B.4.2 Validity—Adequacy of Patent Specification
42a WRITTEN DESCRIPTION REQUIREMENT

The patent law contains certain requirementsfor the part of the patent called the specification. The
written description requirement is designed to ensure that the inventor was in possession of the
full scope of claimed invention as of the patent’ seffectivefiling date. [Alleged infringer] contends
that clam(s) [ ] of [patent holder]’s [ ] patent [iS/are] invalid because the specification of the | ]
patent does not contain an adequate written description of the invention. To succeed, [alleged
infringer] must show by clear and convincing evidence that a person having ordinary skill in the
field reading the patent specification as of the effective filing date of [insert date] would not have
recognized that it describes the full scope of the invention asitisfinally claimed in clam(s) [ ] of
the[ ] patent. If apatent claim lacks adequate written description, it isinvalid.

In deciding whether the patent satisfies this written description requirement, you must consider
the description from the viewpoint of a person having ordinary skill in the field of technology of
the patent as of the effective filing date. The specification must describe the full scope of the
claimed invention, including each element thereof, either expressly or inherently. A claimed
element is disclosed inherently if a person having ordinary skill in the field as of the effective
filing date would have understood that the element is necessarily present in what the specification
discloses. It is not sufficient that the specification discloses only enough to make the claimed
invention obvious to the person having ordinary skill.

The written description does not have to be in the exact words of the claim. The requirement may
be satisfied by any combination of the words, structures, figures, diagrams, formulas, etc.,
contained in the patent specification. Adequate written description does not require either
examples or an actual reduction to practice of the claimed invention(s). However, amere wish or
plan for obtaining the claimed invention(s) is not adequate written description. Rather, the level
of disclosure required depends on a variety of factors, such as the existing knowledge in the
particular field, the extent and content of the prior art, the maturity of the science or technology,
and other considerations appropriate to the subject matter.

[If case involves genus claims:

In this case, claim(s) [ ] of [patent holder]’s[ ] patent iSare directed to aclass of [ ], which can be
referred to as a “genus.” One way to consider whether the combination of words, structures,
figures, diagrams, formulas, etc. contained in the patent specification sufficiently describes the
genus is to assess whether the specification includes a representative number of species falling
within the scope of the claimed invention sufficient to encompass the breadth of the genus. The
specification generally need not describe every species in a genus in order to satisfy the written
description requirement. However, when there is substantial variation within the claimed genus,
the specification must describe a sufficient variety of species to reflect the variation within the
genus.

Another way to consider whether the written description is sufficient isto assess whether the patent
specification identifies structural features common to the members of the claimed genus so that a
person of ordinary skill in the art can “visualize or recognize” the members of the claimed
invention. The written description requirement is satisfied in the above circumstance when there
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is an established correlation between structure and function described in the specification or
known in the art at the time of filing.]
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