary 

skill in the art “would understand that the values of both Cave and Cmax will vary depending on how 
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the serum measurements are carried out. . . .  The claims fail to state how the Cave and Cmax values 

should be determined. . . . Thus, a POSA would not be able to determine with reasonable certainty 

the scope of this claim.”); see also Dkt. No. 88-2, Exh. 10 (Taft Decl.) at ¶ 76. 

While the Cave and Cmax values for any given composition may be difficult to measure with 

accuracy, those values are not indefinite.  The values are ascertainable; Clarus’s complaint is 

simply that the methods used to measure those values are not always precise and thus may give 

rise to different values depending on the circumstances under which the measurements are made.  

But imprecision in the measurement of a particular value does not render indefinite a claim that 

recites that value. 

 Finally, as support for its indefiniteness argument, Clarus relies on the indefiniteness 

discussion in the Federal Circuit’s decision in Teva Pharms. USA, Inc. v. Sandoz, Inc., 789 F.3d 

1335 (Fed. Cir.  2015).  Dkt. No. 86, at 19.  This case is quite different from Teva.   

In Teva, the patent used the term “molecular weight,” but did not define the term and did 

not otherwise clarify which among three different types of molecular weight the patent intended 

to invoke.  Id. at 1343–45.  The Federal Circuit therefore upheld the district court’s finding that 

the claim was invalid for indefiniteness by clear and convincing evidence.  In this case, there is no 

comparable ambiguity about the meaning of any critical term relating to the pharmacokinetic 

limitation.  Clarus has therefore failed to satisfy its burden of showing indefiniteness with respect 

to that limitation. 

3.  Term 5: “Correlated” 

Clarus next asserts that claims 22, 26, and 27 of the ’858 patent are indefinite because they 

incorporate an indefinite limitation found in independent claim 20.  The limitation in question 

reads as follows:  “wherein the daily dose of the maintenance regimen is determined by the serum 

concentration of testosterone at time t (Ct) at steady state during the initial regimen wherein Ct is 
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correlated to the Cmax and Cave values of a population of hypogonadal men receiving said initial 

regimen to determine the maintenance regimen daily dose . . . .”  ’858 patent, col. 45, line 36, 

through col. 46, line 2. 

 The problem with that language, according to Clarus, stems from the word “correlated.”  

Dkt. No. 86, at 24–25.  Context, however, rescues that term from what otherwise might be 

troubling indeterminacy.  The meaning of the word “correlated” in the context of claim 20 would 

be reasonably clear to a person of skill in the art, particularly in light of Example 54 of the ’858 

patent’s specification.  ’858 patent, col. 41, line 25, though col. 42, line 32. 

 The portion of the specification that describes Example 54 notes that “clinical practice 

titrations metrics were derived from the titration node day PK measurements (Cave)” following 

steady state administration of the disclosed testosterone undecanoate compositions.  ’858 patent, 

col. 41, ll. 29–36.  Because “the Cave and Cmax were observed to have a strong correlation,” the 

specification states, “the Cmax data could also be used to arrive at a similar clinical practice titration 

metric.”  Id. at col. 41, ll. 34–36. 

 The claim language, although clumsy, is directed to a related and fairly simple idea:  The 

decision whether to increase the amount of testosterone undecanoate from the amount in the initial 

regimen is based on a correlation between the serum concentration of testosterone at time t (Ct) 

(following the initial regimen dosing) and the Cmax and Cave values for a population of hypogonadal 

males who have received the same initial dosing regimen.  The example described in Table XXVI 

of the specification shows that at time t=2 hours-post dose, the derived titration metrics suggested 

that if the serum concentration of testosterone in the patient was below 1.96 nanograms per 

milliliter, the dose should be increased (in Example 54, the amount of the increase was specified 

to be a level of about 125% to about 155% of the dose prior to the titration).  If the concentration 
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of serum testosterone in the patient’s blood was about 9.39 nanograms per milliliter, the example 

suggests that the dose should be decreased (in Example 54, the amount of the decrease was given 

as about 45% to 75% of the dose prior to the titration).  In light of that discussion in the 

specification, it is apparent that the claim language simply means that the titration decision (i.e., 

whether to increase the dose, decrease the dose, or keep the dose unchanged) could be based on 

the Cmax and Cave values of a population of hypogonadal men who were subject to a similar initial 

dosing regimen. 

 That language is quite general in nature, but it is not indefinite.  It simply directs that up or 

down titration decisions are to be based on comparing the serum concentration value at time t with 

the maximum and average serum concentration values for a group of other hypogonadal men who 

received similar initial doses, and the specification provides examples of how the titration metric 

Ct can be used to determine whether up or down titration is appropriate.  ’858 patent, col. 41, line 

44, through col. 42, line 32.  The breadth of the claim language might expose claim 20 and its 

dependent claims to the threat of invalidation on other grounds, but it does not create an issue of 

indefiniteness.  I therefore reject Clarus’s argument on this issue. 

4.  Terms 2, 7, 10, 12: “Determining a dose titration metric,” “administering . . . a 
maintenance . . . daily dose,” “based on the titration metric,” and “sufficient to 
provide” 

 The second and third numbered limitations of claim 1 of the ’858 patent contain several 

phrases that, Clarus argues, render the claim indefinite.  I disagree. 

 Clarus first contends that the second numbered limitation in claim 1 is indefinite.  That 

limitation refers to “determining a dose titration metric based on a measurement of serum 

testosterone concentration for the male subject on at least one titration node day within the initial 

regimen[,] said measurement of serum testosterone concentration made from 1 to 8 hours after 

single dose administration of said testosterone undecanoate-containing composition at steady 
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state.”  That limitation is indefinite, according to Clarus, because it fails to define the dose titration 

metric and explain how it is to be used to determine a maintenance dose that provides a serum 

level within the target range.  Dkt. No. 86, at 27–28. 

 The claim language is broad, but not indefinite.  See BASF v. Johnson Matthey, Inc., 875 

F.3d 1360, 1367 (Fed. Cir. 2017) (“breadth is not indefiniteness”); SmithKline Beecham Corp. v. 

Apotex Corp., 403 F.3d 1331, 1341 (Fed. Cir. 2005) (same); In re Gardner, 427 F.2d 786, 788 

(C.C.P.A. 1970).  The claim simply provides that the dose titration metric will be a function of the 

measurement of the serum testosterone concentration in the subject.  Composition requirements 

are defined in the first numbered limitation of claim 1 of the ’858 patent.  The second part of the 

second numbered limitation in claim 1 provides that, following administration of a particular dose 

of that composition, titration will be performed based on a test of the subject’s serum testosterone 

level at a particular point after the administration of that dose.  Whether to increase or decrease the 

dosage, and by what amount, is addressed in the third numbered limitation of claim 1.   

While the claim language does not contain detailed information regarding all the 

parameters involved in the calculation of the titration metric, it does not have to.  What the second 

limitation does is simply to explain, in broad terms, the process of administering the composition 

to a subject, testing the subject, and selecting a titration metric based on that test.  That limitation 

does not render the method indefinite. 

 Clarus also objects that the use of the term “based on” in the second and third limitations 

of claim 1 renders the claim indefinite.  Clarus’s argument is that a person of skill in the art “would 

not be able to discern from the claims, or from the specification, whether the phrase ‘based on’ 

requires that the dose titration metric is the sole or significant factor in guiding the dose adjustment 
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decision, or whether it is enough that a clinician considers the metric even if the dose adjustment 

decision is not ultimately guided by the metric.”  Dkt. No. 86, at 29.   

The term “based on,” in common parlance, means dependent on, in whole or in substantial 

part, or taking into account.  See CardioNet, Inc. v. Mednet Healthcare Techs., Inc., Civil Action 

No. 12-2517, 2013 WL 6047565, at *8 (E.D. Pa. Nov. 15, 2013); Sklar v. Microsoft Corp., No. 

2:06-cv-007, 2007 WL 2086654, at *8 (E.D. Tex. July 16, 2007) (“based on” does not mean 

“dictated by”); SEC v. Rorech, 720 F. Supp. 2d 367, 370, 405 (S.D.N.Y. 2010) (ordinary meaning 

of “based on” is “to use as the fundamental part or ingredient of, or principal component of, 

something”); see generally Freeman v. United States, 564 U.S. 522, 535 (2011) (Sotomayor, J., 

concurring in the judgment) (“To ask whether a particular term of imprisonment is ‘based on’ a 

Guidelines sentencing range is to ask whether that range serves as the basis or foundation for the 

term of imprisonment.”); id. at 531 (plurality opinion of Kennedy, J.) (“The court expressed its 

independent judgment that the sentence was appropriate in light of the applicable Guidelines range, 

and its decision was therefore ‘based on’ that range.”).  The meaning of the term “based on” is 

sufficiently clear that its use in this context does not render the claim language indefinite. 

 Finally, Clarus argues that the third limitation of claim 1 is indefinite.  Clarus contends that 

because a person of skill in the art “would not know how to determine whether a given daily dose 

in a maintenance regimen is ‘sufficient,’ because whether the dose selected is ‘sufficient’ depends 

on the ‘target . . . range’ to be achieved by the claimed method, as well as the selection of a dose 

titration metric and steps for determining whether dose adjustment is warranted.”  Dkt. No. 86, at 

30.  The use of the term “sufficient” does not render the claim indefinite, however.  The dose 

chosen as the maintenance dose is a dose that is determined based on the titration metric, with such 

adjustments as are necessary to produce a serum testosterone concentration within the range that 
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the treating physician has determined as the desired “target” range.  Once again, the claim language 

is general, and it is broad.  But it is not indefinite. 

5.  The asserted claims of the ’057, ’690, and ’390 patents 

 The three asserted patents other than the ’858 patent have claims that are similar to those 

of the ’858 patent, except that the claims specify a serum concentration Cave target range that is in 

the eugonadal range, i.e., from 300 to 1100 ng/dL.  Clarus makes the same arguments as to the 

indefiniteness of those claims, except that it does not contend that the 300–1100 ng/dL target range 

limitation is indefinite.  Because I have concluded that that the claims of the ’858 patent (which 

include a “target range” without specific numerical limitation) are not indefinite, I reach the same 

conclusion with regard to the similar indefiniteness challenges to the asserted claims of the ’057, 

’690, and ’390 patents. 

* * * 

 Throughout its arguments on indefiniteness, Clarus relies heavily on the Federal Circuit’s 

nonprecedential opinion in Forest Laboratories, Inc. v. Teva Pharmaceuticals USA, Inc., 716 F. 

App’x 987 (Fed. Cir. 2017).  That case is quite different from this one.  However, given the weight 

Clarus has placed on it, the Forest case deserves detailed discussion. 

In Forest, the claim at issue was directed to an extended-release composition of memantine, 

a drug for the treatment of dementia.  Id. at 990.  The critical language of the claim recited a 

formulation that provided a concentration profile, “as measured in a single-dose human PK study, 

characterized by a change in memantine concentration as a function of time . . . that is less than 

50% that of an immediate release dosage form comprising the same dose of memantine as the 

composition.”  Id. at 991.  The district court held the claim invalid for indefiniteness, and the 

Federal Circuit affirmed.  
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 The Federal Circuit noted that although the claim required that the concentration profile be 

measured in a single-dose human PK study, there was nothing in the specification or the claims 

that disclosed any specific human study or indicated how to conduct such a study.  Id. at 994.  The 

court pointed out that the specification disclosed no experimental results, but only the 

concentrations predicted by a pharmacokinetic software program.  Id.  The court also noted that 

the district court had found that different human pharmacokinetic studies produced widely varying 

concentration profiles for particular formulations.  Id.  Under those circumstances, the court found 

that the district court’s indefiniteness ruling was supported by precedents holding claims indefinite 

where they required measured quantities, but where “different techniques for such measurements 

are known in the art and some produce infringing results, and others not.”  Id. 

 The claim at issue in Forest did no more than tell the practitioner to select a formulation 

that a human study shows would produce a release rate over time that is less than half that of an 

immediate release dosage.  Id. at 990–91.  The Federal Circuit identified two problems with the 

claim.  First, the court pointed out that various human studies produced very different 

pharmacokinetic results, and nothing in the patent described what testing protocol should be used 

to determine whether the 50% release level was reached.  Id. at 994.  Second, as Judge Lourie 

noted in his concurring opinion, id. at 995–96, the claim did not contain a reference to any specific 

composition, but merely claimed a result.  Thus, any composition that produced a release rate less 

than 50% of the immediate release product would do.  As Judge Lourie explained, that is not the 

invention of a composition; it is a goal or research objective, and as such is not entitled to patent 

protection.  Id. 

 This case differs from Forest in several important respects.  Unlike the claims in Forest, 

which were directed to any composition that resulted in a change in memantine concentration over 
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time of “less than 50% that of an immediate release dosage form,” claim 1 of the ’858 patent 

provides substantial detail as to the makeup of the composition and how the method is to be 

performed.  It provides the amount and active ingredient of the initial dose; it specifies the 

frequency of the dosing; it states that the drug must be given with a meal; it imposes requirements 

on the determination the dose titration metric; and it sets out the requisite resulting 

pharmacokinetic parameters.   

Clarus objects that the claim does not specify every possible variation in the ways the drug 

is administered and the serum testosterone concentration measured.  For example, as noted above, 

Clarus argues that the bioavailability of the testosterone can be affected by factors such as the fat 

content of the meal that accompanies the administration of the drug and whether the patient has 

already been on a testosterone replacement regimen.  Likewise, the measurement of the serum 

testosterone concentration can be affected by the time during the day that the serum concentration 

level is measured.  Clarus has not shown, however, that those parameters deprive the claim of 

sufficient specificity to require invalidation on indefiniteness grounds.  There is substantial 

guidance in the patent’s recitation of the components of the formulation, the methodology used in 

the titration process, and the required pharmacokinetic results, all of which instruct a person of 

skill in the art as to the scope of the invention.  Clarus’s evidence regarding some variations in 

bioavailability and measured serum concentrations is not sufficient to show that the limitations of 

the ’858 patent are indeterminate in the way the limitations at issue in Forest were. 

Claim 1 of the ’858 patent also does not suffer from the problem identified by Judge Lourie 

in his concurring opinion in Forest.  While the representative claim in that case would have been 

satisfied by any composition that produced a reduction in the release rate over time of 50% or 

more, regardless of the components of the composition, claim 1 of the ’858 patent recited the 
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amount and concentration of the active ingredient in the composition, as well as the frequency of 

dosing.  The detail provided in claim 1 of the ’858 patent is far greater than that in the Forest 

claims.  Forest is therefore not persuasive authority for Clarus’s claim of indefiniteness.  

B.  CONSTRUCTION OF PARTICULAR TERMS 

  The remaining issues raised in the joint claim construction brief are directed to disputes 

about the proper construction of particular claim language and are not principally focused on the 

issue of indefiniteness.  The parties have proposed competing constructions for most of the terms.  

In some cases, Clarus has proffered a construction but has argued in the alternative that the term 

is indefinite.  In other instances, however, Clarus has not offered a construction for a term, but has 

simply contended that the term is indefinite.  There is significant overlap between some of the 

indefiniteness arguments addressed to particular terms and the indefiniteness arguments addressed 

above.  Where appropriate, I have dealt with those indefiniteness arguments by referring to the 

analysis in earlier portions of this order. 

1.  Term 1:  “a serum testosterone Cave in said male” and “a steady state serum 
testosterone Cave” 

Claim Term Plaintiff’s Proposed 
Construction 

Defendant’s Proposed 
Construction 

“a steady state serum 
testosterone Cave” 
 
and 
 
“a serum testosterone 
Cave in said male” 
 
Claims: ’858 patent, 
claim 14 
’057 patent claims: 2, 
4, 5, 7, 9, 14, 17, 18, 21 
and 25 
’690 patent claims: 4, 
7, 8, 11, 12, 14, 17, 18, 
21 and 23 

“a serum testosterone 
concentration, as determined by 
calculating the area under the curve 
over a 24-hour period of time for 
the male that was administered the 
daily dose of testosterone 
undecanoate and dividing by 24 
hours, at achievement of a stable 
response in serum total 
testosterone levels to exogenously 
administered testosterone 
undecanoate” 
 
and 
 
“a serum testosterone 

“A serum testosterone 
concentration that is determined by 
calculating the area under the curve 
over a 24 hour period of time for 
the male that was administered the 
daily dose of testosterone 
undecanoate and dividing by 24 
hours where the determination is 
performed at least 15 days 
following the start of the initial 
dosing regimen” 
 
and 
 
“a serum testosterone concentration 
that is determined by calculating the 
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’390 patent claims: 1, 
4, 7, 9, 11 and 12 

concentration determined by 
calculating the area under the 
curve over a 24 hour period of time 
for the male that was administered 
the daily dose of testosterone 
undecanoate and dividing by 24 
hours” 

area under the curve over a 24 
hours period of time for the male 
that was administered the daily 
dose of testosterone undecanoate 
and dividing by 24 hours” 

 
The parties have narrowed their dispute on this term to the proper construction of the words 

“steady state.”  Dkt. No. 86, at 37–38.  In place of the words “at achievement of a stable response 

in serum total testosterone levels to exogenously administered testosterone undecanoate” in 

Lipocine’s proposed construction, Clarus would substitute the words “where the determination is 

performed at least 15 days following the start of the initial dosing regimen.”  The four patents in 

suit expressly define the term “steady state” to refer to “the achievement of a stable response in 

serum total testosterone levels to exogenously administered testosterone undecanoate, typically 

achieved after at least 15 days following the start of a dosing regimen.”  See ’858 patent, col. 6, ll. 

25–29.  I see no reason to depart from that language, which uses the term “typically” to describe 

the period required to achieve steady state.  Clarus’s strict 15-day requirement is inconsistent with 

the specifications.  Lipocine’s proposed construction is more accurate, although to remain faithful 

to the express definitions in the specifications, a reference to the typical 15-day period will be 

added.  Accordingly, I will construe the terms as follows: 

“A steady state serum testosterone Cave” is construed to mean “a serum testosterone 

concentration, as determined by calculating the area under the curve over a 24-hour period 

of time for the male that was administered the daily dose of testosterone undecanoate and 

dividing by 24 hours, at achievement of a stable response in serum total testosterone levels 

to exogenously administered testosterone undecanoate, which is typically achieved after at 

least 15 days following the start of a dosing regimen.” 
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Rather than use unnecessarily unfamiliar terms when instructing the jury, I will invite the 

parties at the appropriate time to submit simpler language for the purpose of jury instructions 

without altering the meaning of the constructions.6  Also, it will likely not be necessary to repeat 

the “at least 15 days following the start of a dosing regimen” proviso with every reference to the 

term “steady state” in the jury instructions once the terms “steady state” and “stable response” 

have been adequately explained to the jury. 

2.  Term 2:  “determining a dose titration metric based on a measurement of serum 
testosterone concentration . . . on at least one titration node day within the initial 
regimen . . . at steady state” 

Claim Term Plaintiff’s Proposed 
Construction 

Defendant’s Proposed 
Construction 

“2) Determining a dose 
titration metric based on a 
measurement of serum 
testosterone concentration 
. . . on at least one 
titration node day within 
the initial regimen . . . at 
steady state” 
 
Claims: ’858 patent, 
claims 1, 2, 3, 7, 
14, 17, 18 

Plain and ordinary meaning, 
which is “determining a 
pharmacokinetic parameter 
based on a measurement of 
the serum testosterone 
concentration on at least one 
day within the initial regimen 
in order to determine whether 
an upwards or downwards 
dose titration is necessary 
when there is a stable response 
in serum total testosterone 
levels to exogenously 
administered testosterone 
undecanoate” 

“Determining a pharmacokinetic 
parameter selected from at least 
the pharmacokinetic parameters of 
Cmax, Cave, Cmin, Cpre-dose or 
Ct based on a measurement of the 
serum testosterone concentration 
in the male at least 15 days 
following the start of the initial 
dosing regimen” 
 
*Also indefinite 

 
The parties have narrowed their dispute on this term to the proper scope of the words 

“steady state.”  Dkt. No. 86, at 40.  I addressed the parties’ dispute regarding the term “steady 

 
6  The task of serving as a juror in a patent case is difficult enough without the gratuitous 

infliction of words such as “exogenous” on the jurors.  The same can be said of a number of the 
parties’ other proposed constructions, which unnecessarily employ technical terms when simpler 
language would suffice.  For present purposes, I will use the more technical language that the 
parties have proposed, but I will expect the parties to minimize the use of such terms in the 
constructions to be given to the jurors to the extent feasible.  
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state” in section B.1 of this order.  Alternatively, Clarus argues that the “determining a dose 

titration metric” limitation is indefinite, for the reasons given by Clarus in its earlier argument 

regarding that limitation.  I addressed and rejected Clarus’s indefiniteness argument in section A.4 

of this order.  That discussion is incorporated by reference here. 

Accordingly, I adopt the following construction: 

“Determining a dose titration metric based on a measurement of serum testosterone 

concentration . . . on at least one titration node day within the initial regimen . . . at steady 

state” is construed to mean “determining a pharmacokinetic parameter based on a 

measurement of the serum testosterone concentration on at least one day within the initial 

regimen, when there is a stable response in serum total testosterone levels, which is typically 

achieved after at least 15 days following the start of a dosing regimen, in order to determine 

whether an upwards or downwards dose titration is necessary.” 

3.  Term 3:  “determining the serum level of testosterone . . . at steady state 

Claim Term Plaintiff’s Proposed 
Construction 

Defendant’s Proposed 
Construction 

“(b) Determining the serum 
level of testosterone . . . at 
steady state” 
 
Claims: ’057 patent, claims 
2, 4, 5, 7, 9, 14, 17, 18, 21 
and 25 
’690 patent, claims 4, 7, 8, 
11, 12, 14, 17, 18, 21, 23 
’390 patent, claims 1, 4, 7, 9, 
11 and 12 

“Determining the serum level 
of testosterone . . . at the 
achievement of a stable 
response in serum total 
testosterone levels to 
exogenously administered 
testosterone undecanoate” 

“Determining the serum level of 
testosterone at least 15 days 
following the start of a dosing 
regimen” 

 
The claim construction dispute regarding the phrase “determining the serum level of 

testosterone . . . at steady state” is the same as for other terms and phrases using the term “steady 

state.”  As noted, the strict 15-day requirement in Clarus’s proposed construction is at odds with 
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the definition of “steady state” in the patents, which refers to the period necessary to establish the 

steady state as being “typically” at least 15 days.   

Clarus also asserts in its brief that “[t]he claims are further indefinite for the reasons 

discussed [in earlier sections of the joint claim construction brief].”  Dkt. No. 86, at 44.  Clarus did 

not raise any indefiniteness issue regarding Term 3 in the joint claim construction chart.   Dkt. No. 

88-1, Exh. 9, at Term 3.  Clarus’s indefiniteness argument is therefore waived.  In any event, 

however, I have rejected the indefiniteness arguments that Clarus made earlier in its claim 

construction brief. 

Accordingly, I will construe the phrase “determining the serum level of testosterone . . . 

at steady state” to mean “determining the serum level of testosterone . . . at the achievement 

of a stable response in serum total testosterone levels to exogenously administered 

testosterone undecanoate, which is typically achieved after at least 15 days following the start 

of a dosing regimen.” 

4.  Term 4:  “a hypogonadal male subject having testosterone deficiency”/ “a male 
having a condition associated with a deficiency or absence of endogenous 
testosterone”  

Claim Term Plaintiff’s Proposed 
Construction 

Defendant’s Proposed 
Construction 

“a hypogonadal male 
subject having 
testosterone deficiency” 
 
and 
 
“a male having a 
condition associated with 
a deficiency or absence 
of endogenous 
testosterone” 
 
Claims: ’858 patent, 
claims 1, 2, 3, 7, 14, 17, 

Plain and ordinary meaning, 
which is “a male having an 
average baseline plasma 
testosterone concentration of 
about 300 ng/dL or less”  
 
and 
 
Plain and ordinary meaning, 
which is “a male having a 
condition associated with an 
average baseline plasma 
testosterone concentration of 
about 300 ng/dL or less” 

“A male having an average baseline 
plasma testosterone concentration 
of about 400 ng/dL or less” 
 
*Alternatively indefinite 
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18, 22, 26, 27 
’057 patent, claims 2, 4, 
5, 7, 9, 14, 17, 18, 21, 25 
’690 patent, claims 4, 7, 
8, 11, 12, 14, 17, 18, 21, 
23 
’390 patent, claims 1, 4, 
7, 9, 11, and 12 

 
The parties disagree about whether a hypogonadal male (or a male with a deficiency of 

endogenous testosterone) should be defined as a male having an average baseline plasma 

testosterone concentration of about 300 ng/dL or less (Lipocine’s definition) or a male having an 

average baseline plasma testosterone concentration of about 400 ng/dL or less (Clarus’s 

definition).  The specification makes clear that a serum testosterone level below the eugonadal 

range of about 300 ng/dL to 1100 ng/dL is ordinarily regarded as the level that constitutes 

hypogonadism, although in some instances the cut-off for hypogonadism is regarded as 400 ng/dL.  

See ’858 patent, col. 5, ll. 22–25.  

Based on the specification, it is clear that Lipocine’s proposed construction is more nearly 

correct, but needs to be qualified by the addition of the term “ordinarily.”  Accordingly, I construe 

the disputed terms as follows: 

“A hypogonadal male subject having testosterone deficiency” is construed to mean 

“ordinarily, a male having an average baseline plasma testosterone concentration of about 

300 ng/dL or less,” and the phrase “a male having a condition associated with a deficiency or 

absence of endogenous testosterone” is construed to mean “ordinarily, a male having a 

condition associated with an average baseline plasma testosterone concentration of about 

300 ng/dL or less.” 

In the alternative, Clarus argues that these terms are indefinite.  Clarus contends that the 

scope of the terms “renders the claims indefinite by failing to provide any limit on the vast 
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iterations of methods that could be encompassed by the claims as detailed in” previous sections of 

the joint claim construction brief.  Dkt. No. 86, at 49.  That statement makes no sense, as the 

patents’ definition of a hypogonadal male or a male having a condition associated with a deficiency 

or absence of endogenous testosterone has little to do with the allegedly “vast iterations of 

methods” that could be encompassed by the claims.   

Clarus also asserts that “the specification provides myriad definitions of the male subject 

to be treated and describes a broad list of underlying medical conditions that may give rise to the 

subject’s testosterone deficiency.”  Id.  But that argument does not suggest any reason that the 

phrases at issue are indefinite.  The phrases simply refer to a male with a testosterone deficiency, 

which ordinarily means a serum testosterone level of less than 300 ng/dL, and having a medical 

condition leading to that deficiency.  The key point is that the claimed method is intended for 

patients with endogenous testosterone deficiency.  The precise bounds of that deficiency, or the 

particular medical condition leading to that deficiency in a particular patient, is not of critical 

importance.  The language is sufficiently definite, in that it indicates that the claimed method is 

appropriate for use with a patient who has been assessed as having such a deficiency and for whom 

testosterone replacement therapy is appropriate.  And the specification indicates the typical 

baseline level of plasma testosterone concentration in a hypogonadal male. 

Clarus also argues that the term is indefinite because the result of practicing the method 

could be a lower testosterone level than the initial baseline of the hypogonadal male subject.  Dkt. 

No. 86, at 50.  Clarus’s argument appears to be based on the incorrect assumption that the term 

“hypogonadal” refers to a male having an average baseline plasma testosterone concentration of 

about 400 ng/dL or less.  Id. (“a [person of ordinary skill in the art] would not understand the scope 

of the claimed methods because the result of practicing the method could be lower than the starting 
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baseline concentration for the hypogonadal male subject (i.e., < 400 ng/dL).” (second emphasis 

added)).  As correctly construed, the term “hypogonadal” is not defined by a concentration of less 

than 400 ng/dL.  Thus, Clarus’s argument falls with its premise. 

Finally, Clarus argues that the claims do not delineate how the baseline plasma 

concentration is to be determined, and that a person of ordinary skill in the art “would not know 

what test to use to determine whether a given subject met this claim limitation.”  Dkt. No. 86, at 

50.  Again, however, the process used for measuring the testosterone level or testing for the 

deficiency is not critical.  There is no dispute regarding what a baseline testosterone level 

concentration is.  The claimed method is intended to be used once a physician has determined that 

a patient is in need of testosterone replacement.   

Clarus has failed to carry its burden of proving indefiniteness.   

5.  Term 5: “wherein Ct is correlated to the Cmax and Cave values of a population 
of hypogonadal men . . . to determine the maintenance regimen daily dose . . .”  

Claim Term Plaintiff’s Proposed 
Construction 

Defendant’s Proposed 
Construction 

“Wherein the daily dose 
of the maintenance 
regimen is determined by 
the serum concentration 
of testosterone at time t 
(Ct) at steady state 
during the initial regimen 
wherein Ct is correlated 
to the Cmax and Cave 
values of a population of 
hypogonadal men 
receiving said initial 
regimen to determine the 
maintenance regimen 
daily dose” 
 
Claims: ’858 patent, 
claims 22, 26, 27 

“Wherein the dose administered 
over a 24-hour period of time is 
determined based on the serum 
concentration of testosterone at 
time t (Ct) at the achievement of a 
stable response in serum total 
testosterone levels to exogenously 
administered testosterone 
undecanoate during the initial 
regimen . . . wherein Ct is 
correlated to the Cmax and Cave 
values of a population of 
hypogonadal men receiving said 
initial regimen to determine the 
maintenance regimen daily dose” 

“Wherein the dose administered 
over a 24-hour period of time, 
following a step of determining 
the serum testosterone of the 
male, is determined by the 
serum concentration of 
testosterone at time t (Ct) at 
least 15 days following the start 
of the initial dosing regimen 
wherein Ct is correlated to the 
Cmax and Cave values of a 
population of hypogonadal men 
receiving said initial regimen to 
determine the maintenance 
regimen daily dose” 
 
*Also indefinite. 
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The parties raise two disputes with respect to this term.  First, Lipocine would construe the 

phrase “wherein the daily dose of the maintenance regimen is determined by the serum 

concentration of testosterone at time t (Ct)” to mean “wherein the dose administered over a 24-

hour period of time is determined based on the serum concentration of testosterone at time t (Ct).”  

Clarus would construe that phrase to mean “wherein the dose administered over a 24-hour period 

of time, following a step of determining the serum testosterone of the male, is determined by the 

serum concentration of testosterone at time t (Ct).”  Both proposals are directed to the same 

concept.  Indeed, the briefing indicates that parties essentially agree on the claim scope, and only 

disagree on how to articulate that scope.  Dkt. No. 86, at 53–57. 

Lipocine’s proposal, however, is more faithful to the text of the limitation.  Clarus’s 

proposal is confusing, in that it separately refers to “a step of determining the serum testosterone 

of the male” and to the dose being “determined by the serum concentration of testosterone at time 

t (Ct),” even though the step of determining the serum testosterone of the male is the step that 

determines the serum concentration of testosterone at time t. 

 The other difference between the two proposals relates to the “steady state” requirement. 

Lipocine refers to “the achievement of a stable response in serum total testosterone levels to 

exogenously administered testosterone undecanoate during the initial regimen,” while Clarus 

again requires that the steady state measurement be made “at least 15 days following the start of 

the initial dosing regimen.”  For the reasons discussed in section B.1 of this order, I reject the strict 

“15 days” requirement suggested by Clarus. 

 Accordingly, I construe the phrase “wherein Ct is correlated to the Cmax and Cave 

values of a population of hypogonadal men . . . to determine the maintenance regimen daily 

dose . . .” to mean “wherein the dose administered over a 24-hour period of time is 
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determined based on the serum concentration of testosterone at time t (Ct) at the 

achievement of a stable response in serum total testosterone levels to exogenously 

administered testosterone undecanoate during the initial regimen, which is typically 

achieved after at least 15 days following the start of the dosing regimen . . . wherein Ct is 

correlated to the Cmax and Cave values of a population of hypogonadal men receiving said 

initial regimen to determine the maintenance regimen daily dose.” 

Alternatively, Clarus argues that the phrase is indefinite.  In support of that argument, 

Clarus incorporates by reference its indefiniteness argument regarding the term “correlated.”  I 

addressed and rejected that argument in section A.3 of this order. 

6.  Term 6:  “twice a day with a meal,” “twice daily dosing,” and “twice a day 
administration” 

Claim Term Plaintiff’s Proposed 
Construction 

Defendant’s Proposed 
Construction 

“twice a day with a meal” 
 
and 
 
“twice daily dosing,” and  
“twice a day administration” 
 
Claims: 
’858 patent, claims 1, 2, 
3, 7, 14, 17, 18 
’057 patent, claims 7, 17 
’690 patent, claims 7, 17 
’390 patent, claim 4 

Plain and ordinary meaning, 
which is “twice a day (24- hour 
period) with a meal” 
 
and 
 
Plain and ordinary meaning,
which is “administering the
pharmaceutical composition
twice a day (24-hour period)” 

“In two intervals, equal or 
unequal, over a 24-hour period of 
time, with a meal” 
 
and 
 
“Orally administering to a male a 
daily dose in two intervals, equal 
or unequal, over a 24-hour period 
of time, with or without a meal or 
snack” 

 
 The parties do not appear to dispute the meaning of the claim, but rather disagree about the 

appropriate way to phrase the construction.  Dkt. No. 86, at 57–62.  Lipocine’s proposed 

construction essentially tracks the plain language of the claims.  Clarus’s proposed construction 

adds the words “equal or unequal” after the term “interval.”  Those words do not add anything of 

substance to the claim language, since “equal or unequal” covers the entire universe of intervals.  

Case 1:19-cv-00622-WCB   Document 119   Filed 03/20/20   Page 35 of 56 PageID #: 6221



 

36 

Clarus’s position will therefore be rejected.  Clarus also adds the words “with or without a meal 

or snack.” at the end of its proposed construction.  Again, those additional words add nothing of 

substance, and would, in fact, conflict with several express limitations such as claims that 

specifically required the administration of testosterone undecanoate-compositions with meals.  See 

’858 patent, cls. 1, 17. 

 Accordingly, I construe the terms “twice a day with a meal,” “twice daily dosing,” and 

“twice a day administration” to mean “twice a day (that is, twice within a 24-hour period) 

with a meal” and “administering the pharmaceutical composition twice a day (that is, twice 

during a 24-hour  period).” 

 Although Clarus did not challenge the claims for indefiniteness in the joint claim 

construction chart relating to Term 6, it raises indefiniteness briefly in a paragraph at the end of its 

argument regarding that term.  See Dkt. No. 86, at 60.  Clarus therefore waived its indefiniteness 

challenge. 

However, even had I considered Clarus’s indefiniteness challenge, I would have rejected 

it.  Clarus contends that “numerous methods and conditions of administration” could be 

encompassed by the claimed methods.  Id. at 60–61.  As a result, Clarus contends, the patents 

“shed minimal clarity on the outsized number of potentially infringing methods.”  Id. at 60–61.  

For that reason, Clarus argues, a person of ordinary skill in the art “would not be able to understand 

the scope of the claims with reasonable certainty, rendering them indefinite.”  Id. 

 I have already determined, in section A.2 of this order, that the limitations regarding the 

conditions of administration of the testosterone undecanoate are sufficiently well defined to avoid 

invalidating the subject claims for indefiniteness.  My ruling on that issue applies here as well.  

And although most of the claims of the ’057, ’690, and ’390 patents do not require that the dosing 
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be performed “with a meal,” the absence of that restriction broadens the claims but does not give 

rise to confusion as to the claims’ scope.  Clarus thus failed to demonstrate that the claims are 

indefinite. 

7.  Term 7:  the “± 40%” and “plus or minus 40%” limitations 

Claim Term Plaintiff’s Proposed 
Construction 

Defendant’s Proposed 
Construction 

“3) orally administering . . . 
a maintenance regimen 
including a daily dose . . . 
wherein the maintenance 
regimen provides a daily 
dose . . . within ±40% of 
the amount . . . of the initial 
regimen” 
 
and 
 
“2) orally administering . . . a 
first maintenance regimen 
including a daily dose . . . that 
is within ±40% of the amount 
. . . of the initial regimen” 
 
and  
 
“(c) orally administering a 
maintenance daily dosage 
regimen . . . that provides 
within plus or minus 40% of 
from 
 
[about 360 mg to about 650 
mg] 
 
[about 350 mg to about 650 
mg] 
 
[about 450 mg or about 480 
mg] 
 
Claims:  ’858 patent, claims 
1, 2, 3, 7, 14, 17, 18 

Plain and ordinary meaning, 
which is “orally administering 
over a 24-hour period of time a 
maintenance regimen which 
provides a total amount of 
testosterone undecanoate that is 
within the range of 40% less than 
the initial regimen daily dose to 
40% more than the initial regimen 
daily dose.” 
 
 and 
 
Plain and ordinary meaning, 
which is “orally administering 
over a 24-hour period of time a 
first maintenance regimen which 
provides a total amount of 
testosterone undecanoate that is 
within the range of 40% less than 
the initial regimen daily dose to 
40% more than the initial regimen 
daily dose.” 
 
and 
 
Plain and ordinary meaning, 
which is “orally administering 
over a 24-hour period of time a 
maintenance regimen which 
provides a total amount of 
testosterone undecanoate that is 
within the range of 40% less than 
to 40% more than 
[approximately360 mg to 
approximately 480 mg] 

“Orally administering over a 
24- hour period of time to a 
male, following a step of 
determining the serum 
testosterone of the male, a 
daily dose of testosterone 
undecanoate that is 
+40%, 0%, or -40% of the 
dose administered in step 
[(1)][(a)] and is based on the 
serum testosterone of the 
male” 

*Also indefinite (including 
with respect to “based on”). 
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’858 patent, claims 22, 26, 27 
’057 patent, claims 2, 4, 5, 7, 
9, 14, 17, 18, 21, and 25 
’690 patent, claims 4, 7, 8, 11, 
12, 14, 17, 18, 21, 23 
’390 patent, claims 1, 4, 7, 9, 
11, and 12   

[approximately 350 mg to 
approximately 650 mg] 
[approximately 450 mg or 
approximately 480 mg].” 
 
(’057, ’690, ’390 term) 

 
 The term “within ± 40%” appears in many of the claims of all four asserted patents.  

According to Lipocine, the term means “within the range of 40% less than the initial regimen daily 

dose to 40% more than the initial regimen daily dose.”  Clarus takes a starkly different position, 

arguing that “within ± 40%” means one of three discrete values, either “+40%, 0%, or –40% of 

the dose administered” as the initial regimen dose. 

 Lipocine contends that the claim language, specification, and prosecution support its 

proposed construction.  Dkt. No. 86, at 63–65.  First, it argues that the plain and ordinary meaning 

of “±,”—as in plus or minus 10% of X—refers to the range of values from 10% below X to 10% 

above X.  Second, Lipocine points out that the term used in the claims is not simply “± 40%,” but 

is “within ± 40%.”  The addition of the preposition “within,” Lipocine argues, reinforces the 

construction of that term as including all values within the range from 40% below the amount of 

the initial regimen to 40% above that amount.  Finally, Lipocine contends that the specification 

and prosecution history describe the daily dose of the maintenance regimen as a range of 

percentages of the initial daily dose. 

Clarus does not take issue with Lipocine’s contention that the plain and ordinary meaning 

of the term “± 40%” would encompass all values within 40 percent above or below a reference 

value, and for good reason.  Lipocine’s construction is consistent with the well-known ordinary 

meaning of the term “plus or minus.”  See Merriam-Webster New Collegiate Dictionary 955 (11th 

ed. 2003) (defining “plus or minus” as “indicating a quantity whose algebraic positive or negative 
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values serve to bracket a range of values.”).   

Instead, Clarus argues that the term must be given a more restrictive meaning based on the 

context in which it is used in the claims.  That restrictive meaning, according to Clarus, limits the 

values that qualify as being “within ± 40%” to three specific values: one value that is 40% above 

the initial regimen daily dose; a second value that is 40% below the initial regimen daily dose; and 

a third value that is unchanged from the initial regimen daily dose. 

 Lipocine’s construction of the term “± 40%” is consistent with the way the specification 

discusses dosing ranges.  First, the specification explains that when concentrations, amounts, 

levels, and other numerical data are expressed in a range format, the range “should be interpreted 

flexibly to include not only the numerical values explicitly recited as the limits of the range, but 

also to include all the individual numerical values or sub-ranges or decimal units encompassed 

within that range as if each numerical value and sub-range is explicitly recited.”  ’858 patent, col. 

9, ll. 13–18.  As noted, “plus or minus” is a well-known range format.  In fact, in another section 

of the joint claim construction brief, Clarus uses the term “+/- 1 wt. %” to refer to a “range above 

and below the recited value.”  Dkt. No. 86, at 75.  Thus, under the patent’s express definition, the 

term “± 40%” refers to all values included within the range between +40% and -40%. 

Second, when referring to variations in the maintenance dose of testosterone undecanoate, 

the specification unambiguously refers to ranges of values, not discrete values at the ends of those 

ranges.  In discussing several embodiments, the specification refers to a daily dose of the 

maintenance regimen of testosterone undecanoate being “about 45% to about 155% of the initial 

daily dose,” or “about 66% to about 133% of the initial daily dose,” or “about 75% to about 125% 

of the initial daily dose.”  Id., col. 21, ll. 39–47.  Those references, which parallel the references 

in the claims, plainly denote ranges of values, i.e., values between about 55% below and 55% 
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above the amount of testosterone undecanoate in the initial regimen daily dose given to the subject; 

33% above and 33% below that amount; and 25% above and 25% below that amount.  See also, 

e.g., ’858 patent, col. 42, at ll. 21–32 (referring to ranges of “from about 125% to 155% of the dose 

prior to the titration” and “from about 45 to 75% of the dose prior to titration”).      

Third, as Lipocine points out, the prosecution history supports the construction of “± 40%” 

as referring to a range of values, not simply three specific values.  See Dkt. No. 87-12, Exh. 8D, at 

16 (stating that applicant’s dosage regimen, as captured by the pending claims and described in 

the as-filed specification “provides for a titration in the range of plus/minus 40% of the starting 

dose”) (emphasis added); Dkt. No. 87-18, Exh. 8J, at 17 (referring to another testosterone 

replacement regimen that employs titration of “plus/minus 50%, not within 40% as claimed by 

Applicant.”).   

 In support of its argument to the contrary, Clarus relies on the declaration of its expert, Dr. 

Taft, who asserted that a person of skill in the art would have understood from three of the 

examples in the specification that the pharmacokinetic simulations described in those examples 

“must have simulated discrete titration amounts of +40%, 0%, and –40% of the initial daily dose, 

rather than a continuous range of titration adjustments.”  Dkt. No. 88-2, at 40.  Dr. Taft added that 

a person of skill in the art would have understood that testosterone replacement medicines “are not 

titrated across a continuous range of percent increments of the prior dose, but rather they are 

titrated by the fixed increments of the unit dosage forms available.”  Id. at 41. 

 The shorthand notation in Tables XXIII through XXV in the specification refers to the 

maintenance daily dose in the example formations as being “± 40%” of the initial daily dose.  In 

that context, Dr. Taft contended that the term “± 40%” is used to indicate an up-titration consisting 
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of a 40% increase in the dose given, a down-titration consisting of a 40% decrease in the dose 

given, or no change in dose given.   

 Even assuming Dr. Taft’s interpretation of the examples and the accompanying tables is 

accurate, his analysis does not lead to the conclusion that the term “± 40%,” as used in the claims, 

is limited to the three values he specifies.  The examples set forth in the specification (and the 

results reported in the tables) are just that—examples.  They do not purport to represent the full 

range of the compositions covered by the claims.  For purposes of the examples, the inventors 

necessarily selected particular values for the up and down titration in order to produce 

pharmacokinetic results that would make the examples meaningful.  But nothing in the 

specification suggests that the examples were meant to confine the scope of the claims to the 

particular values used in the examples.  Moreover, the examples do not use the same “within” 

language as the claims. 

 Clarus argues that unless its construction of “± 40%” is adopted, the claims would be 

invalid for lack of an adequate written description.  Dkt. No. 86, at 71.  That argument is 

unconvincing.  Clarus does not dispute that the examples demonstrate how the invention would 

work at the outer limits of the “± 40%” range for titration set forth in the claims.  There is no reason 

to believe that the use of lower titration values in either direction would have any effect other than 

reducing the impact of the titrations.  The pharmacokinetic values obtained for the increases and 

decreases in titration values of 40% therefore provide sufficient written description support for the 

entire range of titration values between minus 40% and plus 40%.   

 Accordingly, I construe the claim terms “± 40%” and “plus or minus 40%” to mean 

“within the range of 40% less than the initial regimen daily dose to 40% more than the initial 
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regimen daily dose” or “within the range of 40% less than to 40% more than” the serum 

testosterone concentrations set forth in the particular claims at issue. 

 Clarus makes the further argument that under either party’s understanding of the “± 40%” 

language, the claims containing that language are indefinite “because the ’858 patent claims fail 

to define how the maintenance daily dose is to be determined ‘based on’ the dose titration metric.”  

Dkt. No. 86, at 68.  That indefiniteness argument is the same as the one raised earlier and rejected 

in section A.4 of this order.  That discussion need not be repeated here. 

8.  Term 8:  the “about” dosing range limitations 

Claim Term Plaintiff’s Proposed 
Construction 

Defendant’s Proposed 
Construction 

“1) orally administering . . 
. an initial regimen 
including a daily dose . . . 
[that provides about 360 
mg to about 480 mg] 
[having from about 350 mg 
to about 650 mg”] 
 
and 
 
“(a) orally administering . . 
. a daily dosing regimen . . 
. that provides from [about 
360 mg to about 480 mg] 
[about 350 mg to about 
650 mg] [about 450 mg or 
about 480 mg]” 
Claims: ’858 patent, claims 
1, 2, 3, 7, 14, 17, 18, 22, 
26, and 27 
’057 patent, claims 2, 4, 5, 
7, 9, 14, 17, 18, 21 and 25  
’690 patent, claims 4, 7, 8, 
11, 12, 14, 17, 18, 21, and 
23  
’390 patent, claims 1, 4, 7, 
9, 11, and 12 

Plain and ordinary meaning, 
which is “orally administering an 
initial regimen including a total 
amount of testosterone 
undecanoate over a 24- hour 
period of time in the range of 
from approximately 350 mg to 
approximately 650 mg.”  
 
Plain and ordinary meaning, 
which is “orally administering a 
daily dosing regimen of a 
testosterone-undecanoate 
composition that provides 
[approximately 360 mg to 
approximately 480 mg]; 
[approximately 350 mg to 
approximately 650 mg]; 
[approximately 450 mg or 
approximately 480 mg]” 

“Orally administering to a male a 
[first (for ’858 claims)] daily dose 
over a 24-hour period of time of 
testosterone undecanoate in the 
range of  
 
[from 359.5 mg up to but not 
including 480.5 mg] 
 
[from 349.5 mg up to but not 
including 650.5 mg] 
 
[from 449.5 up to but not 
including 450.5 mg or from 479.5 
up to but not including 480.5 mg]” 
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 Clarus and Lipocine disagree about the meaning of the term “about.”  Dkt. No. 86, at 72–

78.  Lipocine argues that the term “about” should be construed to mean “approximately.”  Clarus, 

on the other hand, argues for a more restrictive definition of the term “about.”   

Clarus argues that the ranges of daily dose amounts “are described in whole numbers with 

significance to the ‘ones’ place, indicating that a variance of 1 mg denotes a significant difference 

in dose that is not encompassed by the term ‘about.’”  Dkt. No. 86, at 75.  Under that approach, 

Clarus would limit the term “about 480 mg” to a range of “from 479.5 mg up to but not including 

480.5 mg,” i.e., values that would be rounded to 480 mg.  Id. at 76.   

Words of degree, such as “about,” “approximately,” or “substantially,” are extremely 

common in issued patents.  See Deere & Co. v. Bush Hog, LLC, 703 F.3d 1349, 1359 (Fed. Cir. 

2012) (“This court has repeatedly confirmed that relative terms such as ‘substantially’ do not 

render patent claims so unclear as to prevent a person of skill in the art from ascertaining the scope 

of the claim.”); Ecolab, Inc. v. Envirochem, Inc., 264 F.3d 1358, 1367 (Fed. Cir. 2001) (“[L]ike 

the term ‘about,’ the term ‘substantially’ is a descriptive term commonly used in patent claims.”). 

 While the word “about” does not have a universal meaning in patent claims, the Federal 

Circuit has held that “about” should be given its ordinary and accepted meaning of 

“approximately” unless the patentee redefines “about” in the specification or a special meaning 

for the term is otherwise discernible from the intrinsic or extrinsic evidence.  Ferring B.V. v. 

Watson Labs., Inc.-Fla., 764 F.3d 1382, 1389 (Fed. Cir. 2014) (citing Merck & Co. v. Teva 

Pharms. USA, Inc., 395 F.3d 1364, 1369–70 (Fed. Cir. 2005)); Pall Corp. v. Micron Separations, 

Inc., 66 F.3d 1211, 1217 (Fed. Cir. 1995); Modine Mfg. Co. v. U.S. Int’l Trade Comm’n, 75 F.3d 

1545, 1554 (Fed. Cir. 1996); Sun Pharm. Indus. Ltd. v. Saptalis Pharms., LLC, Civil Action No. 

18-648, 2019 WL 2549267, at *4 (D. Del. June 19, 2019).  Generally, the use of the word “about” 
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is understood as a means of “avoid[ing] a strict numerical boundary to the specified parameter,” 

and the range encompassed by the term “must be interpreted in its technological and stylistic 

context.”  Ortho-McNeil Pharm., Inc. v. Caraco Pharm. Labs., Ltd., 476 F.3d 1321, 1326 (Fed. 

Cir. 2007). 

While in this case the term “about” is defined in the specification, that definition is not a 

restrictive one.  Rather, the specification of each of the patents in suit defines the term “about” to 

mean “to provide flexibility to a numerical range endpoint by providing that a given value may be 

‘a little above’ or ‘a little below’ the endpoint.”  ’858 patent, col. 8, ll. 56–58.   That definition, 

which by its terms is intended to provide some flexibility to the recited numerical values, means 

effectively the same thing as “approximately.”  It also suggests that the inventors did not intend to 

bind themselves to a strict numerical limit such as the one in Clarus’s proposed construction.   

  As the Federal Circuit’s caselaw makes clear, in order to justify adoption of a more 

restrictive definition for the term “about,” there must be support for such a restrictive definition in 

the specification or the particular field of art.  Ortho-McNeil, 476 F.3d at 1326.  There is no such 

support here.  Clarus argues that the dose amounts set forth in several of the specification examples 

are given with specificity, to the milligram, and that the dose amounts set forth in the claims should 

therefore be interpreted to depart from the recited values by no more than one-half milligram.  Dkt. 

No. 86, at 75–76.  There are several problems with that argument.   

 First, the values set forth in the examples to which Clarus refers are simply the amounts of 

each component that were used in particular examples; those amounts are not prescriptive.  By 

contrast, the dosage values set forth in the claims do not appear to be specific to three figures, but 

typically only to two or even one, i.e., many of the values are given in even hundreds of milligrams, 

which does not convey precision to the milligram.  It is therefore not possible to infer from the 
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manner in which the values are recited in a few of the examples that only a rounding range of plus-

or-minus one-half milligram was what was intended by the use of the term “about.”  In fact, it 

would be counterintuitive, to say the least, to accord that interpretation to the term “about,” since 

in the absence of the word “about,” a stated value of a certain number of milligrams would be 

understood to encompass the rounding range for that value, as explained in one of the cases Clarus 

relies on.  See Abbott Labs. v. Lupin Ltd., 753 F. Supp. 2d 382, 418, 420 (D. Del. 2010).  Under 

Clarus’s construction, the term “about” would add nothing to the claim language.7 

 Contrary to Clarus’s contention, the prosecution history of Lipocine’s patents does not 

buttress its argument.  Clarus relies (Dkt. No. 86, at 75) on a portion of the prosecution history in 

which the applicants stated that a prior art formulation did not meet the pharmacokinetic 

limitations in the applicants’ claims.  See Dkt. No. 87-16, Exh. 8H, at 12.  There was no assertion 

by the applicants in the cited excerpt from the prosecution history suggesting any limitation on the 

scope of the term “about.”  The inference that Clarus would draw from the discussion—that the 

applicants were effectively conceding that a 12% testosterone concentration is not “about 14%” 

and thus that the term “about” cannot be as much as one part in 12—is too attenuated to be 

persuasive. 

Clarus also notes that on several occasions the prosecution history referred to the claimed 

dose ranges without using the term “about.”  According to Clarus, that omission indicates that the 

term “about” includes “only insignificant variation of a given value.”  Dkt. No. 86, at 76.  A review 

 
7  Pressing its point to its logical extreme, Clarus argued in response to questioning that in 

the absence of the word “about,” a claim to a particular value would literally cover only precisely 
that value, i.e., a claim reciting, for example, the administration of 50 mg of a drug would literally 
cover only the administration of exactly that amount of the drug.  Yet there is no dosage of a drug 
in the real world that is exactly 50 mg.  Thus, the implication of Clarus’s position is that there can 
be no literal infringement of a claim containing a limitation providing for the administration of a 
particular amount of a drug unless words such as “about” or “approximately” are appended to the 
limitation, a dubious proposition. 
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of the cited passages from the prosecution history indicates that the references to the dose ranges 

were shorthand descriptions of the claim language, and were not intended to suggest that the term 

“about” should be read out of the claims or otherwise regarded as reflecting a de minimis deviation 

from the recited values.  See Dkt. No. 88-18, Exh. 11M, at 8; Dkt. No. 87-12, Exh. 8D, at 9; Dkt. 

No. 87-18, Exh. 8J, at 10.     

 Clarus relies on Abbott Labs. v. Lupin Ltd., 753 F. Supp. 2d 382, 420–22 (D. Del. 2010), 

to support its restrictive construction of the term “about,” but that case is not helpful to it.  The 

court in Abbott adopted the magistrate judge’s decision that recommended different constructions 

for a number of “about” terms in dispute.  Id. at 418.  For many of the disputed “about” terms, the 

court construed “about” to mean “approximately,” in part because that reflected the customary 

meaning of the term as understood by a person of ordinary skill in the art.  See, e.g., id. at 419–20.  

Clarus relies on a portion of the court’s decision that recommended a strict numerical limit for 

another of the “about” limitations.  Id. at 420. With respect to that limitation, the court noted that 

in describing particular values for the patented product and the competitor’s product, the 

specification of two of the patents in suit used “numbers described to the first decimal place, e.g., 

‘+/- 79.0’ for Niaspan®, and ‘54.3’ for a competitor’s product.”  Id. at 420.  In that context, the 

court adopted a construction of “about 44” to mean no less than 43.5.  There is no equivalent 

degree of precision with respect to the described doses in the ’858 patent, so there is no reason to 

depart from the ordinary meaning of the term “about” as meaning “approximately.” 

 In fact, the specification and the prosecution history provide guidance for the construction 

of the term “about” that is inconsistent with Clarus’s proposed construction.  Those sources 

provide sufficient definiteness to the term “about,” as it is used in the patent, to overcome the 

defendants’ invalidity challenge.  That is true for several reasons. 
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 To begin with, the ’858 patent specification describes various dose amounts with varying 

degrees of specificity.  In the examples and accompanying tables in the specification, many dose 

amounts appear to be expressed in hundreds of milligrams, such as Example 10 (100 mg); 

Examples 1, 3, 6, 20, and 21 (200 mg), Example 35 (300 mg), and Example 40D (1000 mg).  Many 

others appear to be expressed in tens of milligrams, such as Example 12–13 and 34 (40 mg), 

Example 4 (180 mg), Examples 5, 22–25, and 33 (240 mg), Examples 26–29 (250 mg), Example 

31 (320 mg), and Example 32 (490 milligrams).  Some appear to be expressed in 5 milligram 

increments, such as 75 mg (Examples 14–15 and 16–18), 125 mg (Example 19), and 225 mg 

(Examples 2 and 11).  Only a few are clearly expressed as specific amounts to the milligram, such 

as 368 mg (Example 30 as set forth in Table XV), and 632 mg (Examples 44 and Example 45 as 

set forth in Table XXI).     

The varying ways that doses are expressed in the examples casts substantial doubt on 

Clarus’s argument that the term “about” can mean no more than half a milligram above or below 

the recited value, regardless of how the value is expressed.  The frequent use of round numbers in 

the examples and tables counsels against reading the dosage values in the patents as if they 

prescribed precise values, for which the term “about” cannot extend even one milligram above or 

below the recited values.   

Moreover, several of the examples use ranges, strongly suggesting that variations in the 

dose amounts within those ranges would be considered immaterial to the performance of the 

claimed methods.  In fact, the ranges set forth in some of the examples give some indication as to 

what the inventors regarded as encompassed within the meaning of the term “about.”  For those 

dosage values that were expressed in ranges, as found in examples 15A, 40, 41, and 45 (as 
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described in Table XX), the permitted variation is between 30 and 100 mg, which are much greater 

amounts than the plus-or-minus one-half milligram range proposed by Clarus.   

Significantly, the prescribed dose amount for Example 45 was given as 632 mg in Tables 

XXI and XXII, but was given as a range of 580–650 mg in Table XXIII.  That suggests that, for 

the purposes of that example, the patentees regarded dose amounts in the range of 580 to 650 mg 

as not materially different from the specific dose amount of 632 mg set forth in Tables XXI and 

XXII.  Those numbers provide some guidance as to the minimum amount that would be regarded 

as falling within the range covered by the term “about” as used in the ’858 patent. 

 Finally, in Clarus’s sur-reply, Clarus contends that to construe the term “about” to mean 

“approximately” does not add any precision to the claim construction, but merely substitutes one 

vague term for another.  Dkt. No. 86, at 78.  As a result, Clarus contends, the construction of the 

term “about” will effectively be left to the jury.  By doing so, Clarus argues, the court will be 

abdicating on its obligation to construe all terms as to which there is a dispute between the parties, 

and instead leaving the dispute to be resolved by the jurors.  See O2 Micro Int’l Ltd. v. Beyond 

Innovation Tech. Co., 521 F.3d 1351, 1361 (Fed. Cir. 2008). 

 That argument is based on an overly broad interpretation of the O2 Micro case.  The court 

is not required to resolve any issue involving the scope of the claims as to which the parties could 

disagree.  As the Federal Circuit pointed out in PPG Indus. v. Guardian Indus. Corp.:  

Claims are often drafted using terminology that is not as precise or specific as it 
might be.  As long as the result complies with the statutory requirement to 
“particularly point[] out and distinctly claim[] the subject matter which the 
applicant regards as his invention,” . . . that practice is permissible.  That does not 
mean, however, that a court, under the rubric of claim construction, may give a 
claim whatever additional precision or specificity is necessary to facilitate a 
comparison between the claim and the accused product.  Rather, after the court has 
defined the claim with whatever specificity and precision is warranted by the 
language of the claim and the evidence bearing on the proper construction, the task 
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of determining whether the construed claim reads on the accused product is for the 
finder of fact. 
 

156 F.3d 1351, 1355 (Fed. Cir. 1998) (alterations in original); see also Acumed LLC v. Stryker 

Corp., 483 F.3d 800, 806 (Fed. Cir. 2007) (“[A] sound claim construction need not always purge 

every shred of ambiguity.  The resolution of some line-drawing problems . . . is properly left to the 

trier of fact.”); Honeywell Int’l, Inc. v. Nikon Corp., 642 F. Supp. 2d 322, 328 (D. Del. 2009). 

 Accordingly, I construe the term “about” in the various claims of the four patents in suit, 

when that term is used in connection with the recitation of dosing regimens, to mean 

“approximately.”  

9.  Term 9:  “steady state target serum testosterone concentration Cave range” and 
“target serum testosterone concentration Cave range.” 

Claim Term Plaintiff’s Proposed Construction Defendant’s Proposed 
Construction 

“steady state target serum
testosterone concentration
Cave range” 
 
and 
 
“target serum testosterone 
concentration Cave range” 
 
Claims: ’858 patent, 
claims 1, 2, 3, 7, 14, 17, 
18, 22, 26, 27 

“the target serum concentration 
range, as determined by the area 
under the curve divided by the time 
period, at achievement of a stable 
response in serum total testosterone 
levels to exogenously administered 
testosterone undecanoate” 
 
and 
 
“the target serum concentration 
range as determined by the area 
under the curve divided by the time 
period” 

Indefinite. 

 
 Lipocine offers definitions for the phrases “target serum testosterone concentration” and 

“steady state serum testosterone concentration” that are consistent with the way they are used in 

the ’858 patent.  Clarus does not offer a competing proposed construction of those phrases, but 

instead contends that the phrases are indefinite because of the use of the term “target . . . range.”  
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Clarus also argues that the term “steady state” would be understood by a person of skill in the art 

to refer to a state achieved on a day that is at least 15 days after the start of the initial regimen. 

 Lipocine’s definition of the phrases at issue may be unnecessarily complex, but it is 

accurate.  As for Clarus’s arguments, I rejected Clarus’s indefiniteness argument as to the phrase 

“target . . . range” in section A.1 of this order.  In section B.1 this order, I rejected Clarus’s 

argument that the term “steady state” must invariably be determined at least 15 days after the 

beginning of the initial regimen.   

Accordingly, I construe the term “steady state target serum testosterone concentration 

Cave range” to mean “the target serum concentration range, as determined by the area under 

the curve divided by the time period, at achievement of a stable response in serum total 

testosterone levels to exogenously administered testosterone undecanoate, which is typically 

achieved after at least 15 days following the start of a dosing regimen.”  I construe the term 

“the target serum concentration Cave range,” to mean “the target serum concentration range 

as determined by the area under the curve divided by the time period.” 

10.  Term 10:  “sufficient to provide a serum testosterone plasma concentration 
within the target range” 

Claim Term Plaintiff’s Proposed 
Construction 

Defendant’s Proposed 
Construction 

“sufficient to provide a 
serum testosterone 
plasma concentration 
within the target range” 
 
Claims: ’858 patent, 
claims 1, 2, 3, 7, 
14, 17, 18 

“sufficient to provide a total 
testosterone concentration 
which is the sum of the 
bioavailable testosterone 
including free and protein-
bound testosterone 
concentrations within the target 
range” 

Indefinite. 

 
 Clarus argues that Term 10 is indefinite because the claims fail to define what is meant by 

“sufficient to provide,” and because the claims do not include any method step for determining 
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whether a maintenance daily dose is “sufficient.”  Dkt. No. 86, at 82.  I rejected those contentions 

in section A.4 of this order and will not repeat that analysis here.   

Clarus also contends that “steady state” would refer to a day that is at least 15 days 

following the start of the initial regimen.  Id.  Although it is unclear why Clarus raises its “steady 

state” argument with respect to Term 10, I note that I rejected Clarus’s arguments regarding that 

phrase in section B.1 of this order. 

Aside from those two arguments raised by Clarus, there appears to be no other dispute 

regarding Term 10.  Lipocine defines the disputed term according to its plain terms, except to add 

“which is the sum of the bioavailable testosterone including free and protein-bound testosterone 

concentrations” as a definition of the term “total testosterone concentration.”  While Lipocine’s 

construction appears to be accurate (and Clarus does not challenge its accuracy), it is not clear that 

the additional language is necessary.  It would seem superfluous unless a dispute develops over 

the meaning of the term testosterone plasma concentration.  Accordingly, I conclude that the phrase 

“sufficient to provide a serum testosterone plasma concentration within the target range” is 

clear on its face and needs no construction. 

11.  Term 11:  “group of hypogonadal subjects”/ “group of males”/ “group of 
hypogonadal male subjects” 

Claim Term Plaintiff’s Proposed 
Construction 

Defendant’s Proposed 
Construction 

“a mean serum testosterone Cave 
in a range of 350-800 ng/dL in a 
group of hypogonadal subjects 
having 24 hypogonadal males” 
 
and 

Plain and ordinary meaning, which 
is “a mean serum testosterone 
Cave in a range of 350-800 ng/dL 
in a group of hypogonadal subjects 
comprising 24 males” 
 

Indefinite. 
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“when used with a group of males 
provides a mean serum  
concentration in the range of about 
350 ng/dL to 800 ng/dL” 
 
and 
 
“wherein said method 
(i) provides a serum testosterone 
Cave of 300 ng/dL to 1100 ng/dL 
in at least 75% of a group of 
hypogonadal male subjects and ii) 
provides a) a serum testosterone 
Cmax of less than 1500 ng/dL in 
at least 85% of the subjects in the 
group; b) a serum testosterone 
Cmax of about 1800 ng/dL to 
about 2500 ng/dL in 5% or less of 
the subjects in the group; or c) a 
serum testosterone Cmax greater 
than 2500 ng/dL in about 1% or 
less of the subjects in the group.” 
 
Claims: ’858 patent, claims 18, 26 
’057 patent, claim 25 
’690 patent, claim 23 

and 
 
“when used with a group of at least 
24 males results in a mean serum 
testosterone concentration in the 
range of approximately 350 ng/dL 
to approximately 800 ng/dL.” 
 
and 
 
“wherein said method (i) provides 
a serum testosterone Cave of 300 
ng/dL to 1100 ng/dL in at least 
75% of a group of at least 24 
hypogonadal males subjects and ii) 
provides a) a serum testosterone 
Cmax of less than 1500 ng/dL in at 
least 85% of the at least 24 male 
subjects in the group; b) a serum 
testosterone Cmax of about 1800 
ng/dL to about 2500 ng/dL in 5% 
or less of the subjects in the at least 
24 male subjects in the group; or c) 
a serum testosterone Cmax greater 
than 2500 ng/dL in about 1% or 
less of the at least 24 male subjects 
in the group.” 

 

  
Lipocine argues that the terms “group of hypogonadal subjects,” “group of males,” and 

“group of hypogonadal male subjects” should be given their plain and ordinary meaning.  Clarus 

does not offer a proposed construction for those terms.  Instead, it contends that the limitations in 

which those terms appear—limitations that refer to “a mean serum testosterone Cave . . . in a group 

of hypogonadal male subjects,” “when used with  a group of males,” and “wherein said method (i) 

provides a serum testosterone Cave of 300 ng/DL to 1100 ng/dL in at least 75% of a group of 

hypogonadal male subjects”—are indefinite.  Dkt. No. 86, at 86–87.   

To begin with, Clarus argues that the scope of the claims in which those limitations appear 

is unclear because the claims “do not define how the daily dose of the maintenance regimen is to 
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be selected or what is meant by ‘based on’ or ‘determined by.’”  Id. at 86.  That problem is 

exacerbated, according to Clarus, “given that these claims recited pharmacokinetic results that are 

to be achieved not just in one hypogonadal male, but in a group of hypogonadal subjects.”  Id. at 

87.  According to Clarus, “[n]one of the claims define whether the conditions of administration 

(e.g., initial daily dose, fat content of the meal, dosing regimen, time of day) to each male in the 

group is required to be the same, or different, or whether the dose titration metric used with each 

male is the same, or different, or whether the means by which the maintenance daily dose is 

‘determined’ or ‘based on’ the dose titration metric is the same, or different.”  Id.  

 The terms at issue do not render the claims indefinite.  The specifications define the terms 

“hypogonadal,” “group,” and “subjects.”  See ’858 patent, col. 5, ll. 17–42.   In so doing, the 

specifications provide that such a “group” consists of at least 24 subjects.  Although Clarus 

complains that the claims do not make clear such factors as the dosage regimen, the time of day, 

the initial daily dose, and whether the doses of testosterone undecanoate are administered with 

food, the specifications make clear that such factors can be varied while still practicing the claimed 

invention.  See, e.g., 858 patent, col. 6, ll. 30–35; id. at 20, ll. 14–16; id. at col. 22, line 65, through 

col. 23, line 33.  For that reason, the absence of information on those factors, as it relates to the 

group of hypogonadal subjects, does not lead to a finding of indefiniteness.   

Finally, with respect to Clarus’s contention that the claims are indefinite because of the 

indefiniteness of the words “based on,” I have rejected that contention in part A.4 of this order.  

Clarus’s argument that the term “determined by” is indefinite appears to refer to an earlier portion 

of the joint claim construction brief, Dkt. No. 86, at 30, where Clarus briefly contended that a 

person of ordinary skill in the art “would not know how to determine whether a given daily dose 

in a maintenance regimen is ‘sufficient’ because whether the dose selected is ‘sufficient’ depends 
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on the ‘target . . . range’ to be achieved by the claimed method, as well as the selection of a dose 

titration metric and steps for determining whether dose adjustment is warranted.”  I rejected that 

argument in section A.4 of this order. 

Accordingly, the terms “group of hypogonadal subjects,” “group of males,” and “group of 

hypogonadal male subjects” will be given their plain and ordinary meanings and need no 

construction.  Clarus’s argument that these terms are indefinite is rejected. 

12.  Term 12:  “based on the serum testosterone level determined in step (b)” 

Claim Term Plaintiff’s Proposed 
Construction 

Defendant’s Proposed 
Construction 

“based on the serum 
testosterone level 
determined in step (b)” 

Claims: ’057 patent, 
claims 2, 4, 5, 7, 9, 14, 
17, 18, 21 and 25 
’690 patent, claims 4, 7, 
8, 11, 12, 14, 17, 18, 21, 
23 
’390 patent, claims 1, 4, 
7, 9, 11, and 12 

Plain and ordinary meaning, 
which is “based on the serum 
testosterone level measured in 
step (b).” 

Indefinite. 

 
Lipocine argues that the phrase “based on the serum testosterone level determined in step 

(b)” should be given its plain and ordinary meaning.  Clarus does not offer a construction, but 

argues that the phrase is indefinite.  I rejected Clarus’s indefiniteness argument in section A.4 of 

this order.  I therefore find, for present purposes, that the phrase needs no construction.  However, 

if a dispute as to the meaning of the phrase should develop later in the litigation, I will provide a 

construction at that time. 

13.  Term 13:  “ratio of serum testosterone Cmax to Cave of 2.7 or less or provides a 
dose-normalized serum testosterone Cave of about 1.9x10−6 dL−1 or higher” 

Claim Term Plaintiff’s Proposed 
Construction 

Defendant’s Proposed 
Construction 
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“ratio of serum testosterone 
Cmax to Cave of 2.7 or less or 
provides a dose-normalized 
serum testosterone Cave of 
about 1.9x10−6 dL−1 or higher.” 
 
Claims: ’858 patent, claims 1, 2, 
3, 7, 14, 17, 18 

Plain and ordinary meaning, 
which is “the ratio of serum 
testosterone Cmax to Cave is 
2.7 or less or a dose-normalized 
average serum testosterone 
concentration of approximately 
1.9×10−6 dL−1 or higher.” 

Indefinite. 

 
Lipocine argues that the phrase “ratio of serum testosterone Cmax to Cave of 2.7 or less 

or provides a dose-normalized serum testosterone Cave of about 1.9x10−6 dL−1 or higher” 

should be given its plain and ordinary meaning.  Clarus does not offer a competing construction, 

but contends that the phrase is indefinite.  I have addressed and rejected Clarus’s indefiniteness 

argument in section A.2 of this order and will not repeat that analysis here.  I therefore find that 

the phrase needs no construction.  However, if a dispute arises as to the meaning of the term later 

in the litigation, I will construe it at that time.   

* * * 

While this order sets forth my constructions of the various disputed claim terms and 

phrases, it is important to note that the constructions I have adopted are not necessarily set in stone.  

As the case develops, it may become evident that the constructions should be altered or at least 

refined.  The Federal Circuit has made clear that a district court may adopt an “evolving” or 

“rolling” claim construction, in which the court’s construction of claims evolves as the court better 

understands the technology and the patents at issue.  See Wi-Lan USA, Inc. v. Apple Inc., 830 F.3d 

1374, 1385 (Fed. Cir. 2016), (“We have long held that a district court may ‘engage in rolling claim 

construction in which the court revisits and alters its interpretation of the claim terms as its 

understanding of the technology evolves.’”) (quoting Conoco, Inc. v. Energy & Envtl. Int’l, L.C., 

460 F.3d 1349, 1359 (Fed. Cir. 2006)); Pressure Prods. Med. Supplies, Inc. v. Greatbatch Ltd., 

599 F.3d 1308, 1316 (Fed. Cir. 2010) (“[D]istrict courts may engage in a rolling claim 
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construction, in which the court revisits and alters its interpretation of the claim terms as its 

understanding of the technology evolves.”) (quoting Pfizer, Inc. v. Teva Pharms. USA, Inc., 429 

F.3d 1364, 1377 (Fed. Cir. 2005)); Utah Med. Prods., Inc. v. Graphic Controls Corp., 350 F.3d 

1376, 1381–82 (Fed. Cir. 2003) (same); Jack Guttman, Inc. v. Kopykake Enters., Inc., 302 F.3d 

1352, 1361 (Fed. Cir. 2002) (same); Viiv Healthcare Co. v. Gilead Scis., Inc., Civil Action No. 18-

224, 2020 WL 567398, at *4 (D. Del. Feb. 5, 2020); Vehicle IP, LLC v. Cellco P’ship, C.A. No. 

09-1007, 2017 WL 2345556, at *1 n.1 (D. Del. May 30, 2017); Yodlee, Inc. v. Plaid Techs., Inc., 

C.A. No. 14-1445, 2016 WL 204372, at *3 (D. Del. Jan. 15, 2016).  However, for present purposes 

and in the absence of some substantial reason to alter the construction of particular terms, the 

constructions set forth in this order will control. 

IT IS SO ORDERED. 

SIGNED THIS 20th day of March, 2020 
 
 
 

 
       

___________________________ 
WILLIAM C. BRYSON 
UNITED STATES CIRCUIT JUDGE 
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