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1) 35 U.S.C. § 112(a).

2) Amgen Inc. v. Sanofi, 598 U.S. 594 (2023).

3) Id. at 610-11 (“That is not to say a specification always must describe with particularity how to make
and use every single embodiment within a claimed class. For instance, it may suffice to give an
example (or a few examples) if the specification also discloses ‘some general quality ... running
through’ the class that gives it ‘a peculiar fitness for the particular purpose.”™).

4) Id. at 610 (“In other words, the specification must enable the full scope of the invention as defined by
its claims. The more one claims, the more one must enable.”).

5) Wyeth LLC v. AstraZeneca Pharmaceuticals LP, 180 F.4th 1371 (Fed. Cir. 2026).

6) /d. at 1374 (“1. A method for treating gefitinib and/or erlotinib resistant non-small cell lung cancer in
a patient in need thereof, comprising administering daily to the patient having gefitinib and/or
erlotinib resistant non-small cell lung cancer a pharmaceutical composition comprising a unit dosage
of an irreversible epidermal growth factor receptor (EGFR) inhibitor that covalently binds to cysteine
773 residue in the ligand-binding pocket of EGFR or cysteine 805 residue in the ligand-binding pocket



of erb-B2.”).

7) 314 S3'9 162 530’9 PAME APHoR FUstuR WPL 314 S3]'S AEA}

8) Wyeth LLC v. AstraZeneca Pharmaceuticals LP, 180 F.4th 1371, 1375 (Fed. Cir. 2026) (“[Tlhe
specification explains that a ‘skilled artisan is aware of the effective dose for each patient,” . . . and
offering that, ‘in general, satisfactory results are obtained when the compounds of the invention are
administered at a daily dosage of from about 0.5 to about 1000 mg/kg of body weight,” and that the
‘total daily dosage is projected to be from about 1 to 1000 mg, preferably from about 2 to 500 mg’. . .
7).

9) I/d. at 1374-75 (“[Tlhe claimed ‘unit dosage refers to ‘physically discrete units suitable as unitary
dosage for the subject’ . . . the specification explains that calculating a unit dosage to achieve such
therapeutic effect in a patient ‘depends on the subject to be treated, capacity of the subject's system
to utilize the active ingredient, and degree of therapeutic effect desired” . . . in addition to ‘the
particular compound employed, the mode of administration and the severity of the condition being
treated’ . . . .7).

10) Wyethi= 35 U.S.C. § 154(d)o]l Tr& A de] H &5 55 A &Safivfdol] et AR dsi e dAasti.
a2y Y2 oY 55171 faehe o|f2 JMOL AlIFS 183t Ayde] HuS fAIste=, o ARl sk
A wHShR] foktt

11) Wyeth LLC v. AstraZeneca Pharmaceuticals LP, 180 F.4th 1371, 1375 (Fed. Cir. 2026) (“The court
explained that the ‘claimed methods involve administering daily a ‘unit dosage’ of an irreversible EGFR
inhibitor that covalently binds to a specific part of the enzyme' . . . The court identified that the
specification expressly defined a ‘unit dosage’ and ultimately adopted that definition: ‘physically
discrete wunits suitable as wunitary dosage for the subject, each unit containing a predetermined
quantity of active material calculated to produce the desired therapeutic effect in association with the
required diluents; i.e., carrier, or vehicle.” . . . .").

12) B&A- QG2 UE e, TH0RES Y, A2, WEAL 2023, TRolWGlE], xxii® ZHE 7 (“HjAIE SOl g Al
Bk o) Mol “HEA YR ojgt WA olzk: MolA 9ok 2o Mestert.).

13) Wyeth LLC v. AstraZeneca Pharmaceuticals LP, 180 F.4th 1371, 1376 (Fed. Cir. 2026) (“The court
emphasized that (1) the specification disclosed no working examples of unit dosages administered to
patients, and (2) AstraZeneca presented unrebutted evidence that some disclosed dosage levels would
be toxic, including doses required to achieve a therapeutic effect in patients.”).

14) Id at 1378 (“While Wyeth is correct that the claims do not require FDA-type clinical safety or
efficacy standards, it fails to appreciate and give meaning to other relevant claim terms—namely, that
the claimed ‘unit dosage’ must be ‘administered daily’ to a human ‘patient.’”).

15) Amgen Inc. v. Sanofi, 598 U.S. 594, 610 (2023) (“[Tlhe specification must enable the full scope of the
invention as defined by its claims. The more one claims, the more one must enable.”).

16) Idenix Pharms. LLC v. Gilead Scis. Inc., 941 F.3d 1149, 1159 (Fed. Cir. 2019) (“[I]t would be improper
to rely on a POSA’s knowledge of NS5B to fill the gaps in the specification. It is the specification, not
the knowledge of one skilled in the art, that must supply the novel aspects of an invention in order to
constitute adequate enablement.”). (¢§7]4] novel2 AlFAlQ]l 9loj7t ofd, wHo] A28 AN ZHo|zt=
ol 2 olsfgr}.)

17) Wyeth LLC v. AstraZeneca Pharmaceuticals LP, 180 F.4th 1371, 1379-80 (Fed. Cir. 2026).

18) /d at 1380 (“Here, however, the specification leaves the determination of the claimed ‘unit dosage’
entirely to the knowledge of the skilled artisan . . . While the knowledge of one of ordinary skill may
play an important role in enablement, it may not provide the only means to enable these specific
claim limitations.”).

19) /d. at 1380 (“The district court erred in accepting the in vitro data as support for claims containing
what has been found to be an in vivo limitation.”) (quoting Amgen, Inc. v. Chugai Pharmaceutical Co.,
927 F.2d 1200, 1217 (Fed. Cir. 1991)).

20) Id. at 1382 (“Again, the district court did not hold that the claims require proof that every claimed
dosage be non-toxic, non-lethal, or satisfy any freestanding FDA clinical safety criteria.”).

21) Id. at 1382 (“We recognize that it is accepted practice in patent law for one to be able to claim a



method of treatment disclosing a range of doses to be administered, without showing actual clinical
data, and leaving it to the FDA to ensure that approved products are safe and effective . . . The
problem with these patents is that, perhaps because of close prior art, their claims are limited to
dosage forms to be administered to patients, yet they disclosed only a broad range of doses some of
which were shown to be toxic, and they disclosed no actual dosages for any compound within the
scope of the claims, thereby leaving it to a practitioner of the claims to perform undue
experimentation.”).

22) Id. at 1380 (“And while ‘a specification need not disclose what is well known in the art,” that
‘oft-repeated statement is merely a rule of supplementation, not a substitute for a basic enabling
disclosure.””) (quoting Genentech, Inc. v. Novo Nordisk A/S, 108 F.3d 1361, 1366 (Fed. Cir. 1997)).

23) Id. at 1380-81.

24) Id. at 1382 (“And where, as here, the prior art is complex and unpredictable, the specification must
provide correspondingly greater guidance.”).
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