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STATEMENT OF IDENTITY AND INTEREST 
 
 I teach and write about patent law and policy at Cornell Law School.  I 

have no personal interest in the outcome of this case.  My interest in this case 

is to contribute to the development of patent law and policy.  No part of this 

brief was authored by counsel for any party, person, or organization besides 

myself.∗ 

 
 

 
∗ I do acknowledge and thank Jim Nault, Cornell Law School (J.D. expected 
2011) for invaluable research help.  All errors are my own. 



SUMMARY OF ARGUMENT 
 
 Three monoclonal antibody related drugs accounted for nearly 20% of 

Medicare Part B spending in 2007.1  The per patient cost for just one of those 

drugs, Bevacizumab (Avastin), has been estimated at $100,000 per year.2  

This case, and indeed monoclonal antibody-related therapies generally, touch 

more than just the named parties.  Allowable claim scope and the absence or 

presence of beneficial competition within this sector concern us all.  

 Fortunately, patent law is no stranger to such weighty decisions.  It has 

long developed foundational principles that determine how broadly one can 

claim.  On numerous occasions, the Supreme Court has emphasized that 

patent claims cannot exceed the disclosed invention.  When patentees create 

and disclose inventions broadly, they can and often do claim just as broadly.  

But sometimes inventors do not conceive any more than their specific 

embodiment.  Those inventors cannot claim beyond that. 

 In 1895 the Supreme Court applied this principle to prevent over-

reaching patentees in The Incandescent Lamp Patent case.3  In that case, the 

                                                 
1 Medicare Payment Advisory Commission, Report to Congress: Improving 
Incentives in the Medicare Program 116 (available at 
http://www.medpac.gov/documents/Jun09_EntireReport.pdf). 
2 Gina Kolata and Andrew Pollack, Costly Cancer Drug Offers Hope, but 
Also a Dilemma, N.Y. TIMES  (July 6, 2008). 
3 159 U.S. 465 (1895). 
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Court found that the patentees had indeed invented something, namely their 

embodiments that had actually been reduced to practice.  The Court found 

that their narrower claims tailored to those embodiments could be sustained, 

yet the Court held that the broader claims, the only claims that were asserted 

in the case, could not.  Nothing in their patent specification indicated that the 

inventors had invented more than their particular embodiments.  The broader 

claims impermissibly exceeded the disclosed invention.   

 Today, one hundred and fifteen years later, a different technology and a 

different case present the exact same question.  The same principle still 

applies and the same result must emerge.  Just as in The Incandescent Lamp 

Patent case, the patentees here actually reduced to practice one embodiment, 

the chimeric antibody (cA2), and only its specific variable region was 

disclosed.  Nothing in their disclosure evidences that their conception 

extended beyond that particular embodiment.  No other variable regions are 

disclosed.  Just as in The Incandescent Lamp Patent case, the patentees have 

disclosed only a narrow invention and the validity of the broader genus claims 

to any antibody whose variable regions can competitively bind to TNFα 

cannot be affirmed. 
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ARGUMENT 

I.  Claims cannot exceed the disclosed invention. 
 
 The Supreme Court has held on numerous occasions that, at most, 

inventors “can lawfully claim only what [they have] invented….” O'Reilly v. 

Morse, 56 U.S. 62, 121 (1854).4  The invention “is the particular means 

devised by the inventor by which [a] result is attained, leaving it open to any 

other inventor to accomplish the same result by other means.”  Electric 

Railroad Signal Co. v. Hall Railway Signal Co., 114 U.S. 87, 96 (1885). 

 In particular, patent law has elaborated on the inventor’s specific 

means, the inventor’s invention, by turning to the notion of conception.5  

                                                 
4 See also Evans v. Eaton, 20 U.S. 356, 430 (1822) (“it is clear that the party 
cannot entitle himself to a patent for more than his own invention”); Agawam 
v. Jordan, 74 U.S. 583, 602 (1869)(“No one is entitled to a patent for that 
which he did not invent ….”); Morey v. Lockwood, 75 U.S. 230, 240 (1869) 
(“Several objections are taken to this reissued patent; among others, and 
which is the most material, that the claim is broader than the invention.”); 
Ensten v. Simon, Ascher & Co., 282 U.S. 445, 452-53 (1931) (describing the 
“principle which forbids a patentee to assert a right to more than he has 
actually invented”);  see also Wyeth v. Stone, 30 F. Cas. 723, 727 (C.C.D. 
Mass. 1840)(Justice Story) (“A claim broader than the actual invention of the 
patentee is, for that very reason, upon the principles of the common law, 
utterly void, and the patent is a nullity”); O’Reilly, 56 U.S. at 120 (describing 
“the evil … if [a patentee] claims more than he has invented although no 
other person has invented it before him.”). 
5 See Pfaff v. Wells Electronics, 525 U.S. 55, 60-61 (1998)(“the word 
‘invention’ in the Patent Act unquestionably refers to the inventor’s 
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Conception is the ‘formation in the mind of the inventor, of a definite and 

permanent idea of the complete and operative invention, as it is hereafter to 

be applied in practice.’” Hybritech Inc. v. Monoclonal Antibodies, Inc., 802 

F.2d 1367, 1376 (Fed. Cir. 1986). 

   As conception is a mental act, direct evaluation of what was 

conceived and thus invented would require a difficult, subjective inquiry.  

Through its disclosure requirements, patent law converts that subjective 

inquiry into an objective one.  To obtain a patent, not only must the patentee 

invent something, but the patentee must fully disclose that invention in the 

patent specification.  “[The patentee] can lawfully claim only what he has 

invented and described, and if he claims more his patent is void.”  O’Reilly v. 

Morse, 56 U.S. 62, 120-121 (1854).   

 In essence, the disclosure requirements mandate that the patentee 

documents their conception and invention in such detail so that the 

specification can corroborate that the patentee did in fact invent the claimed 

                                                                                                                                                    
conception….”); see also C.R. Bard v. M3 Sys., 157 F.3d 1340, 1352 (Fed. 
Cir. 1998)( (“The ‘inventor,’ in patent law, is the person or persons who 
conceived the patented invention.”)(citing to Collar Co. v. Van Dusen, 90 
U.S. 530, 563-64 (1874);  WILLIAM C. ROBINSON, I THE LAW OF PATENTS 91 
(1890) (“An inventor, in the meaning of the Constitution, is one who has 
himself conceived the fundamental idea of the invention, and has embodied it 
in tangible materials. To him and to him only can a patent lawfully be 
granted.”). 
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subject matter.6  A proper disclosure is detailed enough so that any person of 

skill in the art will, “following the specification strictly …, without more, 

construct” the invention and will know how to use that invention.  The 

Telephone Cases, 126 U.S. 1, 536 (1888).  An inventor can claim “the 

exclusive right to use the means he specifies to produce the result or effect he 

describes, and nothing more.” O'Reilly, 56 U.S. at 119.    

 This Court and its predecessors have interpreted the disclosure 

requirements in this way.  The “patent specification must describe an 

invention and do so in sufficient detail that one skilled in the art can clearly 

conclude that ‘the inventor invented the claimed invention.’”  Regents of the 

University of California v. Eli Lilly, 119 F.3d 1559, 1566 (Fed. Cir. 

1997)(citing Lockwood v. American Airlines, Inc., 107 F.3d 1565, 1572 

(1997)).   

 And as Judge Rich put the question in In re Ruschig: “Does the 

specification convey clearly to those skilled in the art, to whom it is 

addressed, in any way, the information that appellants invented that specific 

[claimed] compound?”  379 F.2d 990, 996 (C.C.P.A. 1967).  Other cases have 

also drawn connections between “the standard for proving conception” and 

                                                 
6 See Burroughs Wellcome Co. v. Barr Labs., Inc., 40 F.3d 1223, 1228 (Fed. 
Cir. 1994)(“[b]ecause [conception] is a mental act, courts require 
corroborating evidence”). 
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the “adequacy of support in a disclosure for a claim.”  Spero v. Ringold, 377 

F.2d 652, 660 (C.C.P.A. 1967).  This Court’s predecessor “recognized that 

the ‘essential goal’ of the description requirement is to clearly convey the 

information that an applicant has invented the subject matter which is 

claimed.”  In re Barker, 559 F.2d 588, 592 n. 4 (C.C.P.A. 1977). 

II.  Disclosing a conception broader than the actual embodiment allows 
for claims that extend beyond the actual embodiment.  
 
 In 1895, the Supreme Court underscored these principles in The 

Incandescent Lamp Patent case.  159 U.S. 465 (1895).  The case explained 

how and when an inventor who had reduced to practice one embodiment 

could in theory claim more than just that embodiment. 

 In the search for useful incandescent light bulb filaments, progress had 

been made as to the suitable shapes, electrical resistances and even general 

construction of the filaments.  But researchers were still hunting to find the 

best materials from which to construct the filaments.  Id. at 471.  In their 

patent, the plaintiffs Sawyer and Man disclosed that they had reduced to 

practice filaments made from both carbonized paper and wood carbon.  Id. at 

466.  They confined their third claim to these embodiments claiming 

filaments “formed of carbonized paper, substantially as described.”  Id.  Their 

first claim though was much broader covering a filament constructed from 

6 



any “carbonized fibrous or textile material.”  Id.  Commenting on these two 

claims the Supreme Court noted that “[i]nstead of confining [their claims] to 

carbonized paper, as they might properly have done, and in fact did in their 

third claim, they made a broad claim for [filaments made from] every fibrous 

or textile material….”  Id. at 472.  The Court asked if the patentees were 

“entitled”  to such a broad “monopoly,” to which the Court answered, “[w]e 

think not” and the Court affirmed the invalidity of the asserted claims.  Id.  In 

reaching their conclusion of invalidity, the Court cited the then existing 

disclosure requirements which are for the most part are identical to the 

requirements found in the modern 35 U.S.C. § 112 ¶ 1.  Id. at 474; see also 35 

U.S.C. § 112 ¶ 1.   

 Importantly, the case does not stand for the proposition that patentees 

can only rightfully claim the embodiments that they actually reduce to 

practice.  The Court made it clear that Sawyer and Mann, even with only their 

two embodiments that were actually reduced to practice, could have in theory 

claimed more broadly.  The Court stated that “if the patentees had discovered 

in fibrous and textile substances a quality common to them all, or to them 

generally, as distinguishing them from other materials, such as minerals, etc., 

and such quality or characteristic adapted them peculiarly to incandescent 

conductors, such claim might not be too broad.” Id. at 472.  In other words, if 
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their knowledge of these materials allowed them to conceive of the other 

particular fibrous and textile materials that were suitable as filaments then 

such a broad claim “would, perhaps, not [have been] extravagant.”  Id. at 476.   

Thus where an inventor has broadly conceived of solutions to their relevant 

problem and they then disclose that broad conception, then patent law, in so 

far as 35 USC § 112 ¶ 1 is concerned, allows broad claims that track that 

broad conception.7 

 But where a patentee has not disclosed a conception beyond the 

embodiments that have been reduced to practice, then patent law has no 

choice but to limit the claims to those embodiments.   As stated by the 

Supreme Court,  

[u]nder these circumstances, to hold that one who had 
discovered that a certain fibrous or textile material answered the 
required purpose should obtain the right to exclude everybody 
from the whole domain of fibrous and textile materials, and 
thereby shut out any further efforts to discover a better specimen 
of that class than the patentee had employed, would be an 
unwarranted extension of his monopoly, and operate rather to 
discourage than to promote invention. Id. at 476. 
 

 In accord with The Incandescent Lamp Patent case, modern patent law 

also allows patent claims that are broader than the preferred embodiments 

                                                 
7 Tilghman v. Proctor is a good example of a broad, disclosed conception 
beyond the preferred embodiment that then supports broad claims.  102 U.S. 
707 (1881). 
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when the specification evidences a conception and invention broader than 

those embodiments. 

 For example in Enzo Biochem, Inc. v. Gen-Probe Inc., this Court 

recognized that the deposit of a nucleotide sequence could provide written 

description support for that sequence.  323 F.3d 956, 966 (Fed. Cir. 2002).  

Furthermore, the Court did not announce a bright line rule that claims were 

necessarily limited to only that deposited embodiment.  A patentee could in 

theory claim more broadly than the one embodiment that was actually 

reduced to practice and deposited.  The Court, citing to the PTO’s Written 

Description Guidelines, held that a patentee could claim more broadly “by 

disclosure of sufficiently detailed, relevant identifying characteristics … i.e. 

complete or partial structure, other physical and/or chemical properties, 

functional characterization when coupled with a known or disclosed 

correlation between function and structure, or some combination of such 

characteristics.”  Id.   

 In other words, the description of an actual embodiment that has been 

reduced to practice can be part of the support for a broader genus claim when 

the specification also discloses additional information like some “correlation 

between function and structure” of the genus or, as put by the Supreme Court, 

some “quality common to” the genus.  Underlying these rules is the principle 
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that a broad claim is supported when its specification evidences conception of 

the broad genus.  The PTO Guidelines cited in Enzo state that “the essential 

goal of the description of the invention is to clearly convey the information 

that an applicant has invented the subject matter which is claimed.”  

Guidelines for Examination of Patent Applications Under the 35 U.S.C. 112 ¶ 

1 “Written Description Requirement, 66 Fed. Reg. 1099, 1104 (Jan. 5, 2001) 

(citing In re Barker, 559 F.2d 588, 592 n.4 (C.C.P.A. 1977).  Likewise Judge 

Newman’s concurrence in Enzo emphasized that the disclosure requirements 

of § 112 “establish[] what has been invented” and thus “sets boundaries of 

what can be claimed.”  Enzo Biochem, Inc. v. Gen-Probe Inc., 323 F.3d 956, 

975 (Fed. Cir. 2002)(concurrence Newman J.). 

IV.  Disclosing only one variable region cannot support a genus claim 
covering all variable regions that competitively bind to TNFα 
 
 Today, one hundred and fifteen years after the Incandescent Lamp 

Patent case, a different technology and a different case present the exact same 

question:  having actually reduced one embodiment to practice, when can a 

patentee claim more broadly?  The same principle still applies and the same 

result must emerge.  Where a patentee does not or cannot disclose an 

invention that is broader than their actual embodiments, then that patentee 

cannot claim any broader either.    

10 



 Yet in the area of monoclonal antibodies, this Court has not yet directly 

applied that principle to broad genus claims to antibodies that bind to a 

specific, well-characterized antigen.  And this Court’s precedent leaves room 

for others to be confused on this point.  In both Enzo and later in Noelle v. 

Lederman, this Court has quoted an example from the PTO’s Written 

Description Training Materials that would allow a claim to “an isolated 

antibody capable of binding to [a specific antigen]” whenever the patentee 

discloses a full characterization of that antigen. 

 This Court need not and should not follow that example.  The citations 

to that example were not part of the holding in either Enzo or Noelle.  And 

more importantly this Court should not follow that example as it conflicts 

with Supreme Court and this Court’s precedent.  Following that example 

would impermissibly allow claims that far exceed the disclosed invention. 

A.  This Court need not follow the PTO’s antibody example. 
 

 This Court first cites to the PTO’s monoclonal antibody example in 

Enzo.  323 F.3d at 964.  Enzo dealt with a patent claiming nucleotide 

sequences that were functionally defined.  As noted above, this Court in Enzo 

cited the PTO’s Written Description Guidelines to further elaborate on ways 

in which broad functional claims might still satisfy the disclosure 

requirements.  As part of that citation, and perhaps to underscore that indeed 
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not “all functional descriptions of generic material fail to meet the written 

description requirement,” this Court quoted an example relating to 

monoclonal antibodies from the PTO’s Training Materials.  Id.  Nothing 

about that particular example was needed to decide Enzo.  As noted above, 

the portion far more relevant to the holding in Enzo was from the Guidelines 

and related to the need for the disclosure of a correlation between structure 

and function.  In short, the reference to the PTO’s antibody example in Enzo 

did not create binding precedent that must be applied in this case. 

 Two years later in Noelle v. Lederman, this Court again cited the 

example from the Training Materials.  355 F.3d 1343, 1349 (Fed. Cir. 2004).  

That case affirmed a decision of the Board of Patent Appeals and 

Interferences finding no interference-in-fact between inventors Noelle and 

Lederman.  In contrast to Enzo, Noelle did deal directly with claims to 

monoclonal antibodies.  The case focused on a claim to “[a] monoclonal 

antibody or fragment thereof which specifically binds CD40CR … wherein 

CD40CR is expressed by activated human T cells.”  Id. at 1346.  The case 

held that this claim could not be supported by a specification that only 

disclosed the murine (rather than the human) version of that protein.  The 

Court held that “Noelle did not provide sufficient support for the claims to the 

human CD40CR antibody in his ‘480 application because Noelle failed to 

12 



disclose the structural elements of human CD40CR antibody or antigen in his 

earlier ‘799 application.”  Id. at 1349. 

 The holding in Noelle related to the lack of disclosure as to the specific 

antigens to which the antibodies were to bind.  Importantly, Noelle only 

identifies what is insufficient to comply with the disclosure requirements.  In 

contrast, the PTO’s example explicitly details what would be sufficient to 

support a broad genus claim “to an isolated antibody capable of binding to [a 

specific antigen.]”  Id.  As a result, this Court is not bound by its previous 

references to the PTO’s antibody examples. 

B.  The PTO’s antibody examples conflict with this Court’s and the 
Supreme Court’s binding precedent 
 

 More importantly this Court should not follow the PTO’s antibody 

example from 1999 or even its revised Example 13: Antibodies to A Single 

Protein from 2008.  See U.S.P.T.O, Revised Interim Written Description 

Guidelines Training Materials, 59-60 (available at 

http://www.uspto.gov/web/offices/pac/writtendesc.pdf) (hereinafter Interim 

Training Materials); U.S.P.T.O , Written Description Training Materials, 

Revision 1 March 25, 2008 at 45-46 (available at 

http://www.uspto.gov/web/menu/written.pdf) (hereinafter Revised 2008 

Training Materials).  These examples are inconsistent with the Supreme 

13 
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Court’s precedent including the Incandescent Lamp Patent case as well as the 

rest of this Court’s written description cases. 

 The specification from Example 13 contains “no working or detailed 

prophetic example of an antibody that binds to [the antigen].”  Revised 2008 

Training Materials at 45.  “The specification does not describe an actual 

reduction to practice of an antibody that binds to [the antigen] by reference to 

a deposit ….  The specification also does not describe the complete structure 

of an antibody capable of binding [to the antigen….”  Id.  Lastly, “[t]he 

specification does not disclose a correlation between the function of binding 

to [the antigen] and the structure of the claimed antibody” and it contains 

“[n]o description of any embodiments falling within the claim….” Id. at 46. 

 Yet despite the absolute lack of any evidence that anything was 

invented by the patentee, the PTO concludes that “[t]he specification satisfies 

the written description requirement of 35 U.S.C. § 112, first paragraph, with 

respect to the full scope of claim 1.” Id.  This result conflicts with this Court’s 

prior written description cases discussed above.8  Under this Court’s 

                                                 
8 See Paula K. Davis and Steven P. Caltrider, Timing (of Invention) Is 
Everything:  The Essential Role of the Written Description Requirement in 
Determining Conception, 40 FED. CIR. B. J. 39, 56 (2005)(arguing that this 
Court “has consistently applied the written description requirement … with 
one noticeable exception – in the field of antibodies.  Dicta in the recent case 
of Noelle v. Lederman, if accepted as [binding] precedent for later antibody 
cases, will lead to inconsistency in written description case law.”) 
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precedent or the Supreme Court’s precedent, the broad claims of the PTO’s 

antibody example are invalid. 

C.  The ‘775 specification contains no evidence of conception of 
variable regions other than the actual embodiments. 

 
 In this case, the specification of the ‘775 patent contains more than the 

specifications in the PTO’s antibody examples.  The ‘775 specification also 

discloses two monoclonal antibodies that the inventors actually reduced to 

practice and discloses the deposit of one of the antibodies.  Though related to 

the PTO’s antibody examples, this present case more closely resembles the 

Incandescent Lamp Patent case.  Then, as now, a patentee reduced to practice 

two particular embodiments.  Then, Sawyer and Mann, reduced to practice 

filaments made from carbonized paper and wood.  Now, the Plaintiffs-

Appellees reduced to practice the antibody A2 and their particular chimeric 

antibody cA2.  Then, as now, the patentees claimed narrowly covering only 

their particular embodiments that had been actually reduced to practice.9  But 

in addition, then as now, the patentees also claimed broadly.10  Then, as now, 

                                                 
9 See unasserted Claims 4, 5, 6, 7, 16, 17, 18 of the ‘775 patent that all contain 
the limitation that the antibody comprises “the antigen-binding regions of A2” 
(the deposited antibody) and see unasserted Claim 3 of the Sawyer and Mann 
patent respectively.  See 159 U.S. at 468 (quoting the claims from Sawyer and 
Mann’s patent). 
10  See asserted Claims 2, 3, 14, 15 of the ‘775 patent that contain the broad 
genus limitation that the antibody “competively inhibits binding of A2” and 
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where a patentee cannot evidence conception beyond the embodiments 

actually reduced to practice, the patentee cannot claim beyond those 

embodiments. 

 As elaborated above, the Supreme Court made clear that they were not 

applying a bright line rule that would invalidate patent claims that extended 

beyond embodiments that were actually reduced to practice.  Likewise, here 

today, there should be no bright line rule but, as then, nothing in the patent 

specification suggests that the inventors conceived beyond their one particular 

embodiment. 

 Just as in The Incandescent Lamp Patent case, the patentee here has 

found by trial and error (albeit very sophisticated trial and error) their one 

particular embodiment just as Sawyer and Mann found their suitable materials 

for light bulb filaments.  The patentees have not disclosed a structural 

relationship that underlies the various antibodies that bind to the antigen.  The 

best that the specification can muster is a metholdogy by which “[s]tructural 

analogs of anti-TNF Abs” might be generated.  See ‘775 patent cols. 33-34.  

This disclosure is insufficient to save the broad asserted claims.  First, at best 

if these methodologies could even work to produce effective analogs, as they 

are presented in the specification these methodologies are only a “research 
                                                                                                                                                    
see asserted Claim 1 of the Sawyer and Mann patent respectively.  See 159 
U.S. at 468 (quoting the claims from Sawyer and Mann’s patent). 
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plan” by which structural analogs to the one disclosed variable region might 

be generated.  But that “research plan” alone is not sufficient.  See Fiers v. 

Revel, 984 F.2d 1164, 1169 (Fed. Cir. 1993). (“the policy behind [the 

disclosure requirements] … is to promote disclosure of inventions, not of 

research plans.”)  There is not indication that any structural analogs were ever 

developed much less disclosed.  Second, even if some structural analogs had 

been developed and disclosed, that would only evidence conception of 

variable regions that are analogs or homologous to the disclosed variable 

region of cA2.  The asserted claims do not limit their reach to such structural 

analogs of cA2.  As in The Incandescent Lamp Patent case, the patentees 

have disclosed only a narrow invention and their broader claims cannot be 

sustained. 
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CONCLUSION 
 
 This case is the modern day version of the Incandescent Lamp Patent 

case.  Along with numerous other cases, that case underscored that claims 

could not exceed the disclosed invention.  When a patentee did not disclose a 

conception and invention broader than their specific embodiments then the 

claims had to be limited those embodiments.  The disclosure cases of this 

Court and its predecessors embody this fundamental principle.  In the 

Incandescent Lamp Patent case, the patentees did not heed this fundamental 

principle and their broader claims were invalidated.  This case is no different. 
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