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STATUTES

Specification: Enablement Requirement
35 U.S.C. §112 ¶1, enacted 1915, no amendments to ¶1 since 1946
The specification 

-shall contain a written description… 

in such full, clear, concise, and exact terms 

as to enable any person

-skilled in the art to which it pertains, or 

-with which it is most nearly connected, 

to make and use the same, and

-shall set forth the best mode contemplated by the inventor of carrying out his invention

THE PROPER BALANCE FOR GENUS CLAIMS

	

	


J. Ryan Yates
How broad is too broad?

 (2005)
In satisfying the Constitution’s command to “promote the sciences,” the PTO and courts must strike the proper balance between:
· granting a patentee a wide scope on the embodiments he/she has disclosed and/or envisioned, and
· limiting the patentee’s protected scope to the narrowest interpretation of what his/her claims and specification entail.
In striking this balance, innovators must be incentivized to the proper degree by appropriately rewarding those that have come before.  Requiring every disclosure to spell out every aspect of the technology, even those aspects that are obvious to those skilled in the art, would clearly be overreaching and wasteful.  If we require claims to adhere strictly to the embodiments discovered by the inventor, “later claiming” is necessitated by the inventor’s desire to discover every easy design-around that would deprive the inventor of any benefit.  This runs counter to society’s interest in encouraging “early claiming” that reveals innovation to the rest of the world as soon as possible.  At the same time, validating overly broad claims is just as hazardous.  Over-rewarding an inventor for discoveries not actually inherent to the disclosure inhibits progress in the field of science surrounding the patent.  True breakthroughs are rare; incremental innovation drives corporate America, and often a full, diverse range of technology in a saturated field lends inspiration for “the next big thing.”  Finally, courts sometimes consider ethical ramifications of their decisions.  The proper balance between these interests will always be tested.

The simple statute grants considerable leeway to the courts to fill in the gaps.  Case-by-case fact judgments are the norm.
156 F.3d 1154 (Fed. Cir., Aug. 1998)

Tronzo v. Biomet

[Before Archer, Rich, Newman]

[Procedural History:

· June 1, 1984:  Patent No. 4,681,589, “Adjustable acetabular cup prosthesis…” filed by Tronzo.

· March 24, 1987: Tronzo filed CIP of parent ‘589 application that later yielded ‘262 patent.

· May 10, 1988: ‘262 patent issues. 
· Later, '262 patent twice reexamined at the Patent and Trademark Office, resulting in the confirmation of the patentability of the original claims and the addition of claims 9, 10, and 11.
· April 25, 1991, Tronzo sued Biomet on April 25, 1991 for patent infringement of ‘262 patent, among other things.  Key issue was whether ‘262 is entitled to the filing date of the ‘589.  District court jury awarded damages under finding that the ‘262 was entitled to the parent’s filing date.
· Now, Biomet appeals, among other things, the finding that the ‘262 patent is entitled to the filing date of the parent.  This court reverses, finding invalidity from the prior art that arises between the time of the ‘262 and its parent.]
BACKGROUND

The patent and technology in this case relate to artificial hip sockets that include cup implants adapted for insertion into an acetabular, or hip, bone. The claims of the '262 patent at issue read:

1. [Similar language is found in ‘262’s parent patent, but without the conical limitation, thus rendering this ‘262 claim a genus.]
2. An implant of claim 1, wherein the body has a generally conical outer surface.

9. [Similar language is found in ‘262’s parent patent, but without the conical 

limitation, thus rendering this ‘262 claim a genus.]
10. A prosthesis of claim 9, wherein the body has a generally conical outer surface.

***

By special verdict, the jury found that the patent was entitled to the filing date of the '589 patent's application (the parent application), [and therefore] was not invalid…
The district court denied Biomet's motion for judgment as a matter of law (JMOL) on the patent issues. The court further determined that the patent was not unenforceable. 

DISCUSSION

***
[The patentee has conceded that intervening prior art would anticipate claims 1 and 9.  Thus, the only issue is whether claims 1 and 9 are entitled to the earlier filing date of the parent application.]
For a claim in a later-filed application to be entitled to the filing date of an earlier application under 35 U.S.C. § 120 (1994), the earlier application must comply with the written description requirement of 35 U.S.C. § 112, ¶ 1 (1994). See Lockwood v. American Airlines, 107 F.3d 1565, 1571, 41 U.S.P.Q.2D (BNA) 1961, 1965-66 (Fed. Cir. 1997). §112, ¶ 1 requires that the specification 
"contain a written description of the invention, and of the manner and process of making and using it ... ."
To meet this requirement, the disclosure of the earlier application, the parent, must reasonably convey to one of skill in the art that the inventor possessed the later-claimed subject matter at the time the parent application was filed. See Vas-Cath v. Mahurkar, 935 F.2d 1555, 1563, 19 U.S.P.Q.2D (BNA) 1111, 1116 (Fed. Cir. 1991); see also Hyatt v. Boone, 146 F.3d 1348, 1354-55, 47 U.S.P.Q.2D (BNA) 1128, 1132 (Fed. Cir. 1998).  A disclosure in a parent application that merely renders the later-claimed invention obvious is not sufficient to meet the written description requirement; the disclosure must describe the claimed invention with all its limitations. See Lockwood, 107 F.3d at 1572, 41 U.S.P.Q.2D (BNA) at 1966. Because the issue of whether the written description requirement has been satisfied is a question of fact, we must determine whether substantial evidence supports the jury's verdict that the requirement has been met. See Wang Lab v. Toshiba, 993 F.2d 858, 865, 26 U.S.P.Q.2D (BNA) 1767, 1774 (Fed. Cir. 1993). 

Biomet asserts that claims 1 and 9 of the '262 patent are not entitled to the filing date of the parent application and consequently that intervening prior art anticipates these claims. Specifically, Biomet argues that the '589 patent's specification describes only one cup - a conical cup - and thus does not provide sufficient support for claims 1 and 9, which are generic as to the shape of the cup. Thus, Biomet contends that claims 1 and 9 are not entitled to the benefit of the parent application's earlier filing date and are anticipated under 35 U.S.C. § 102(b) (1994) by intervening prior art, including Tronzo's British application which was published on December 4, 1985, more than one year before the filing of the CIP application resulting in the '262 patent, and which was the counterpart to his U.S. application that yielded the '589 patent.

[Irrelevant footnotes omitted – JRY]

Tronzo responds that claims 1 and 9 are generic claims as to the shape of the cup and that the '589 [parent] patent's specification need only describe a sufficient number of species of cups to support the generic claim.  Tronzo asserts that the '589 patent discloses six species of acetabular cup implants, which is sufficient support. 

…We conclude that substantial evidence does not support the conclusion that the '589 patent specification meets the written description requirement relative to claims 1 and 9 of the '262 patent. Accordingly, these claims are not entitled to the parent application's filing date. 

 The '589 patent describes the invention as a 
- "trapezoid," 
- "truncated cone," or

- cup of "conical shape."
A reading of the specification demonstrates that these labels describe the same cup, and not three different species as asserted by Tronzo. Indeed, contrary to Tronzo's assertions, the '589 patent discloses only two species of cups, an:
- "eccentric cup," which has a top lip shorter than the bottom lip, and a
- "true" cup, with all sides being equal. 
Moreover, the only reference in the '589 patent's specification to different shapes is a recitation of the prior art.  Instead of suggesting that the '589 patent encompasses additional shapes, the specification specifically distinguishes the prior art as inferior and touts the advantages of the conical shape of the '589 cup. 
("Another extremely important aspect of the present device resides in the configuration of the acetabular cup as a trapezoid or a portion of a truncated cone."). 
Such statements make clear that the '589 patent discloses only conical shaped cups and nothing broader. The disclosure in the '589 specification, therefore, does not support the later-claimed, generic subject matter in claims 1 and 9 of the '262 patent.

The expert testimony offered at trial does not require a contrary conclusion. Tronzo's expert, Dr. Catanzaro, testified that hemispherical cups are disclosed in the '589 patent's specification, identifying two sections in the '589 patent supposedly making such a disclosure. As recognized by the district court, however, the first section referred to by Dr. Catanzaro as a sufficient disclosure served the narrow purpose of reviewing the prior art and did not describe the invention.  The second section identified by Dr. Catanzaro described "hemispheroidal" position maintaining devices, but Dr. Catanzaro later conceded that this section did not refer to the shape of the patented cup.

Indeed, the district court recognized that 
"the written description in the parent '589 does not attempt to identify other, equally functional shapes or talk in terms of a range of shapes…" 
The court concluded that 
"the narrow language of the '589 application cannot be said to disclose expressly either the particular hemispherical shape of the '262 claims or the entire genus of cups within which the conical cup of the '589 claims and the hemispherical cup of the '262 claims belong."
The district court nevertheless determined that the jury's conclusion could be supported because the '589 patent's specification inherently contained a disclosure sufficient to meet the written description requirement of § 112, ¶ 1.

The only evidence claimed as supporting an inherent disclosure, however, is the testimony of Norman Torchin, another Tronzo expert. Torchin testified that when the inventor stated [in] the '589 patent that 
"apropos of this, the present concept or invention differs completely from the blades as shown, for example, in prior U.S. Pat. No. 3,840,904" 
the inventor meant that
"the difference is in the blade as opposed to the structure of the cup, although [the inventor] does prefer the conical cup."

In order for a disclosure to be inherent, however, the missing descriptive matter must necessarily be present in the parent application's specification such that one skilled in the art would recognize such a disclosure.  See Continental Can USA v. Monsanto, 948 F.2d 1264, 1268, 20 U.S.P.Q.2D (BNA) 1746, 1749 (Fed. Cir. 1991). There is nothing in the '589 specification to suggest that shapes other than conical are necessarily a part of the disclosure. Indeed, as discussed above, the specification clearly suggests the contrary by asserting advantages of the conical shape over prior art shapes. The rationale of Tronzo's expert claimed to support inherency is not sufficient to support the generic claims in the '262 patent… Torchin's testimony does not explain why a broader supporting disclosure is necessarily part of the '589 patent. We also agree that the district court properly rejected Torchin's reliance on an incorporation by reference of a prior Tronzo patent as supporting inherency. {Tronzo wrote two patents predating the ‘589 patent that described a hemispherical shape.  These two patents were included as references in the ‘589 patent.  However, these references were given only to “delineate the art,” and were not designed to be obvious variations to the disclosure of ‘589, which touted the advantages of the conical shape. – JRY}
Finally, relevant expert testimony of Biomet's witness, Dr. Hill, who testified that in his view as an orthopedic surgeon the '589 patent disclosed only a trapezoidal cup and nothing more is consistent with the express language in the '589 specification.

Accordingly, because the specification of the '589 patent fails to meet the written description necessary to support claims 1 and 9 of the '262 patent, these claims are not entitled to the filing date of the parent application and are invalid as anticipated by the intervening prior art. 
***
[Newman concurrence]
[Newman disagrees with the majority’s position that prior art developed by the inventor between the time of parent application and CIP should serve as anticipating against the inventor’s CIP.  This runs against patent law’s policy favoring early disclosure, whether or not inventors are still developing and improving their inventions.]

The issue of relating back to a parent filing date is different from the issue of constructive reduction to practice of generic claims in the continuation-in-part. There is no issue in this case of determining priority of invention. The issue is whether a patentee can rely on the filing of subject matter in a parent application in order to predate the later publication of that subject matter. According to the court's ruling today, the patentee loses the entire benefit of that earlier filing whenever a continuation-in-part is filed with additional data and broadened claims based in part on that data. That is, the patentee's own prior disclosure now becomes prior art against him. That is new, and 

incorrect, law. A later publication can not "anticipate" what is already on file; to the contrary, the later publication is removed as a reference by the identical earlier filing in the United States.  {That is, the ‘589 patent predates the supposed anticipating art of the ‘262 patent, and thus negates its effect as anticipating with respect to ‘589’s CIP, the ‘262. – JRY}
The purpose of the continuation-in-part is to permit an applicant to add new information and data, while retaining the benefit of the original filing date for what was originally filed. Many applicants obtain foreign patents based on the original filing, because of the first-to-file rule in foreign countries and the comity rules of the Paris Convention; some countries publish patents within a few months of their filing. With the court's holding today, such foreign patents are a statutory bar if the continuation-in-part is filed more than a year after the publication of the foreign counterpart. Thus the patentee is deprived of the benefit of the earlier filing in the United States, whenever new matter and broader claims are added by continuation-in-part. This destruction of the continuation-in-part practice is contrary to law and to the public interest. Thus I must, respectfully, dissent from the reasoning relied on by the panel majority.
[Newman concurred with the majority’s result because she found the ‘262 patent obvious in light of other references from other inventors.]

2005 U.S. App. LEXIS 21434 (Fed. Cir., Oct. 2005)

Lizardtech v. Earth Resource Mapping
[Lourie, Schall, Bryson]

[W.D. of Washington granted summary judgment of non-infringement and invalidity of Lizardtech’s 5,710,835 ("the '835 patent") to the defendants and accused infringers, Earth Resource Mapping, Inc., and Earth Resource Mapping Pty. Ltd. (collectively "ERM").  LizardTech appeals.  This court affirms.]


[Background]
The technology at issue in this case involves what are known as "wavelet transforms." Wavelet transforms allow digital images to be greatly compressed with very little loss of [quality.] In particular, they help in the image compression process because they can be used to transform image data into a form in which it is easier to determine what information in the data is relevant, so that irrelevant and redundant data can be filtered out. See Pankaj N. Topiwala, Introduction to Compression, in Wavelet Image and Video Compression 61, 61-63 (Pankaj N. Topiwala ed., 1998).

For purposes of digital image compression, the most useful type of wavelet transform is what is called a discrete wavelet transform ("DWT"). [Ultimately, the algorithm involves breaking one image into several chunks of images.  When the compressed data is recombined to produce the larger image again, visual artifacts normally become apparent along the edges of each of the chunks where two chunks are set up adjacent to one another.  Lizardtech patented the process of adding two DWT values from the edge pixels of two adjacent images to create a smooth visual transition from one chunk to the other in recreating the original image.  This process is described in the patent and by the court as “maintaining updated sums.”  This is a species solution to the broader problem of eliminating edge artifacts in visual compression techniques.  In the noninfringement determination portion of this opinion, it was evident that ERM utilized a seamless DWT technique that did not involve “maintaining updated sums.”  Thus, ERM would be infringing under a valid genus claim relating to seamlessness generically, but not the species claim limited to “maintaining updated sums.”]

 [Patent (In)validity]

Claim 21 of the '835 patent is identical to claim 1 except that it does not contain the
· "maintaining updated sums" and
· "periodically compressing said sums" limitations.
The term "seamless" does not appear in [genus] claim 21. {Perhaps this patent’s prosecutor made a mistake.  Not limiting yourself to seamlessness seems super-broad and unintended. – JRY}  For that reason, the district court held that the process in claim 21 did not lead to a seamless set of DWT coefficients for the entire image. Because the specification did not describe a nonseamless DWT algorithm, the district court held that claim 21 and its dependent claims were unsupported by the written description and thus were invalid. In response to that ruling, LizardTech maintains that because claim 21 does not explicitly state that the claimed DWT-based compression processes do not form a seamless DWT, claim 21 covers algorithms that result in a seamless DWT.

LizardTech is correct in arguing that a person of skill in the art, upon reading the entire patent and prosecution history, would understand the DWT-based compression processes recited in claim 21 to create a seamless DWT of the image. As the patent makes clear, prior art tile-based DWT processes would

create "wavelet transform boundary conditions in the interior of the image data which could potentially result in compression artifacts," and "implementation of a local multiscale retrieval routine is complicated by these interior boundaries." [The specification and prosecution history support the interpretation of claim 21 to include a “seamless” limitation.]  

The fact that claim 21 is directed to creating a seamless DWT does not mean that the claim is valid, however. The problem is that the specification provides only one method for creating a seamless DWT, which is to "maintain updated sums" of DWT coefficients.  That is the procedure recited by claim 1. Yet claim 21 is broader than claim 1 because it lacks the "maintain updated sums" limitation. Thus, a person of ordinary skill in the art would understand that claim 21 is directed to a seamless DWT.  But because there are no limitations in claim 21 as to how the seamless DWT is accomplished, claim 21 refers to taking a seamless DWT generically. It is also clear that claim 21 cannot be directed to creating a seamless DWT only in the way that claim 1 recites, i.e., by maintaining updated sums of DWT coefficients. To do so would impermissibly read a limitation into claim 21 and would make it essentially redundant of claim 1.  {The court is willing to read in a limitation of seamlessness into claim 21, but not the additional limitation of maintaining updated sums – JRY}
The trouble with allowing claim 21 to cover all ways of performing DWT-based compression processes that lead to a seamless DWT is that there is no support for such a broad claim in the specification. The specification provides only a single way of creating a seamless DWT, which is by maintaining updated sums of DWT coefficients. There is no evidence that the specification contemplates a more generic way of creating a seamless array of DWT coefficients.

[The obligation to follow § 112, ¶ 1, JRY-2:1-14,] which forms an essential part of the quid pro quo of the patent bargain, 
"requires the patentee . . . to describe [the invention] in such terms that any person skilled in the art to which it appertains may construct and use it after the expiration of the patent."
Permutit v. Graver, 284 U.S. 52, 60, 76 L. Ed. 163, 52 S. Ct. 53, 1931 Dec. Comm'r Pat. 745 (1931).
The "written description" clause of § 112 has been construed to mandate that the specification satisfy two closely related requirements. 

First, it must describe the manner and process of making and using the invention so as to enable a person of skill in the art to make and use the full scope of the invention without undue experimentation.  See Tyler v. City of Boston, 74 U.S. 327, 330, 19 L. Ed. 93 (1868); AK Steel Corp. v. Sollac & Ugine, 344 F.3d 1234, 1244 (Fed. Cir. 2003). 

Second, it must describe the invention sufficiently to convey to a person of skill in the art that the patentee had possession of the claimed invention at the time of the application, i.e., that the patentee invented what is claimed. See O'Reilly v. Morse, 56 U.S. (15 How.) 62, 112-13, 14 L. Ed. 601 (1853) (denying a claim for use of "electro-magnetism, how ever developed for marking or printing intelligible characters . . . at any distances" because others "may discover a mode of writing or printing at a distance . . . without using any part of the process or combination set forth in the plaintiff's specification"); Moba, B.V. v. Diamond Automation, 325 F.3d 1306, 1320-21 (Fed. Cir. 2003).

Those two requirements usually rise and fall together. That is, a recitation of how to make and use the invention across the full breadth of the claim is ordinarily sufficient to demonstrate that the inventor possesses the full scope of the invention, and vice versa. This case is no exception. Whether the flaw in the specification is regarded as a failure to demonstrate that the patentee possessed the full scope of the invention recited in claim 21 or a failure to enable the full breadth of that claim, the specification provides inadequate support for the claim under § 112, ¶ 1.

…A claim will not be invalidated on § 112 grounds simply because the embodiments of the specification do not contain examples explicitly covering the full scope of the claim language. See Union Oil v. Atl. Richfield, 208 F.3d 989, 997 (Fed. Cir. 2000) … In this case, however, LizardTech has failed to meet either requirement. After reading the patent, a person of skill in the art would not understand how to make a seamless DWT generically and would not understand LizardTech to have invented a method for making a seamless DWT, except by "maintaining updating sums of DWT coefficients." 

The inadequacy of the specification in this case is similar to the failing identified in Tronzo v. Biomet, 156 F.3d 1154 (Fed. Cir. 1998) {JRY-2} [The court proceeds to tell the story of how the patent was not enabled.  However, it does not mention the fact that Tronzo dealt with two separate patents, a parent and daughter patent.  The court here instead portrays the invalidation to be due to a non-enabling disclosure in its own specification.]

LizardTech responds that § 112 requires only that each individual step in a claimed process be described adequately. Because a process of creating a seamless DWT is described, LizardTech argues that claim 21 is not invalid. However, that approach is at odds with the analysis this court employed in Tronzo, and it would lead to sweeping, overbroad claims because it would entitle an inventor to a claim scope far greater than what a person of skill in the art would understand the inventor to possess or what a person of skill in the art would be enabled to make and use.

By analogy, suppose that an inventor created a particular fuel-efficient automobile engine and described the engine in such detail in the specification that a person of ordinary skill in the art would be able to build the engine. Although the specification would meet the requirements of § 112 with respect to a claim directed to that particular engine, it would not necessarily support a broad claim to every possible type of fuel-efficient engine, no matter how different in structure or operation from the inventor's engine. The single embodiment would support such a generic claim only if the specification would 

"reasonably convey to a person skilled in the art that [the inventor] had possession of the claimed subject matter at the time of filing," 

Bilstad v. Wakalopulos, 386 F.3d 1116, 1125 (Fed. Cir. 2004), and would 

"enable one of ordinary skill to practice 'the full scope of the claimed invention,'" 

Chiron v. Genentech, 363 F.3d 1247, 1253 (Fed. Cir. 2004), quoting In re Wright, 999 F.2d 1557, 1561 (Fed. Cir. 1993); PPG Indus. v. Guardian Indus., 75 F.3d 1558, 1564 (Fed. Cir. 1996). To hold otherwise would violate the Supreme Court's directive that 

"it seems to us that nothing can be more just and fair, both to the patentee and the public, than that the former should understand, and correctly describe, just what he has invented, and for what he claims a patent." 

Merrill v. Yeomans, 94 U.S. 568, 573-74, 24 L. Ed. 235, 1877 Dec. Comm'r Pat. 279 (1876); see also Phillips, 415 F.3d at 1321 

("The patent system is based on the proposition that the claims cover only the invented subject matter."); 

AK Steel, 344 F.3d at 1244 

("as part of the quid pro quo of the patent bargain, the applicant's specification must enable one of ordinary skill in the art to practice the full scope of the claimed invention").

Thus, a patentee cannot always satisfy the requirements of § 112, in supporting expansive claim language, merely by clearly describing one embodiment of the thing claimed.  For that reason, we hold that the description of one method for creating a seamless DWT does not entitle the inventor of the '835 patent to claim any and all means for achieving that objective.

Finally, LizardTech [in distinguishing this case from Tronzo] argues that it is significant that claim 21 is part of the original disclosure and was not added at a later point.  While it is true that an originally filed claim can provide the requisite written description to satisfy § 112, see Union Oil, 208 F.3d at 998 n. 4, nothing in claim 21 or the specification constitutes an adequate and enabling description of all seamless DWTs. Therefore, we affirm the district court's judgment that claims 21-25 and 27-28 are invalid for failure to satisfy the requirements of § 112. In light of that holding, it is unnecessary for us to consider the district court's ruling that claim 21 is invalid for obviousness under 35 U.S.C. § 103.

AFFIRMED

PTO EXAMINATION STANDARD
	

	


Revised Interim Guidelines for the Examination of Patent Applications Under the 35 U.S.C. § 112, ¶ 1 “Written Description” Requirement

64 Fed. Reg. 71427
 (December 21, 1999)

These revised interim "Written Description Guidelines" are intended to assist Office personnel in the examination of patent applications… This revision is based on the Office's current understanding of the law and public comments… 


This revision does not constitute substantive rulemaking and hence does not have the force and effect of law… Rejections will be based upon the substantive law, and it is these rejections which are appealable. Consequently, any perceived failure by Office personnel to follow the Revised Interim Guidelines is neither appealable nor petitionable.

***


I. General Principles Governing Compliance With the "Written Description" Requirement for Applications
***

A. Original Claims

There is a strong presumption that an adequate written description of the claimed invention is present when the application is filed.  [The standards for showing possession are rehashed.]  The claimed invention as a whole may not be adequately described if the claims require an essential or critical element which is not adequately described in the specification and which is not conventional in the art…  {Compare with “omitted element test,” JRY-13:105-09, which tests whether the claims, not the specification, lack the essential element.}  A lack of adequate written description problem also arises if the knowledge and level of skill in the art would not permit one skilled in the art to immediately envisage the product claimed from the disclosed process.
 
B. New or Amended Claims

The proscription against the introduction of new matter in a patent application serves to prevent an applicant from adding information that goes beyond the subject matter originally filed.  Thus, the written description requirement prevents an applicant from claiming subject matter that was not adequately described in the specification as filed. New or amended claims which introduce elements or limitations which are not supported by the as-filed disclosure violate the written description requirement.  While there is no in haec verba requirement, newly added claim limitations must be supported in the specification through express, implicit, or inherent disclosure. An amendment to correct an obvious error does not constitute new matter where one skilled in the art would not only recognize:

- the existence of the error in the specification, but
- also the appropriate correction.

Under certain circumstances, omission of a limitation can raise an issue regarding whether the inventor had possession of a broader, more generic invention.  A claim that omits an element which applicant describes as an essential or critical feature of the invention originally disclosed does not comply with the written description requirement.


The fundamental factual inquiry is whether the specification conveys with reasonable clarity to those skilled in the art that, as of the filing date sought, applicant was in possession of the invention as now claimed. 
 
II. Methodology for Determining Adequacy of Written Description

… The examiner has the initial burden … of presenting evidence or reasons why a person skilled in the art would not recognize that the written description of the invention provides support for the claims… [R]ejection of an original claim for lack of written description should be rare. The inquiry into whether the description requirement is met is a question of fact that must be determined on a case-by-case basis.
 

1. For Each Claim, Determine What the Claim as a Whole Covers

[Claim interpretation instructions omitted. – JRY]
 

2. Review the Entire Application to Understand What Applicant Has Described as the Essential Features of the Invention

Prior to determining whether the disclosure satisfies the written description requirement for the claimed subject matter, the examiner should review the claims and the entire specification, including the specific embodiments, figures, and sequence listings, to understand what applicant has identified as the essential distinguishing characteristics of the invention. The analysis of whether the specification complies with the written description requirement requires the examiner to determine the correspondence between what applicant has described as the essential identifying characteristic features of the invention, i.e., what the applicant has demonstrated possession of, and what applicant has claimed. Such a review is conducted from the standpoint of one of skill in the art at the time the application was filed, and should include a determination of the field of the invention and the level of skill and knowledge in the art. Generally, there is an inverse correlation between the level of skill and knowledge in the art and the specificity of disclosure necessary to satisfy the written description requirement. Information which is well known in the art does not have to be described in detail in the specification.  {Compare with Genentech as described in JRY-13:44-57.}
 

3. Determine Whether There is Sufficient Written Description To Inform a Skilled Artisan That Applicant Was in Possession of the Claimed Invention as a Whole at the Time the Application Was Filed

Original claims
Possession may be shown in any number of ways. Possession may be shown by 
· actual reduction to practice, 
· a clear depiction of the invention in detailed drawings which permit a person skilled in the art to clearly recognize that applicant had possession of the claimed invention, or 
· a written description of the invention describing sufficient relevant identifying characteristics such that a person skilled in the art would recognize that the inventor had possession of the claimed invention.

[Standard for actual reduction to practice omitted.]
An applicant may show possession of an invention by disclosure of drawings that are sufficiently detailed to show that applicant was in possession of the claimed invention as a whole.  The description need only describe in detail that which is new or not conventional.  This is equally true whether the claimed invention is directed to a product or a process. Normally a reduction to drawings will adequately describe the claimed invention.


An applicant may also show that an invention is complete by disclosure of sufficiently detailed relevant identifying characteristics which provide evidence that applicant was in possession of the claimed invention, i.e., 
· complete or partial structure, 
· other physical and/or chemical properties, 
· functional characteristics when coupled with a known or disclosed correlation between function and structure, or 
· some combination of such characteristics.  
What is conventional or well known to one skilled in the art need not be disclosed in detail…

***

In most technologies which are mature, and wherein the knowledge and level of skill in the art is high, a written description question should not be raised for original claims even if the specification discloses only a method of making the invention and the function of the invention.  In contrast, in emerging and unpredictable technologies, more evidence is required to show possession. For example, disclosure of only a method of making the invention and the function may not be sufficient to support a product claim other than a product-by-process claim. Furthermore, disclosure of partial structure without additional characterization of the product may not be sufficient to evidence possession of the claimed invention.

***


For each claim drawn to a genus:

The written description requirement for a claimed genus may be satisfied through sufficient description of a representative number of species by 

· actual reduction practice…, 
· reduction to drawings…, or 
· disclosure of relevant identifying characteristics, i.e., structure or other physical and/or chemical properties, by functional characteristics coupled with a known or disclosed correlation between function and structure, or by a combination of such identifying characteristics, 
sufficient to show the applicant was in possession of the claimed genus…


A "representative number of species" means that the species which are adequately described are representative of the entire genus. Thus, when there is substantial variation within the genus, one must describe a sufficient variety of species to reflect the variation within the genus. What constitutes a "representative number" is an inverse function of the skill and knowledge in the art. Satisfactory disclosure of a "representative number" depends on whether one 

of skill in the art would recognize that the applicant was in possession of the necessary common attributes or features of the elements possessed by the members of the genus in view of the species disclosed. In an unpredictable art, adequate written description of a genus which embraces widely variant species cannot be achieved by disclosing only one species within the genus.  {So for predictable arts, one species might be sufficient? – JRY} Description of a representative number of species does not require the description to be of such specificity that it would provide individual support for each species that the genus embraces…

***
COMMENTS ON INTERIM PTO EXAMINATION STANDARD
	

	


AIPLA Comments on… the Revised Interim Guidelines for Examination of Patent Applications Under the 35 U.S.C. 112, ¶1, "Written Description" Requirement… 

(March 27, 2000)
[The AIPLA President, Louis T. Pirkey, writes a letter to the PTO commissioner in response to the amended § 112 guidelines.]
***

The Revised Written Description Guidelines begin by defining two policy objectives of the written description requirement. The "essential goal" of the description is "to clearly convey the information that an applicant has invented the subject matter which is claimed."  A second objective is "to put the public in possession of what the applicant claims."  In order to accomplish these goals, and to satisfy the written description requirement, the Revised Written Description Guidelines have clarified means by which the applicant might [have] proved "possession" of the claimed invention, using recent case law as a guide…
[A] "possession" test does not appear in the statute itself.  Its definition and detailed application are not clearly stated in the Federal Circuit cases to date; they are still emerging in the Federal Circuit jurisprudence.  We believe the Revised Written Description Guidelines provide a good starting point for a "possession" test.  However, the Revised Written Description Guidelines will surely be further delineated by subsequent judicial decisions.  Thus, pending a final judicial determination, patent examiners should be directed to use existing judicial precedent to make rejections of claims unsupported by a statutory written description.
***
[M]ethodology step 2 requires that the patent examiner determine what the applicant has identified as the "essential distinguishing characteristics" of the invention. As discussed below, we believe this verbal formulation is best understood in terms of the Federal Circuit's Fiers decision 
("Conception of a substance claimed per se without reference to a process requires conception of its structure, name, formula, or definitive chemical or physical properties." 
25 U.S.P.Q.2d 1605).  If the PTO intends that its "essential distinguishing characteristics" formulation would have some alternative meaning, we would be concerned that there would be no basis in the patent statute for such a formulation.  It would introduce an unnecessary and confusing test into the written description requirement.
***
[The guidelines advise reviewing the disclosure] to understand "what applicant has identified as the essential distinguishing characteristics of the invention."  The examiner is then required to determine if there is correspondence between what the applicant has described as the 
"essential identifying characteristic features of the invention, i.e., what the applicant has demonstrated possession of, and what applicant has claimed." 
AIPLA believes that this section of the Revised Written Description Guidelines provides a potentially confusing verbal formulation that should not be construed as adding a new test or requirement. AIPLA recommends clarification of what is intended here. For example, it would be useful to indicate that this formulation is intended merely to represent a mode of "fact finding" by the patent examiner, calculated to identify information contained in the patent specification that would be relevant to establishing that a statutory "written description" is present. This element of the analysis by the examiner could focus on the Federal Circuit's holding in decisions such as Fliers v. Revel, wherein it was not sufficient to identify an alleged "invention" by the desired result or intended function, but was essential to supply the actual structure or structures (or some equivalent characterizing information) sufficient to identify the thing being claimed. Thus, the examiner should be focusing on the nature of the characterizing information that would 

be applied to reach the ultimate factual conclusion described in step 3.

AIPLA suggests that the intent of the Revised Written Description Guidelines should be to have the patent examiner make the ultimate fact-finding on the "written description" by comparing 
· the scope of the claim (step 1) 
· with the scope of the characterizing information (step 2) 
· to reach the conclusion (step 3)
that there is or is not a statutory "written description" or "demonstrated possession."
The articulated tests for proof of "possession" include actual reduction to practice, and a clear depiction of the invention in detailed drawings. A written description of the invention describing sufficient relevant identifying characteristics such that a person skilled in the art would recognize the inventor had possession of the invention is also acceptable "proof." AIPLA submits that the type and amount of "relevant identifying characteristics" needed to satisfy the written description requirement will vary on a case by case basis, and also with the state of the claimed technology at the time of the invention. Stated "relevant identifying characteristics" include:
· complete or partial structure; 
· other physical and/or chemical properties; 
· functional characteristics coupled with known or disclosed correlation between function and structure; or, 
· some combination of these characteristics.
AIPLA would also like to note an apparent inconsistency [in] the Revised Written Description Guidelines. If an EST claim is "open ended" (i.e., potentially enormously broad) and lacks a "written description," we do not see how this could be cured by the additional disclosure of a single species (disclosing a single cDNA). This is inconsistent with the "representative number of species" test stated in the guidelines themselves. Moreover, such a result would be difficult to reconcile with the Federal Circuit's decision in University of California v. Eli Lilly.
***
Conclusion 
[The AIPLA encourages resolution of issues in the ex parte PTO appellate system to prevent more expensive post-issue litigation.] 
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Written Description and Enablement Requirements to Limit Biotechnology Patents

Alison E. Cantor
 [Then a law student at Harvard.  Now an associate going by the name “Alison E. Corkery” at Wilmer Cutler in Boston.] 
***
ENABLEMENT REQUIREMENT

[After laying down the basic background of enablement and laying out the Wand factors, including the factor relating to “predictability or unpredictability of the art,” Cantor expounds on the predictability factor:]

 [Unpredictability in Biotechnology]

The predictability of the technology with which the invention is made is one of the primary factors that courts use in determining whether undue experimentation would be required in order to practice the invention.  According to the predecessor court of the Federal Circuit, the Court of Claims and Patent Appeals:

In cases involving predictable factors, such as mechanical or electrical elements, a single embodiment provides broad enablement in the sense that, once imagined, other embodiments can be made without difficulty and their performance characteristics predicted by resort to known scientific laws. In cases involving unpredictable factors, such as most chemical reactions and physiological activity, the scope of enablement obviously varies inversely with the degree of unpredictability of the factors involved.

Biotechnology, particularly in the areas of genetic engineering and immunological inventions, is considered to be a highly unpredictable type of technology in which more than a single embodiment would be required in order to show enablement of claims of broad scope.  The unpredictability of biotechnology was brought to bear on broad biotechnology claims in Ex parte Forman[, where the court only validated species claims matched to a working sample due to the unpredictable nature of biotech.]

The unpredictability factor thus introduces a high degree of uncertainty into the enablement requirement for biotechnology patents through the use of the undue experimentation doctrine. In this way, regardless of the presence of inexplicit ethical considerations, the 

nature of the science directly contributes to the limitation of biotechnology patents and may become an excessively dominant factor in enablement analysis. In addressing this concern, however, the following question arises: if one is going to limit biotechnology patents, to what extent should they be limited?

[Possible Stops to the Slippery Slope]

If the courts and the PTO decide to limit broad biotechnology patents, there is a very slippery slope leading from broad biotechnology patents to none at all. There are few limiting points on this slope that are not overexpansive, but which would still allow protection of patentable biotechnology inventions.

One of the narrowest restrictions would be to limit the patents at issue to the specific examples in the specification. One case in which the court opted for this approach was In re Wright, which involved creating live, non-pathogenic vaccines to be used against pathogenic RNA viruses.  In that case, the specification gave a general description of the invention but only one specific example.  However, RNA viruses, which include the human immunodeficiency and leukemia viruses, are extremely diverse as well as genetically complex.  Although Wright claimed his invention broadly to encompass all pathogenic RNA viruses, the court held that he did not even show that his success with one avian RNA virus could be extrapolated to other avian RNA viruses.  "The Examiner ultimately allowed [four] claims . . . which are specific to the particular process and vaccine disclosed in this example."  These were the claims ultimately allowed.  This method of limiting biotechnology patents, in a field where the level of skill in the art is so high, would afford no real protection, because it would become very easy for other inventors to avoid infringing a patent.

Another way in which courts could limit biotechnology patents would be by using distinctions between types of organisms. These distinctions could occur at various levels. One of the most general levels, which would allow comparatively broad coverage for a biotechnology patent, would be to distinguish between prokaryotes and eukaryotes.  The Court of Appeals for the Federal Circuit ("CAFC") discussed this distinction in Enzo Biochem v. Calgene.  Although all of the disputed claims in that case were not enabled, the court did note the distinction, explicitly present in the claims at issue, between enabling the invention in prokaryotic and eukaryotic cells.

Distinctions between organisms could also be made at the species or genus level. The CAFC made such a distinction in Vaeck, where the invention involved the use of genetic engineering techniques to produce proteins that can be used as pesticides against insects such as mosquitoes.  In this case the specification listed two specific species of Bacillus that could be used as a source of the protein as well as nine genera of cyanobacteria that could be used as hosts. The claims were not limited to the species or genera disclosed in the specification.  The court rejected the claims as not enabled; however, it did not reject the two claims limited to the genera listed in the specification or more specific examples.

The viability of this option depends on the attributes of the group of organisms claimed. If the group is diverse, complex, or not sufficiently studied by scientists, these factors could indicate that either greater disclosure is needed in the specification or that the claims allowed will be narrower.  The number of different limits possible using this option are as endless as the number of ways in which scientists can divide and subdivide groups of organisms.

[Another] way that courts have limited patents is by requiring inventors to isolate DNA and protein sequences in order for the sequences to be claimed.  The CAFC elaborated on this issue in Regents of the University of California v. Eli Lilly, which involved an invention that used recombinant DNA technology to produce human insulin. The court in that case held that neither describing a method of preparing a cDNA nor describing the protein encoded by the DNA would necessarily describe the cDNA itself.  In this case the claim being discussed related to human insulin-encoding cDNA, and although the patent described a general method for obtaining the human cDNA and the protein sequence of the human protein, it did not provide adequate written description.  The court reaffirmed its previous holding that

"[a] cDNA is not defined or described by the mere name 'cDNA,' even if accompanied by the name of the protein that it encodes, but requires a kind of specificity usually achieved by means of the recitation of the sequence of nucleotides that make up the cDNA."

This issue has also come up when the disclosure in the specification has not supported a generic claim to analogs of a gene due to the number of possible DNA sequences that could code for such a product.

These are only a few of the more bright-line distinctions that could be used to limit biotechnology patents. Many others are possible, but if the distinctions are not clear cut, the patentee loses the ability to predict the way in which his patent will be treated by the PTO and in court. Such a situation would not provide incentives to invent and create.

[Enablement in Biotechnology Cases]
There are numerous cases in which the enablement requirement has been used to limit biotechnology patents… In Amgen v. Chugai Pharmaceutical, Amgen had a new patent covering host cells transformed with a DNA sequence to produce erythropoietin ("EPO") recombinantly, as well as the EPO itself.  The important question… is whether the scope of enablement was as broad as the scope of the claims. The patent claimed generically all DNA sequences that would encode a protein "sufficiently duplicative" of EPO that it would increase production of red blood cells.  Although the Federal Circuit noted that it is not necessary for a patent applicant to test all of the different embodiments of his invention, it held that to enable DNA sequences the inventor must disclose "how to make and use enough sequences to justify grant of the claims sought . . . . In addition, it is not necessary that the court review all the Wands factors to find a disclosure enabling. They are illustrative, not mandatory."  The court held that, based on the facts, Amgen had not provided sufficient enablement.

***

The court specifically noted the complexity of the gene at issue and the uncertainty as to the utility of the possible analogs.  The court's mention of the fact that the Wands factors do not all need to be considered made it seem more appropriate to focus on this factor. 

***

In addition, the ethical issues relating to biotechnology were more explicitly considered in this case because the court noted that the district court made a finding regarding the public interest in having EPO as a medicine, and as a result would not order an injunction to delay or stop the production or shipping of the EPO.

***

The CAFC noted the unpredictability of biotechnology as an art… when it decided Genentech v. Novo Nordisk, which involved the invention of cleavable fusion expression of a recombinant human growth hormone protein.  The court not only reversed a preliminary injunction but also ruled on the enablement issue, holding that the claims at issue were invalid as a matter of law for lack of enablement…  The court highlighted the need to describe in detail how to use cleavable fusion expression to make human growth hormone, mentioning such factors as reaction conditions and the specific cleavable conjugate protein.  The court would not even allow the applicant to rely on the skill in the art to supply the needed details…

***

It is interesting to note that in Enzo Biochem v. Calgene--in which the technology could be considered pioneering--the court appeared to focus much more on the nature of the technology, its unpredictability, and the skill of those in the art that would be necessary to practice it, than it did on the actual disclosure in the specification. This indicates the importance that the CAFC has come to put on unpredictability, especially in new technologies. The amount of emphasis placed on this one factor of the Wands test shows the discretion inherent in the enablement determination. Although the unpredictability factor is explicitly included in the Wands test, the degree of emphasis placed on this factor by a given court indicates the court's comfort in relying on a given technology. The discretion that the courts have in this area could be influenced not only by express considerations of unpredictability but also by unstated ethical concerns about biotechnology.

WRITTEN DESCRIPTION REQUIREMENT

***

Almost all patent applicants wish to claim their invention as broadly as possible.  However, the written description requirement states that the inventor cannot claim his invention more broadly than the disclosure…  Recently, this requirement has been used to limit biotechnology patents in a way that has been described as guarding against "early claiming" as opposed to the traditional guard against "late claiming."  This trend has introduced another area of uncertainty where other factors, such as ethical considerations or the nature of the science, could subtly and inappropriately affect a court's decision. As one commentator has said, "any subjective analysis reflects morals, ethics, and cultural influences as perceived by the decision-maker."

[The Omitted Element Test]
In Gentry Gallery, Inc. v. Berkline Corp., the CAFC created what has come to be known as the "omitted element test."  This test states that when an element that the disclosure shows to be essential to the invention is omitted from the claims, the claims fail the written description requirement.  Courts have used this expansion of the written description requirement--as well as the extension of the type and number of elements considered to be essential--to limit biotechnology patents.

 The Gentry Gallery case itself was about as far removed from biotechnology as possible.  It related to a patent for sectional sofas arranged to allow two recliners to face the same direction.  The limitation at issue related to the location of recliner controls, specifically whether they were limited to the console.  The court noted that the original disclosure clearly indicated that the only location for the controls was the console.  In addition, the court indicated that putting the controls anywhere else was not within the invention's stated purpose.  The broadest original claim stated that the controls were located on the central console.  The court stated that 

"here, . . . it is clear that [the inventor] considered the location of the recliner controls on the console to be an essential element of his invention. Accordingly, his original disclosure serves to limit the permissible breadth of his laterdrafted claims." 

In fact, the inventor had stated that they solved the problem of building this type of sofa by locating the controls on the console.  The court further reiterated that the location of the controls on the console was "not only important, but essential" to the invention.  Based on this analysis and a review of cases relied on by Gentry, which 
"do not stand for the proposition that an applicant can broaden his claims to the extent that they are effectively bounded only by the prior art. . . . [but which] make clear that claims may be no broader than the supporting disclosure, and therefore that a narrow disclosure will limit claim breadth," 
the CAFC held the claims at issue invalid, reversing part of the lower court judgment, which had found that the inventor was entitled to claims in which the controls are located in areas other than the console.

In a subsequent case, Tronzo…, the CAFC similarly limited the patentee's claims without citing Gentry Gallery… {See JRY-2-5 – JRY}
The Tronzo court's reasoning and result is in line with the omitted element test, although the court did not specifically mention the test…  The court did discuss some of the expert testimony in interpreting the specification, but it did not cite any revealing statement of the inventor such as existed in Gentry Gallery.  This decision is one step toward expanding the omitted element test.

 A number of district courts have followed this lead and have applied the omitted element test. One of the first courts to do so was the United States District Court for the Northern District of California in Reiffin v. Microsoft Corp.  This case involved a summary judgment motion on a patent regarding a type of computer technology known as multithreading.  The court stated that the

"written description requirement contains at least three separate subrequirements—

- the adequate description requirement, 

- the new matter prohibition, and

- the omitted element prohibition."  

Reiffin lodged a direct attack at the omitted element test, claiming that it does not exist.  The district court upheld the omitted element test as elaborated in Gentry Gallery, stating that "in general terms, . . . Gentry held that patent claims are invalid under § 112 if they omit an element that someone skilled in the art would understand to be essential to the invention as originally disclosed."  {Compare with Lizardtech, where the court read in the seamless element/limitation into claim 21 because a POSITA would understand the limitation to exist.  JRY-5:103-6:7 – JRY} The court further stated that the Gentry decision is not unprecedented.  Drawing on this precedent the court stated that "Gentry either establishes, or more likely reiterates and clarifies, the omitted element test."  The court defined the test as one that "prevents a patent owner from asserting claims that omit elements that were essential to the invention as originally disclosed.  …[It] does not circularly define the invention in accordance with the issued claims; instead, it focuses on the invention as originally disclosed in the patent application."

 Microsoft claimed that there were four elements disclosed in Reiffin's original application that were essential to his invention and which were omitted from the current patent claims as issued.  Following Gentry Gallery, the court looked to the disclosure and the original claims in order to determine whether the elements were essential.  The court also inferred from the repeated discussion concerning the four elements in the summary that Reiffin did not conceive of his invention without these elements, despite the fact that the application suggested that the embodiment that was described was only one preferred embodiment.  This is a difference from Gentry Gallery, in which the court concluded, from the fact that the inventor did not consider changing the position of the controls until after he had seen a competitor do so, that at the time of the initial disclosure he had only conceived of one location for the controls.  The court also found the case before it similar to Gentry Gallery. In Gentry Gallery, according to the Reiffin court, nothing in the opinion suggests that the patent application explicitly stated that the only possible location for the controls was on the console.  Similarly, there is no express statement in Reiffin's patent application that the only possible embodiment of his invention has the four elements; rather, the different sections of the patent application make the importance of the elements clear.

The trend in these three cases illustrates the solidification of the omitted element test and the gradual expansion of the types of elements that can be considered essential. It also tends to suggest a slight liberalization of the standards used to determine whether an element is essential. From Gentry Gallery, in which there is a direct statement by the inventor, to Tronzo, in which the patentee distinguished prior art by stating that the essential element made his invention better, to Reiffin, in which a repeated reference to the elements appears to suffice, we see a trend toward more readily implying essential elements omitted from the claims.  A more relaxed standard will give room for other factors subtly and inappropriately to influence courts' decisions as to which elements are essential and whether the written description is adequate.
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