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Teva v. Corcept

• Teva Pharms. USA, Inc. v. Corcept Therapeutics, Inc., No 21-
1360 (Fed. Cir. Dec. 7, 2021)

• Corcept markets a 300 mg mifepristone tablet under the name Korlym®. 
― Original label recommended a starting dose of 300 mg once daily up to a 

maximum of 1200 mg once daily, but with a warning to limit the mifepristone 
dose to 300 mg once daily when used with strong CYP3A inhibitors.

• The FDA required Corcept to conduct a drug-drug interaction clinical trial of 
mifepristone and ketoconazole (a strong CYP3A4 inhibitor). 

― FDA also provided an Office of Clinical Pharmacology memorandum (“Lee”) 
explaining that the drug-drug interaction study was necessary to determine 
whether there was a safety risk in co-administration of CYP3A inhibitors and 
mifepristone.
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Teva v. Corcept (con’t)

• Based on the subsequent drug-drug interaction study, 
Corcept received U.S. Pat. No. 10,195,214.

― Claim 1. A method of treating Cushing’s syndrome in a patient who 
is taking an original once-daily dose of 1200 mg or 900 mg per day 
of mifepristone, comprising the steps of:

― reducing the original once-daily dose to an adjusted once-daily 
dose of 600 mg mifepristone,

― administering the adjusted once-daily dose of 600 mg 
mifepristone and a strong CYP3A inhibitor to the patient,

― wherein said strong CYP3A inhibitor is selected from the group 
consisting of [ ].

― The patent reflects the drug-drug interaction study by allowing up 
to 600 mg of mifepristone in combination with the strong inhibitor. 

― Original label clearly contradicted this. 
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Teva v. Corcept (con’t)

• Corcept sued Teva for infringement of the ’214 patent. Teva petitioned 

for PGR, arguing that the ’214 claims were obvious based on the 

Korlym® label and Lee, optionally in combination with FDA guidance on 

drug-drug interaction studies. 

• PTAB: Upheld claims.
― Teva failed to show that a POSITA “would have had a reasonable 

expectation of success for safe co-administration of more than 300 mg of 

mifepristone with a strong CYP3A inhibitor.” 

― Conclusion supported by construction of the claims to require safe 

administration of mifepristone (even though that was not recited in the 

claims) and a rejection of Teva’s expert’s testimony that “based on the 

Korlym® label and Lee, ‘it was reasonably likely that 600 mg [per day of 

mifepristone] would be well tolerated and therapeutically effective when 

co-administered with a strong CYP3A inhibitor.’” 
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Teva v. Corcept (con’t)

• FC: Affirmed. 

• “The Board applied the correct standard, requiring only a reasonable 

expectation of success and tying its analysis to the scope of the claimed 

invention.” 

• Acknowledging that “[a]bsolute predictability is not required[,]” it was 

Teva’s burden to prove a reasonable expectation of success for a 600 mg 

dosage. 

• But Teva failed to show that a POSITA would have had a reasonable 

expectation of success for 300 mg and “no expectation as to whether co-

administering dosages of mifepristone above the 300 mg/day threshold set 

forth in the Korlym label would be successful.’”
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Teva v. Corcept (con’t)

• FC: Affirmed. 

• “Because there was no expectation of success for any dosages over 300 mg per 

day, there was no expectation of success for the specific 600 mg per day 

dosage. … Nothing about this analysis required precise predictability, only a 

reasonable expectation of success tied to the claimed invention.” 

• Monotherapy doses above 300 mg per day do not change this conclusion since 

the claim is limited to co-administration doses. 

― A POSITA would not have expected monotherapy and co-administration dosages to 

behave similarly. 

• Substantial evidence supported the PTAB’s finding that the condition ranges 

disclosed in the prior art did not overlap with the claimed invention. 

― The prior art warned against co-administration doses of more than 300 mg per day. 
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Teva v. Corcept Take Aways

• Showing obviousness requires both a motivation to modify/combine the prior 
art AND a reasonable expectation of success at arriving at the claimed 
invention. 
• “Obviousness does not require absolute predictability, but a reasonable expectation 

of success is necessary.” In re Clinton, 527 F.2d 1226, 1228 (CCPA 1976). 
• This undermines an “obvious to try” argument

• Importance of claim construction. 
• Corcept’s claims were construed to require safe administration, even though that 

was not recited in the claims. 
• The PTAB and the Federal Circuit focused on precisely what the clinical trials showed 

and what Corcept wisely claimed. 
• Underpinned the conclusion that the success of the claimed invention could not 

have been reasonably expected. 

• Caution when selecting an expert. 



Label Matching Claim Matching Clinical 

Trial Results

● Sanofi v. Watson, 875 F.3d 636 (Fed. Cir. 2017)

● Multaq® is the brand name version of dronedarone, an 

antiarrhythmic agent directed towards the treatment of heart 

rhythm problems in patients with atrial fibrillation (Indication 1).

● However, dronedarone also has the risk of doubling mortality 

rates in patients who have severe heart failure (NYHA Class IV or 

Class III with a recent hospitalization for heart failure) (SHF risk).
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Label Matching Claim Matching Clinical 

Trial Results

● Sanofi v. Watson, cont.
● Claim US ‘167: A method of decreasing a risk of cardiovascular hospitalization in a 

patient, said method comprising administering to said patient an effective amount 

of dronedarone or a pharmaceutically acceptable salt thereof, twice a day with a 

morning and an evening meal, wherein said patient does not have severe heart 

failure, (i) wherein severe heart failure is indicated by: a) NYHA Class IV heart failure 

or b) hospitalization for heart failure within the last month; and (ii) wherein said 

patient has a history of, or current, paroxysmal or persistent non-permanent atrial 

fibrillation or flutter; and (iii) wherein the patient has at least one cardiovascular 

risk factor selected from the group consisting of:

I. an age greater than or equal to 75;

II. hypertension;

III. diabetes;

IV. a history of cerebral stroke or of systemic embolism;

V. a left atrial diameter greater than or equal to 50mm; and

VI. a left ventricular ejection fraction less than 40%.
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History Of  Multaq® Drug Development

1998

• Sanofi files application in France  that established priority date for the ’800 patent on 
dronedarone composition.

2001-
2003

• EURIDIS and ADONIS clinical trials: effect of dronedarone effect on atrial fibrillation 
or flutter → Indication 1.

2002

• ANDROMEDA clinical trials: designed to test the effects of dronedarone on patients with 
symptomatic heart failure and severe heart failure symptoms.

• Dronedarone actually increased mortality from heart failure; trial terminated early → SHF Risk.

2005-
2008

• ATHENA clinical trial: designed to address the potential for clinical benefits of dronedarone that 
earlier trials EURIDIS AND ADONIS had indicated. 

• ATHENA found positive results for dronedarone – led to the filing of the ’167 patent, with four 
priority documents filed in 2008, two in France and two at the EPO.

2009

• Sanofi receives FDA approval for Multaq®

• ’167 patent application filed.

14



Sanofi v. Watson Clinical Trial Results

Original Approved Label (07/01/2009): 
Section 14

14 CLINICAL STUDIES
14.1 ATHENA
14.2 EURIDIS and ADONIS
14.3 ANDROMEDA
14.4 PALLAS

Currently Approved Label (03/31/2014):

• The Indications and Usage Section 1 of both the original and 
final labels referenced the Clinical Studies of Section 14 of the 
label that identified the patients and provided results from the 
ATHENA clinical study and also the EURIDIS, ADONIS, and 
ANDROMEDA clinical studies. 

15



Sanofi v. Watson (con’t)

• Prior Art Ref. #1: reported results of EURIDIS and ADONIS 
trials
• “in a post hoc analysis, dronedarone significantly reduced the 

rate of hospitalization or death”

• Prior Art Ref. #2:  described rationale and design of 
ATHENA trial 
• “Since it was shown that dronedarone is not only capable of 

maintaining [siunus rhythm] in many patients, but also of 
controlling heart rate in case of [atrial fibrillation] relapses, it is 
expected that treatment with this compound will result in a 
significant reduction in the need of rehospitalization for 
cardiovascular reasons.”

16



Sanofi v. Watson (con’t)

• DC: Pre-launch litigation invoking 35 USC § 271(e)(2)A): Patents valid and 

labels induced infringement.

• FC: Affirmed.

― Liability for inducing infringement only if i) the defendant knew of 

the patent and ii) that the induced acts constitute patent 

infringement.

― It must be established that the defendant possessed specific intent 

to encourage another’s infringement such as i) it must be shown that 

the alleged infringer’s actions induced infringing acts and ii) that he 

knew or should have known his action would induce actual 

infringement.

17



Sanofi v. Watson (con’t)

― The required intent to encourage depends on the label; label must 

encourage, recommend or promote infringement. 

― There was considerable testimony that the label encouraged – and 

would have been known by Watson and Sandoz to encourage –

administration of the drug to those specific patients, hence causing 

infringement of the ‘167 patent (77% of Multaq® prescriptions were 

for patients with the claimed risks)

― Court found no legal or logical basis supporting the Watson and 

Sandoz contention that because Multaq® has substantial non-

infringing uses not forbidden by the proposed labels, it was not 

permissible to find intent to encourage an infringing use.

18



Sanofi : Why Did It Matter? 

10 More Years!
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Other “Sanofi-Style” Claims

● U.S. Pat. No. 10,300,065 

○ Claim 1. A method for reducing the rate of a composite endpoint of 
cardiovascular death, myocardial infarction, or stroke in a patient in 
recognized need thereof, comprising 

administering to the patient twice daily a pharmaceutical composition 
comprising 60 mg ticagrelor and a pharmaceutically acceptable carrier; 

wherein the patient has a history of myocardial infarction; 

wherein the patient is also administered a daily maintenance dose of aspirin 
of 75 mg to 150 mg; and 

wherein the rate of the composite endpoint in the patient is reduced relative 
to a dosing regimen where the patient receives the daily maintenance dose of 
aspirin of 75 mg to 150 mg only.

20



Other “Sanofi-Style” Claims
● U.S. Pat. No. 10,300,065 

○ Prosecution history: 

■ Rejection:  claims rejected for obviousness over Bonaca article disclosing clinical trial that 
led to claimed invention

● Bonaca “teaches the same method steps and administration of the same drugs and amounts” as 
claimed

● Purpose of Bonaca “was to examine whether slightly lower intensity in the chronic phase of 
long-term therapy may optimize the balance of efficacy and bleeding”

■ Response
● Examiner did not establish a prima facie case of obviousness.

● Based on Bonaca, a POSITA would not have had a reasonable expectation of successfully “reducing the rate of a 
composite endpoint of cardiovascular death, myocardial infarction, or stroke in a patient,” as recited in the 
claims 1 and 18. 

● “The facts of this case are nearly identical to the facts of the Sanofi case. … [The] statements in Bonaca are 
identical to the ‘it is expected’ statement in the article at issue in the Sanofi case—Bonaca does nothing more 
than state a ‘mere hypothesis’ of the trial outcome and makes no ‘concrete factual assertions’ that would have 
provided one skilled in the art with a reasonable expectation of success in arriving at the claimed invention.”

● “A [POSITA] could not have arrived at the claimed invention until the inventors had collected and analyzed the 
results of the PEGASUS-TIMI54 trial… . And as in the Sanofi case, those results led to the instant patent filing and 
FDA approval of BRILINTA® (ticagrelor) tablets at a new 60 mg does to be used in patients with a history of heart 
attack beyond the first year.”  

21



Other “Sanofi-Style” Claims

● U.S. Pat. No. 10,300,065 

○ Claims allowed. 

■ “The closest prior art is Bonaca…which teaches the 
proposed study to perform the claimed method. 
Nevertheless, no tests were conducted and Bonaca 
simply proposes the test with no outcomes. In light of 
the Sanofi case [], the speculative statements in 
Bonaca are not sufficient to render the claimed 
invention obvious. The applicants have sufficiently 
demonstrated the claimed results of the methods in 
several patients… to provide the claimed results. 
Thus, claims 1-21 are allowed.”
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Other “Sanofi-Style” Claims

● U.S. Pat. No. 10,300,065 

○ AstraZeneca AB v. Macleods Pharmaceuticals Ltd., 
No. 1-20-cv-01180 (D.DEL.)
■ Filed Sept. 3, 2020.
■ Consent judgment and permanent injunction Oct. 26, 

2020.

23



Take Aways from Sanofi

● The “see Clinical Studies” language (Section 14 of the 
Label), included in the FDA drug label in Section 1, was a 
factor that helped Sanofi prove induced infringement 
because the claim matched the label, which matched the 
results of the clinical trials.

● Safety/Efficacy of drug led to specific patient population 
with patent-claimed risk factors. 

○ Claims based on the safety and efficacy results of clinical trials that 
matched those set forth in the label. 

○ The matches existed at the time of filing. 

24



Label and Claim

● Fanapt® is the brand name version of iloperidone, 

for treating schizophrenia.

● Iloperidone has to be carefully titrated and carries a 

risk of QT prolongation (NB: QT prolongation is 

associated, imperfectly, with further adverse cardiac 

events including death); Vanda found that certain 

genotypes cleared drug more slowly (i.e. “CYP2D6 

poor metabolizers”), such that dosages needed to be 

halved or there could be a significant cardiac/safety 

concern.  

Vanda v West-Ward, 887 F. 3d 1117 (Fed. Cir. 2018)

25



Vanda v. West-Ward (con’t)

U.S. Patent 8,586,610

Claim 1. A method for treating a patient with iloperidone, wherein the patient is suffering from 

schizophrenia, the method comprising the steps of: 

determining whether the patient is a CYP2D6 poor metabolizer by: obtaining or having obtained a 

biological sample from the patient; and 

performing or having performed a genotyping assay on the biological sample to determine if the patient 

has a CYP2D6 poor metabolizer genotype; and 

if the patient has a CYP2D6 poor metabolizer genotype, then internally administering iloperidone to 

the patient in an amount of 12 mg/day or less, and if the patient does not have a CYP2D6 poor 

metabolizer genotype, then internally administering iloperidone to the patient in an amount that is 

greater than 12 mg/day, up to 24 mg/day, 

wherein a risk of QTc prolongation for a patient having a CYP2D6 poor metabolizer genotype is lower 

following the internal administration of 12 mg/day or less than it would be if the iloperidone were 

administered in an amount of greater than 12 mg/day, up to 24 mg/ day.

26



Vanda v. West-Ward (con’t)

Fanapt® label excerpts:

27



Vanda v. West-Ward (con’t)

U.S. Patent 8,586,610

• FC: Affirmed induced infringement and not invalid. 

● ’610 patent issued after initial ANDA and years after first approval of Fanapt® 

and W-W amended their ANDA and subsequently filed a Para. IV cert after 
Vanda listed the ‘610 patent in OB; CAFC said proper to consider amended ANDA 
under 271(e)(2)(A).

● Label Section 1, Indications and Usage, references 2.1, Dosage and 
Administration and 14, Clinical studies. 

● Label refers to poor metabolizers only in 12.3, Pharmacokinetics. 

● The ‘610 patent does not recite the clinical studies of the label but relies on 
pharmacogenetic study of 128 individuals. This is a difference from Sanofi v. 
Watson.

28



Vanda v. West-Ward (con’t)

U.S. Patent 8,586,610

• FC: Affirmed induced infringement and not invalid. 

● WW label “substantially identical” to that of Vanda.

● Vanda/patentees do not need to provide actual instance of direct 
infringement, rather, citing Sanofi: “the inducing act will be marketing by 
ANDA applicants of their generic … drugs with the label described” and 
the “induced act will be administration … by medical providers to 
patients meeting the criteria set forth in the [claims at issue]” 

● Therefore, W-W’s label “recommends that physicians perform the claimed 
steps.”

29



Take Aways from Vanda

● Consider the label as a whole as instructions/recommendations

• As in Sanofi, consider pointers in Section 1 Indications and Usage to relevant portions of the 

label, e.g., to Section 14 Clinical Studies and any other Section that contains information 

relevant to the patent claim, such as Section 12.3, Pharmacodynamics. 

● Safety/Efficacy of drug led to specific dosing regimen with patent-claimed risk 

factors. 

○ Consider key safety signals, dosage adjustments in MOT filings, consider reference to Clinical 

Studies Section 14 in Indication and Usage Section 1, i.e., info that cannot be carved out.  

○ Consider divided infringement when drafting claims – obtaining or having obtained a sample, 

performing or having performed a genotyping test;

○ Track label language - laboratory test vs genotyping test (genotypes described throughout the 

610 patent. 
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MPF Claims In Pharma

• Federico’s Commentary on the 1952 Act: Almost 70 years ago, pharma MPF 

was foreseen:
― The last paragraph of section 112 relating to so-called functional claims is new.  It provides that an 

element of a claim for a combination (and a combination may be not only a combination of 

mechanical elements, but also a combination of substances in a composition claim, or steps in a 

process claim) may be expressed as a means or step for performing a specified function, without 

the recital of structure, material or acts in support thereof.

• MPEP §2181 [R-10.2019].

• Broader literal claim scope (structure, material, or act described in spec and 

literal equivalents thereof) may help when doctrine of equivalents fading or 

otherwise not available.

• May provide more accuracy and clarity than purely structural characterization.
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MPF Claims In Pharma

Example (effective against 
ANDA applicant):

1.  A composition 
comprising:

component  A and 

means for [achieving 
some desirable 
outcome]. 

Example (effective against 
505(b)(2) applicant):

1.  A composition 
comprising:

means for [achieving some 
desirable outcome]; and 

a pharmaceutically acceptable 
carrier. 

32



Invoking §112(f)

“The threshold inquiry is whether the claims at issue invoke §112,
paragraph 6. The standard is whether a person of ordinary skill in the art
would understand that the claim terms recite a function but not sufficient
structure for performing the function. … Even if a claim term lacks the word
‘means,’ §112, paragraph 6 is invoked if the challenger shows that the claim
term fails to recite sufficiently definite structure or recites a function
without sufficient structure for performing that function.”

Synchronoss Techs., Inc. v. Dropbox, Inc., 987 F.3d 1358, 1367 (Fed. Cir. 2021)
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§112(f) - Claim Construction and Scope

• Construing a claim under §112(f)
• First Step: Determine the function of the means-plus-function 

limitation.

• Second Step: Determine the corresponding structure disclosed in the 

specification and equivalents thereof.

• If a claim term invokes §112(f):
• Corresponding disclosures of structure in the specification (and equivalents) 

are read as limitations into the claim (and the recited function is also a claim 
limitation).

34



• 35 U.S.C. § 112(b)

• “The specification shall conclude with one or more claims particularly 

pointing out and distinctly claiming the subject matter which the 

applicant regards as his invention.”

• “[Therefore t]he patent specification must disclose with sufficient 

particularity the corresponding structure for performing the claimed 

function and clearly link that structure to the function.” Triton Tech of 

Texas, LLC v. Nintendo of America, Inc., 753 F.3d 1375 (Fed. Cir. 2014)

• If one of ordinary skill would be unable to recognize structure in the 

specification that is clearly linked as corresponding to the means plus 

function element, the claim will be invalid as being indefinite under 

§112(b).

§ 112(b) Also Applies

35



Infringement of  a claim with 

§112(f) Limitation

• Literal infringement with §112(f) limitation:

• 1) perform identical function, and

• 2) include feature identical to, or equivalent to, 

disclosed structure or act corresponding to §112(f) 

limitation

― §112(f) equivalents evaluated at the time of application filing; 

they do not include after-arising technology.

• Doctrine of equivalents (DOE) infringement with §112(f) 

limitation is possible.
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Equivalents: §112(f) limitation vs. DOE 

• Similarity when determining §112(f) limitation equivalents 

and DOE equivalents:

• Insubstantial Differences 

― [function]-way-result test

• Interchangeability

• How §112(f) limitation equivalents differ from DOE 
equivalents:

• Narrowing amendments do not create a presumption of an 

estoppel barring equivalents 

(i.e., Festo should not apply)  
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Chemical MPF Claim In USPTO Training 

Materials

5. A laundry detergent composition comprising:
a) a cleaning adjunct selected from the group consisting of a fragrance, a 

surfactant, and a germicide; and
b) a variant alpha-amylase enzyme having an amino acid sequence that 

has at least 90% identity to SEQ ID NO: 6, with
c) means for causing the variant alpha-amylase enzyme to have 

increased thermostability relative to BSG.

6. The laundry detergent composition of claim 5, further comprising:
d) means for maintaining a hue in fabrics.

Source: https://www.uspto.gov/pa cnt/laws-and-regulations/examination-policy/examination-guidance-and-training-materials

38
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Linking Tables

Claim limitation Specification

“means for making said formulation 
stable at 24 months when stored at 
room temperature”

“there . . . exists a need for an appropriate range of 
concentrations for both the 5-HT3 receptor antagonist and 
its pharmaceutically acceptable carriers that would facilitate 
making a formulation with . . . increased stability.”  give 
chapter and verse

“[t]he inventors have . . . discovered that by adjusting the 
formulation’s pH and/or excipient concentrations it is 
possible to increase the stability of palonosetron 
formulations.” give chapter and verse

“exemplary embodiments that demonstrate what means 
(i.e., structure and/or materials and/or acts) could be used to 
increase the stability of palonosetron formulations” give 
chapter and verse

39
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Claim No. Recited function Exemplified structures and/or 
materials and/or acts disclosed in 

the Specification of the 
application filed herewith

Claim 10 “means for making said formulation 
stable at 24 months when stored at 
room temperature”

Page 9, lines 7-9; and Example 4 
(page 14) 

Claim 11 “means for making said formulation 
stable at 18 months when stored at 
room temperature”

Page 9, lines 7-9; and Example 4 
(page 14) 

Linking Tables
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Linking Tables

Claim limitation Specification

“means for effectively treating 
ulcerative colitis in humans”

““Finally, regarding 35 U.S.C. § 112, paragraph 1, MPEP § 2181 instructs 
that the specification (or the prosecution history) must clearly link the 
structure (or materials) to the function recited in the claim[.] … That 
requirement of 35 U.S.C. § 112, paragraph 1, is clearly met because, as 
explained above, Example 4, which demonstrates that the effective 
treatment of UC in humans (the function of part (1) of claim 63) is clearly 
linked to Example 1 (the extract for achieving that function).”

“means for chemically stabilizing 
said benzoyl peroxide in said 
aqueous gel composition”

“For a material to be considered “corresponding” to a means-plus-
function, MPEP 2181 requires that the specification or prosecution history 
clearly link the materials to the function recited for the materials. 
Applicants have provided that link via, e.g., Examples 6 and 7 in the 
Specification, as previously discussed in the Preliminary Amendment filed 
… and the Amendment under 37 C.F.R. 1.111 filed… . Moreover, one skilled 
in the art would recognize, from at least Examples 6 and 7, materials that 
perform the function recited in the means-plus-function.” 
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• Write specification to provide structure/materials/acts that are (is) 

clearly linked to any functional recitations in the claims.

― Use the claim terms in the specification.

• Disclose alternative structures.  

• Consider explicit “means” claim set.

― By claim differentiation, non-"means" claims may not invoke the 112 (f) statutory 

construction.

― Include structure, materials, and/or acts in claims of non-means claim set. 

Application Drafting
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Practical Tips in Prosecution

 Address Examiner’s application of § 112(f).
 Argue/amend until withdrawn; or
 Leave claims as-is and add new non-"means" claims.
 Avoid losing PTA.

 Approaches to consider
 During prosecution, supplement the “intrinsic” record:

 dictionary definitions;
 expert statements; and
 argument.
 Try not to change the linking table.

 Distinguish various claim sets.

 Be intentional in your decision to use MPF claims and consider using 
Linking Table(s) in the specification or in a preliminary amendment.
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Issued Life Science MPF Claims

• U.S. Patent 8,722,872 (Ex parte Gleave, Appeal No. 2012-004973 (2014))
― Claim 33. A pharmaceutical composition comprising a

a) means for reducing the amount of active hsp27 in cancerous cells and 
b) a pharmaceutically acceptable carrier.

• U.S. Patent No. 10,413,611 
― Claim 1: A pharmaceutical composition comprising: (a) at least one poloxamer… and (b) means for keeping the 

pharmaceutical composition in liquid phase up to a temperature of about 40°C in vitro, wherein the pharmaceutical 
composition is used… 

― Such a claim could be very useful against an ANDA challenger  who copies the active ingredient but tries to pirate 
the invention by changing the formulation.  Linking should be important.

• U.S. Patent No. 9,149,464 
― Claim: 13. A pharmaceutical composition, comprising (a) [compound], and (b) a means for increasing the circulation 

time of the compound in an aqueous environment.
― Useful against ANDA challenger; linking should be important.

• U.S. Patent No. 7,579,380 
― Claim: 20. A pharmaceutical composition, comprising at least one core …, wherein the at least one core comprises 

bupropion hydrobromide and at least one excipient, wherein the at least one osmotic subcoat comprises at least one 
osmotic agent and at least one osmotic deposition vehicle, and a means for releasing the bupropion hydrobromide 
from the composition. 
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Issued Pharma MPF Claims (con’t)

• U.S. Patent No. 7,670,617 Independent Claim 1. A pharmaceutical composition 
comprising an active ingredient in a dosage form comprising a first portion, a 
second portion and means for sequential release of said first portion and said 
second portion at a desired site within a subject;… and wherein said means for 
sequential release comprise means for sequentially controlling the activity of 
said pH-adjusting substances so that said first pH-adjusting substance attains 
peak activity in the localized environment of the active ingredient before said 
second pH-adjusting substance attains peak activity in the localized 
environment, whereby the localized environment of the active ingredient 
attains a first pH and then a second pH; wherein said means for sequentially 
controlling the activity of said pH-adjusting substances comprises at least one 
coating that surrounds said second pH-adjusting substance; said first pH-
adjusting substance being peripheral to said coating; and wherein said active 
ingredient is peripheral to said coating in said dosage form. 

• Note that this is a double MPF: sequential release and sequentially controlling

45



Issued Pharma MPF Claims (con’t)

• U.S. Patent No. 9,446,076 Dependent Claim 9. The pharmaceutical composition 
of claim 1, wherein said at least one pharmaceutically acceptable excipient 
comprises at least one component selected from the group consisting of growth 
factors, cytokines, proteins involved in organogenesis signaling, pharmaceuticals, 
platelet lysate, serum, isotopes, means for tracing cells in vivo, diluents, 
lubricants, matrix or scaffold materials, and combinations thereof.
• Means for in what is commonly called a Markush group.
• Better in its own independent claim and not part of Markush group?

• U.S. Patent No. 10,335,405 Independent Claim 11. An abuse deterrent oral 
pharmaceutical composition comprising a tamper resistant controlled release 
matrix, wherein the tamper resistant controlled release matrix comprises a 
means for preventing the crushing, grating, grinding, cutting, solvating, or 
dissolving of the tamper resistant controlled release matrix comprising:…
• Means for achieving six multiple functions: a good idea?
• Better to break into 2 or 3 independent MPF claims?

46



Functional Claiming

• If a claim term does not invoke §112(f):

• No automatic requirement of additional limitations from the 

specification; construe claim language in accordance with its plain 

and ordinary meaning in light of the specification as would be 

understood by one of ordinary skill in the art.

• When claim terms recite structure and also recite functional 

language regarding the structure, the structure is limited by the 

recited function.
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Examiner Guidelines - Functional Claiming

• A claim limitation should be interpreted according to §112(f) if it 
meets the following 3-prong analysis (M.P.E.P. § 2181(1)):

• A: The claim limitation uses the term “means” or a substitute term for 
"means" that is a generic placeholder [i.e., a “nonce word”];

• B: The phrase “means” or the substitute term is modified by functional 
language, typically linked by the transition word “for” (e.g., "means for") 
or another linking word; and

• C: The phrase “means” or the substitute term is not modified by 
sufficient structure or material for performing the claimed function.

• Recent emphasis on Examiners making a written record of 
§112(f) interpretation analysis.
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§112(f) and PTAB

• 37 C.F.R. §§ 42.104(b)(3)-(4) require an IPR petition to explain “[h]ow the 
challenged claim is to be construed,” as well as “[h]ow the construed claim is 
unpatentable.”  

• For claims containing means-plus-function limitations, there is an added 
requirement of 37 C.F.R. § 42.104(b)(3) that “the construction of the claim 
must identify the specific portions of the specification that describe the 
structure, material, or acts corresponding to each claimed function.”  

• PTAB will deny a petition that fails to analyze a construction under §112(f) rather than 
take up this burden and “speculate on the specific disclosure” that corresponds to the 
means-plus-function limitations.  
• See Atoptech, Inc. v. Synopsys, Inc., IPR2014-01160, Paper 9, at 9 and 17 (P.T.A.B. Jan. 

21, 2013); Ericsson Inc. v. Intellectual Ventures I LLC, IPR2014-01331, Paper 9 (P.T.A.B. 
Feb. 24, 2015); Pride Solutions, LLC v. NOT DEAD YET Mfg., Inc., IPR2013-00627, 
Paper No. 14 (P.T.A.B. Mar. 17, 2014); Syrinix, Inc. v. Blacoh Fluid Control, Inc., 
IPR2018-00414, Paper 33 (P.T.A.B. May 22, 2019). 
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Polling Question 

• Pre-launch litigation under 35 USC § 271(e)(2) by brand, 

Superior, against an ANDA by Flukum against Superior’s 

approved product, STELLAR. 

• ‘999 Patent in suit is OB-listed and has pivotal clinical 

study(ies) and results in specification, and claims recite the 

results of those studies. But the label, in Indications and 

Usage Section 1, does not refer to the Clinical Studies Section 

14.  Without more, induced infringement of ‘999 patent?

• Yes or No?
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Polling Question

5. A laundry detergent composition comprising:
a) a cleaning adjunct selected from the group consisting of a fragrance, a surfactant, and a germicide; 

and
b) a variant alpha-amylase enzyme having an amino acid sequence that has at least 90% identity to SEQ 

ID NO: 6, with
c) means for causing the variant alpha-amylase enzyme to have increased thermostability relative to 

BSG.

6. The laundry detergent composition of claim 5, further comprising:
d) means for maintaining a hue in fabrics.

Is claim 6 a double “means for” MPF claim?

Yes or No

Source: https://www.uspto.gov/pa cnt/laws-and-regulations/examination-policy/examination-guidance-and-training-materials
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Polling Question

• Assume you linked to every possible structure, material, or act in the 

specification to achieve the recited function. Would you ever want to 

narrow the linking table during prosecution?

Yes or No 
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Polling Question

• Claim 33. A pharmaceutical composition comprising a

• (a) means for reducing the amount of active hsp27 in cancerous cells and

• (b) a pharmaceutically acceptable carrier.

• Dependent claims 34-36 continued to read:
• 34. (previously presented) The pharmaceutical composition of claim 33, wherein the means for reducing the amount of 

active hsp27 in cancer cells is an oligonucleotide, and the oligonucleotide consists of 12 to 35 nucleotides.

• 35. (previously presented) The pharmaceutical composition of claim 34, wherein the oligonucleotide is an antisense 

oligonucleotide complementary to Seq. ID No. 91.

• 36. (previously presented) The pharmaceutical composition of claim 33, wherein the means for reducing the amount of 

active hsp27 in the cells is a double-stranded RNA molecule.

• Did dependent claims 34-36 strip claim 33 of its 112 (f) status?

• Yes or No
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Polling Question

• In Gleave, the Board framed the issues as follows:

• Has the Examiner properly interpreted the means plus-function 

language in the claim?

• Does the cited prior art teach a structure disclosed in the Specification 

as having the recited claimed function?

• Does the Board’s rationale substantially limit arguments of 

inherency in 112 (f) claims?

• Yes or No
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Resources

• “Got Pharmaceutical Means-Plus-Function Claims?” 

https://www.finnegan.com/en/insights/blogs/prosecution-first/got-pharmaceutical-means-plus-

function-claims.html

• “An Issued Life Science MPF U.S. Patent Claim: Ex parte Gleave,” 

https://www.finnegan.com/en/insights/blogs/prosecution-first/an-issued-life-science-mpf-u.s.-

patent-claim-ex-parte-gleave.html

• “Revitalizing the Patent System to Incentivize Pharmaceutical Innovation: The Potential of Claims 

with Means-Plus-Function Clauses,” Wanli Tang, 62 Duke L.J. 1069 (2013), 

http://scholarship.law.duke.edu/cgi/viewcontent.cgi?article=3378&context=dlj
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USPTO Training Materials
https://www.uspto.gov/patent/laws-and-regulations/examination-policy/examination-

guidance-and-training-materials
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THANK YOU! 

• Janice Klunder

• janice.klunder@ipsen.com

• Adriana Burgy

• adriana.burgy@finnegan.com

• Tom Irving

• tom.irving@finnegan.com

• Amanda Murphy, Ph.D.

• amanda.murphy@finnegan.com
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