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A Business Growth Tool: Patent Claiming Strategies

Developing a pharmaceutical product 
can take on the order of a decade from 
research (first inventing the drug) 
to development, and finally to FDA 
approval. While Patent Term Extension 
can restore some time lost due to 
the regulatory approval process, the 
traditional strategy of relying on 
patents based on the drug itself or its 
general method of use will necessarily 
start – and stop – the protection clock 
much earlier. This limits the potential 
return on investment prior to generic 
copyists. But, if one is creative and 
coordinated, additional strategies can 
be used to advance business growth 
with longer and stronger patents.

While each and every product presents 
new and unique facts that must be 
separately evaluated, creative strategies 
such as coordinating patent claims with 
the product label, claiming unexpected 
discoveries from later product development, 
and using the oft overlooked “means plus 
function” claiming format have each been 
shown to provide opportunities for valuable 
patent protection. 

 
I. Coordinating the Claims and the Label
With some exceptions, a generic or bio-similar 
manufacturer must copy the innovator’s FDA 
approved package insert (“label”). This makes 
innovations reflected in and recommended 
on the label – such as from pivotal Phase III 
clinical trials – a potentially valuable source 
for additional patent protection.  

The successful use of clinical trial results 
in this way was affirmed in Sanofi v. Watson, 
875 F.3d 636 (Fed. Cir. 2017), in relation to 
Sanofi’s antiarrhythmic dronedarone product, 
marketed as Multaq®.  The net result for 
Sanofi was achieving 10 more years of patent 
exclusivity for Multaq® compared to the 
dronedarone composition of matter patent. 

Prior to the approval of Multaq®, a Phase 
III clinical trial conducted by Sanofi showed 
decreased cardiovascular hospitalisation 
and death in a particular high-risk patient 
population, specifically patients at least age 
75 or those having hypertension, diabetes, 

or other cardiovascular risk factors.  Sanofi’s 
patent in the case relied on the Phase III 
data to claim a method of administering 
dronedarone to decrease a risk of cardio-
vascular hospitalisation in these patients. 
Once approved, the Multaq® label included 
the same Phase III results with all the relevant 
details in its “Clinical Studies” section, which 
was also cross-referenced from the label’s 
“Indications and Usage” section. 

The generic party (Watson) copied 
the Multaq® label, including the “Clinical 
Studies” section with the Phase III results 
and the “Indications and Usage” section. 
Watson argued, however, that this did not 
induce the claimed method in part because 
its “Indications and Usage” did not specify 
treating the claimed high-risk patients. The 
courts – district court and Federal Circuit 
– disagreed. They found that the generic 
label induced infringement by encouraging 
the claimed treatment of the claimed high-
risk patients. Id. at 646. Relying in part on 
the fact Watson’s “Indications and Usage” 
section also cross referenced to the “Clinical 
Studies” section, the courts found that 
Watson’s label “directs medical providers to 
information identifying the desired benefit 
for only patients with the patent-claimed 
risk factors.” Id. at 645.  

The strategy of protecting non-obvious 
innovations developed from late-phase 
clinical trials included on the product label 
has proved successful in other cases as 
well. For instance, Vanda Pharmaceuticals 
obtained stronger patent exclusivity 
by developing, claiming, and including 
on its product label a method of using 
iloperidone to treat patients suffering from 
schizophrenia, where the dose was adjusted 
based on determining whether the patient 
was a poor CYP2D6 metaboliser.1  

There are several key considerations 
to successfully rely on late-developed 
clinical innovations included in the label. 
For example, a patent application based 
on later clinical trials is best filed before 
the product is approved and before such 
results are published. Otherwise, the 
product label or publication could become 
prior art, as set out under 35 U.S.C. § 
102(a)(1), in the absence of any 35 U.S.C. 

§ 102(b)(1) exceptions. Importantly, with 
timing being everything, IP teams should 
coordinate early and frequently with 
clinical and regulatory teams to implement 
this strategy.  

Another important consideration is 
whether the specific information included 
in the label and covered by the claims can 
be carved out by the generic or biosimilar 
manufacturer. In general, label information 
related to safety, dosage adjustments, and 
references to the clinical studies section in 
the “Indication and Usage” section must 
be copied, such that they are particularly 
suitable when considering how to best 
protect the product. In addition, the 
relied-upon clinical trial results should be 
recommended or encouraged by the label, 
such as the population to be treated or the 
dose to be used to minimise the effect of 
drug-drug interactions.   

II. Claiming Unexpected Discoveries
Unexpected discoveries from late-stage 
pharmaceutical development can also be 
relied upon for novel and non-obvious 
inventions that provide additional protection.  
A good example of this is addressed in Teva 
Pharms. USA, Inc. v. Corcept Therapeutics, 
Inc., 18 F.4th 1377 (Fed. Cir. 2021), where the 
Federal Circuit affirmed that Teva failed to 
show that Corcept’s patent was obvious in a 
Post Grant Review (“PGR”) before the Patent 
Trial and Appeal Board (“the Board”).

Corcept markets Korlym®, mifepristone—
an old drug – in a 300 mg tablet for the 
treatment of Cushing's syndrome. In 
approving Corcept’s New Drug Application 
(“NDA”) for Korlym®, the U.S. Food and Drug 
Administration (“FDA”) required Corcept 
to conduct a post-marketing (Phase IV) 
drug-drug interaction clinical trial of mife-
pristone and ketoconazole (a strong CYP3A 
inhibitor). Id. at 1379. The FDA also provided 
a memorandum (the “Lee Memorandum”) 
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. Id.

Corcept’s original Korlym® label 
recommended a starting dose of 300 mg 
once daily up to a maximum of 1200 mg 



16 INTERNATIONAL PHARMACEUTICAL INDUSTRY  Summer 2022 Volume 14 Issue 2

Regulatory & Marketplace

once daily, but with a warning to limit the 
mifepristone dose to 300 mg once daily when 
used with strong CYP3A inhibitors. Id. Based 
on the post-marketing drug-drug interaction 
study, Corcept unexpectedly discovered 
that doses higher than 300 mg could be 
used with concomitant administration of 
a strong CYP3A inhibitor. Based on this, 
Corcept applied for and received U.S. Pat. 
No. 10,195,214 (“the ’214 patent”), claiming 
the use of up to 600 mg of mifepristone in 
combination with a strong inhibitor. 

In the PGR, Teva argued that the claims 
of the ’214 patent were obvious based 
on the original Korlym® label, the Lee 
Memorandum, and other references. Id. at 
1380. The Board disagreed, finding that Teva 
failed to show “a reasonable expectation of 
success for safe co-administration of more 
than 300 mg of mifepristone” – the limit 
set by the original Korlym®  label – "with a 
strong CYP3A inhibitor.” Id. The Board relied 
on, among other evidence, an admission 
from Teva’s expert’s testimony that the 
skill artisan “would have no expectation as 
to whether the co-administration of 600 
mg of mifepristone with ketoconazole 
would be safe.” Id. at 1381-82. (emphasis 
in original). The Federal Circuit affirmed 
based on precedent that that “reasonable-
expectation-of-success requirement is not 
satisfied when the skilled artisan would have 
had no expectation of success.” Id.

Claiming late-developed unexpected 
discoveries has been successful for other 
companies as well.  For example, Cumberland 
Pharmaceuticals obtained and successfully 
enforced a patent based on its unexpected 
discovery – also based on a Phase IV study – 
that its Acetadote® (acetylcysteine) Injection 
for the treatment of acetaminophen 
poisoning could be formulated as a stable 
product without a chelating agent (EDTA) 
that been used in all prior commercial 
acetylcysteine formulations.2  

As these cases illustrate, claiming an 
unexpected discovery helps the patent owner 
bolster its defense against obviousness 
challenges since showing obviousness 
requires a reasonable expectation of 
success in arriving at the claimed invention. 
The claims are no longer simply dosage 
and formulations of specific amounts, but 
dosage and formulations with specific and 
important properties that could not have 
been expected.

III. Means-Plus-Function
Means-plus-function (“MPF”) claims define 

an element, in a combination claim, by its 
function instead of its structure: 

35 U.S.C. §112(f) ELEMENT IN CLAIM FOR A 
COMBINATION. – An element in a claim for a 
combination may be expressed as a means 
or step for performing a specified function 
without the recital of structure, material, or 
acts in support thereof, and such claim shall 
be construed to cover the corresponding 
structure, material, or acts described in the 
specification and equivalents thereof.

MPF claims, often thought of as very 
narrow and only for use in the mechanical 
or electrical arts, can in fact provide greater 
protection than can other types of claims, 
including for claims drawn to pharmaceutical 
subject matter.3 That is because the statutory 
term “equivalents” does not reference the 
doctrine of equivalents, but rather refers 
to literal equivalents of structure, material, 
or acts that perform the same function. 
By encompassing literal equivalents, an 
inventor’s claims can better protect an 
inventor’s rights. MPF claims can also 
better prevent competitors from drafting 
around the literal scope compared to 
claims that recite particular elements, as 
MPF claims can encompass alternatives 
that provide the same function as claimed. 
MPF claim language may also provide more 
accuracy and clarity than purely structural 
characterisation and may avoid written 
description and enablement issues.

Overall, MPF language can be a powerful 
tool in drafting pharmaceutical claims to 
encompass broader claim scope and thus 
more fully protect an inventor’s rights 
and provide greater protection against 
infringement. Practitioners are cautioned, 
however, that 35 U.S.C. § 112(b) also applies. 
If one of ordinary skill in the art would be 
unable to recognize the structure, material, 
or acts in the specification that is clearly 
linked to the means plus function element, 
the claim will be invalid as indefinite under 
§112(b)!

IV. Applying These Creative Claiming 
Strategies for Business Growth
Using creative patenting strategies to 
advance business growth means, by 
definition, not simply relying on routine 
patents and claim formats. Making the most 
of one’s innovations requires looking deeper, 
such as considering all the potential claim-
able subject matter:

• Actives
• Formulations

• Delivery systems
• Drug-device combos
• Methods of treatment
• Methods of making
• Diagnostic, personalised medicine

If you have access to pivotal clinical trial 
data, try a Sanofi v. Watson application 
with narrow claims that capture the clinical 
trial results recommended in the drug 
product label, e.g., specific indication, 
dosing, specified target patient population, 
contraindicated symptoms, warnings 
and risk factors. Consider, in particular, 
safety signals, dosing regimens, and other 
disclosures that are difficult or impossible 
to carve out of a label.  

If you make unexpected discoveries that 
lead to novel methods or formulations, 
protect these too. As described above, they 
can be the basis for particularly strong 
patent protection.

In addition to capturing innovations 
with other claim styles, consider means-
plus-function claiming such as:

A composition comprising:

• component A and means for 
[achieving some desirable 
outcome] 

• possibly effective against an 
ANDA applicant; or 

A composition comprising:

• means for [achieving some 
desirable outcome]; and a 
pharmaceutically acceptable 
carrier 

• possibly effective against an 505(b)
(2) applicant.

Draft the specification to cover all the 
embodiments that you want to cover 
with this language (include alternatives). 
Link the function recited by the “means 
for” in your claim to the specification’s 
description of the structure(s), materials or 
acts of that function.  This can be done in a 
preliminary amendment if not explicit in the 
specification. In other words, be intentional 
and thorough in your decision to use MPF 
claims.

Successfully implementing any of these 
strategies also requires making sure the 
specification provides adequate written 
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description support for the claim, such as 
the results of the clinical study or other 
relevant (unexpected) discoveries, and the 
MPF support. And coordination between the 
clinical, regulatory, and IP teams is critical.  

There are necessarily multiple moving 
parts to track to implement advanced 
patenting strategies for pharmaceutical 
products. But, if properly considered, they 
can be leveraged to advance business 
growth and increase return on investment.4
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