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PRACTICAL UTILITY: EVOLUTION SUSPENDED?

Kenneth D. Sibley [n.a]
I. INTRODUCTION: THE PRACTICAL UTILITY PROBLEM.

One of the most controversial lines of patent decisions of the nineteen sixties began
with Brenner v. Manson. [n.1] Together with Inre Joly [n.2] and In re Kirk [n.3] these
cases established the requirement that new chemical compounds possess some threshold
level of usefulness, or "practical utility," to satisfy section 101 of the patent statute. [n.4]
This requirement has been criticized as an indefinite, onerous one which discourages
research in the pharmaceutical industry. [n.5] The increasingly competitive nature of the
innovative pharmaceutical industry makes these concerns * 204 particularly troublesome.
[n.6] For the past twenty years, however, the United States Court of Appeals for the
Federal Circuit and its predecessor, the Court of Customs and Patent Appeals, have
clarified the practical utility requirement. [n.7] It should now be not nearly so
burdensome as was once supposed.

In view of the effort that has gone into refining the practical utility requirement, it is
surprising that the Federa Circuit has suggested it is a question of fact, [n.8] making
future appellate review and further clarification of this requirement far more difficult than
if it were classified a question of law. The need for clarity on the issue of practical
utility has not, however, diminished with time. Instead, the district courts can be
expected to encounter an increased number of challenges to patents under section 101 for
failure to satisfy the practical utility requirement, and increasing numbers of patent
applicants can expect their patent applications to be subjected to scrutiny on thisissuein
the U.S. Patent and Trademark Office.

Continued litigation of practical utility questions can be expected for economic reasons.
Along with those sources of utility disputes which have existed since Brenner, the
increasing importance of biotechnology research provides alikely additional source of
disputes over whether the utility requirement has been satisfied--as most recently
demonstrated by the patent controversy in connection with the Human Genome Project.
[n.9] Indeed, the important role small, innovative companies have played in the
biotechnology industry to date, combined with the way the practical utility requirement
can prevent such companies from * 205 achieving their goals, is likely to force
confrontation over the practical utility requirement. [n.10]

Continued litigation of practical utility questions can be expected because the patent
laws themselves create obstacles that inventors can overcome by basing their applications
on minimal showings of utility and filing their applications early. For example: minimal



showings can reduce the number of inventors required to be named on an application by
sections 111 and 116 and thereby reduce both prior art and joint ownership problems;
[n.11] minimal showings can simplify enablement issues arising under section 112

[n.12] and thereby permit the earlier filing of broader claims; minimal showings can
simplify operability questions arising under section 101 and circumvent potential
operability rejections during prosecutionof the application; [n.13] and minimal showings
can help an inventor establish an earlier actual reduction to practice and prevail should
his application become involved in a priority contest. [n.14]

Procedural considerations indicate that the classification of practical utility as a question
of fact will be troublesome. The issue is one which the U.S. Court of Appeals for the
Federa Circuit is far better suited *206 to address than isatrial judge or jury. [n.15] A
fact classification will make the outcome of an initial decision on this issue unpredictable,
when a high degree of predictability is urgently needed by those engaged in
pharmaceutical research. [n.16] Finaly, classification of practical utility as a question of
fact will likely increase rather than decrease the time the federal courts must invest in
resolving disputes over thisissue. [n.17]

As observed by Professor Chisum, there is no sound reason an alleged infringer should
not be able to challenge the validity of a patent for failure to satisfy the practical utility
requirement, [n.18] and hence no reason why district courts should not pass on this issue.
It isequally clear, however, that the Federal Circuit should review district court
conclusions on whether or not patents satisfy the practical utility requirement as
conclusions of law, and not be restricted to reviewing them as a findings of fact.

This paper applies analyses developed in other areas of substantive law to the practical
utility question. Section Il below will briefly contend that the practical utility
requirement is a mixed question of law and fact. Section 111 will review the problems
which have been encountered in classifying other mixed questions as either questions of
law or questions of fact for the purpose of deciding the scope of appellate review, and the
factors which have been identified as relevant to the choice of classification. Section IV
will review the development of the practical utility requirement since Brenner v. Manson,
focusing on the factors which have influenced the decisions of appellate courts on this
issue. Finally, Section V will show that the factors which should be considered when
deciding whether a particuar mixed question should be classified as law or fact for
appellate review purposes uniformly indicate that the practical utility requirement should
be classified as a question of law. Section VI notes in conclusion that there are no
precedential barriers which should preclude the Federal Circuit from making this
classification, and contends that the classification of practical utility as a question of law
would be consistent with the historic view of the role of this requirement.

*207 11. PRACTICAL UTILITY ASA MIXED QUESTION OF LAW AND FACT

In Pullman Standard v. Swint, [n.19] the Supreme Court defined mixed questions of law
and fact as "questions in which the historical facts are admitted or established, the rule of



law is undisputed, and the issue is whether the facts satisfy the statutory standard.” [n.20]
Historical facts are factua findings which answer simple questions such as "who did
what, when, where, how, why, or with what intent." [n.21] Resolution of a practical
utility issue first requires determination of the requirements of section 101, as stated in
Brenner v. Manson and subsequent judicial decisions. [n.22] The remaining steps involve
determining the utility stated in the patent or patent application, and then deciding--in
view of al the relevant facts-- whether this stated utility satisfies the practical utility
requirement established by prior judicia decisions. [n.23] This series of steps places
practical utility squarely within the definition of a mixed question stated by the Supreme
Court in Swint.

Numerous other legal issues, aside from the practical utility requirement, are also
considered mixed questions of law and fact. [n.24] For purposes of appellate review,
some of these issues are treated as questions of law, while others are treated as questions
of fact. The best example of a mixed question under the patent statute is the question of
obviousness, which is classified as a question of law. [n.25] As discussed in the next
section, classifying mixed questions as law or fact for the purpose of deciding the scope
of appellate review has been a matter of considerable difficulty. Guidelines have
nevertheless emerged which indicate that practical utility, like obviousness, should be
classified as a question of law.

*208 111. APPELLATE REVIEW OF MIXED QUESTIONS OF LAW AND FACT

A. The problem of mixed questions under a bifurcated scheme of review.

In the federal courts, findings of fact, whether originally found by judge or jury, are
treated with considerable deference by courts of appeal. [n.26] Questions of law, on the
other hand, are freely reviewed by the appellate courts. [n.27] Questions of fact and law
decided by the U.S. Patent and Trademark Office are treated similarly on appeal to the
Court of Appeals for the Federa Circuit. [n.28] Mixed questions, which do not fit neatly
into either category, must be classified in one category or the other to determine the scope
of review. Unfortunately, they are frequently classified without any explanation of the
reasons behind the choice made. [n.29] Thisjudicial silence has led some commentators
to suggest that findings of fact are smply those findings which appellate courts choose to
leave to the trier of fact, [n.30] and has led some appellate courts to state that this area of
law isin disarray. [n.31]

In spite of the skepticism which has been expressed over the quality of standard of
review jurisprudence for mixed questions, a number of classification guidelines exist
which can be used by the Federal Circuit to select the category in which the practical
utility question should be classified. A starting point in identifying these guidelinesis
the commentary generated by the Supreme Court's decision in Commissioner v.
Duberstein. [n.32] This commentary is as applicable to the patent utility question as it
was to the taxation gift question raised in Duberstein. It outlines a variety of factors



which should be considered by the Federal Circuit before practical utility is classified as
either aquestion of law or a question of fact.

*209 B. Commissioner v. Duberstein: A restrictive view?

In Commissioner v. Duberstein, the Supreme Court held that the question whether
income was a "gift" for federal income tax purposes was a question of fact. The facts of
this case are well known. In brief, Duberstein concerned two similar cases in which
opposite results had been reached. One involved the transfer of a Cadillac to Duberstein
from a business associate, as an expression of gratitude, after Duberstein had furnished
him with information about potential customers. The other involved the transfer of
$20,000 to Stanton, asa "gratuity" on his resignation as president of a corporate
subsidiary of a church, after Stanton agreed to make no claim to a pension from the
church. [n.33] The transfer to Duberstein was found to be taxable income by the tax
court, while the transfer to Stanton was found to be a gift by the district court. Both
decisions were reversed at the appellate level; one of these appellate decisions was
reversed and the other was vacated by the Supreme Court. [n.34]

The Court's opinion emphasized that the transferor's intent was the primary
consideration in deciding whether any one particular transfer was a gift, and stated that
transfers to be considered gifts were those transfers motivated by "detached and
disinterested generosity.” [n.35] Without giving any rules which would reconcile these
two cases, the Court went on to state as follows:

Decision of the issue presented in these cases must be based ultimately on the
application of the fact-finding tribunal's experience with the mainsprings of human
conduct to the totality of the facts of each case. The nontechnical nature of the statutory
standard, the close relationship of it to the data of practical human experience, and the
multiplicity of relevant factual el ements, with their various combinations, creating the
necessity of ascribing the proper force to each, confirm usin our conclusion that primary
weight in this area must be given to the conclusions of the trier of fact. [n.36]

The Duberstein decision has been severely criticized. Focusing on its failure to use
federal tax policy to resolve this issue, Professor Carrington succinctly observed that "[i]t
is hard to see how the trier of fact's experience with the 'mainsprings’ of life qualifies him
for the clearest *210 insight into the Internal Revenue Code and its purposes.” [n.37]
Dean Griswold, in awell-known passage focusing on the need for predictability in the
law, argued as follows:

Should all tax questions simply be submitted to juries for judgment, representing a
sample of the general public? Of course not. Certain questions are appropriate for jury
decision. But there are also questions of law; ard there are questions of mixed law and
fact, where the legal element is the responsibility of the court. To overrate the function
of the jury (or other trier of the facts) is to shirk the function of the court, and to fail to
administer justice rationally, consistently, and soundly.

Surely some guides and standards could be developed and laid down in cases like
these.... It isno doubt true that a standard established by the Court as a construction of



the statutory provision would not decide every conceivable case that might arise. Itis
the nature of legal questions that many of them fall between earlier decisions, or very
close to the line, and thus require further refinement, or even qualification, of earlier
decisonsin thefield. But that is no reason for not providing guidance which will
resolve a large proportion of the cases, and, even more important as a practical matter,
will enable administrative officers and counsel advising clients to resolve many of the
problems long before they develop into disputes or litigation. [n.38]

In view of the subjective nature of the inquiry involved in determining whether or not a
transfer is a gift, Duberstein is not necessarily wrongly decided. [n.39] Neither, however,
does Duberstein provide a broad rule for deciding how mixed questions should be
classified when deciding the scope of appellate review. The Supreme Court's own
comments in Duberstein, in the passage quoted above, [n.40] indicate that a decision on
how any one particular mixed question should be classified depends on the unique set of
circumstances which that question presents. In short, no black letter rules for classifying
mixed questions exist.

C. Policy-based considerations in classifying mixed questions for purposes of review.

Duberstein, along with the commentary it has generated, has led to the identification of
anumber of factors which should be considered when deciding whether a mixed question
like practical utility should be classified as law or fact.

To begin, the relative competence of the trial court and appellate court has emerged as a
significant consideration in deciding on the deference to be accorded the fact-finder's
conclusion. On some issues, the collective* 211 insight of a panel of appellate judgesis
believed more likely to produce a correct result than the insight of the initial fact finder.
[n.41] This factor would appear particularly significant in the area of patent law, where
Congress has created a specialist appellate court, the United States Court of Appeals for
the Federal Circuit, to review the decisions of trial courts of general jurisdiction. [n.42]
Indeed, this court was created for the purpose of enhancing the uniformity and
predictability of the patent laws. [n.43]

As pointed out by Professor Louis, however, appellate courts do not have unbridlied
discretion to classify mixed questions as law or fact on the basis of relative competence
alone, as "any approach based solely on the relative fact- finding abilities of judges and
jurors renders almost unnecessary and meaningless the current controversy concerning
whether the seventh amendment or the due process clause permits a complexity exception
to theright of trial by jury.” [n.44] Inview of the hostility some judges on the Federal
Circuit have expressed towards the complexity exception, [n.45] it is clear that, while
relative competence may be--and should well be--a significant factor in deciding whether
practical utility should be classified as law or fact for purposes of review, it cannot be the
only consideration.



Aside from relative competence, another important consideration in deciding whether to
classify an issue as law or fact is whether or not the policy underlying the statute in
guestion provides a useful resource for reaching a conclusion on how the statute should
be applied in a given situation.  If the policy underlying the law is helpful in formulating
rules which can be applied by trial courtsin subsequent cases, a panel of appellate judges
isordinarily considered better situated to contemplate * 212 these policy considerations.
[n.46] If, however, policy provides no useful guidance on how the question should be
resolved, then, observes Professor Carrington, "there is no alternative but to rely on
instinct, and the instinct of the trier of fact serves as well or better than any.” [n.47]

A need for uniformity and predictability in the substantive area in which a mixed
guestion resides is a factor which weighs in favor of classifying the question as one of
law. Mixed questions which affect property rights are frequently classified as questions
of law because of this need. [n.48] In some cases, this is because the statutory language
underlying the issue is so broad and vague that no consistency could be achieved if the
issue is classified as one of fact. [n.49] Asto such statutes, the Fourth Circuit has noted
that "where the facts of two cases are substantially the same, the cases should not be
applied differently because trial judges have looked at them in a different way." [n.50]

Another way to approach the broad question of whether a need for predictability exists
isto ask whether an incorrect determination of the question in one case might affect
similar conduct of parties not involved in the litigation. [n.51] If so, classifying a
guestion as one of law and stating rules in appellate decisions which govern such similar
conduct helps practicing lawyers advise their clients on a course of conduct which will
avoid litigation of the question in the future. [n52] In such cases, the *213 classification
of amixed question as one of law should ultimately conserve the resources of both courts
and parties by enabling parties to avoid litigation by following guidelines which the
appellate court has previously set forth.

When an appellate court classifies a question as one of law, it commits itself to spending
its time reviewing that question in the future. The time of an appellate court is, however,
alimited resource, which the court should guard carefully: time spent reviewing one
issue is time taken away from reviewing other issues. [n.53] As a practical matter, time
limitations require an appellate court to consider whether classification of a particular
guestion as one of law is a sensible commitment of resources, or whether the court can
better promote uniformity and consistency in the law by classifying that question as one
of fact and devoting its attention to other, more pressing, issues. When a particular
mixed question is appropriate for alaw classification, this time investment should be a
fruitful one: as noted above, proper use of the classification power should generate rules
which attorneys can use to advise clients of a course of conduct which should not require
later resort to the courts to decide whether that course was correct.

As afinal matter, it bears note that exercise of the classification power presents no
Seventh Amendment problems. This power represents one of the established exceptions
to the right to trial by jury, [n.54] and is the same power which permits issues such as
obviousness [n.55] and enablement [n.56] to be classified as questions of law. [n.57]



The primary limitation on this power is that its exercise must be based on a balanced
conclusion *214 resulting from the consideration of a number of inquiries [Nn.58]--it
should not be invoked on a comparison of relative competence aone. [n.59]

D. An Example: United States v. McConney.

A recent example of the exercise of the classification power is United Statesv.
McConney. [n.60] In that case, the Ninth Circuit held the "exigent circumstances’
exception to the federal "knock-notice" requirement of the RICO Act a question of law.
[n.61] McConney was an en banc decision in which the Ninth Circuit overruled its prior
decision that the presence of exigent circumstances was a question of fact. [n.62]

In McConney, the Ninth Circuit observed that standard of review jurisprudence on
mixed questions of law and fact was in disarray, and it resorted to the standard of review
jurisprudence available on questions of pure law and pure fact for guidance on how the
exigent circumstances question should be classified. [n.63] The court observed that the
clearly erroneous rule stated in Rule 52(a) of the Federal Rules of Civil Procedure serves
two objectives: first, it assigns responsibility for resolving factual disputes to the court
best situated to weigh the evidence, and second, it relieves appellate courts of the burden
of reviewing issues which they are not well suited to decide. [n.64] Free review of legal
guestions was noted to serve converse concerns. First, appellate courts are better
structured to review legal questions because they are not encumbered with reviewing
evidence, and because they can bring the collective judgment of at least three judges to
bear on the issue; second, appellate rulings on legal issues become controlling precedent
which may affect rights of other potential litigants in the future; finaly, * 215 appellate
review of legal issues rather than factual issues which concern immediate litigants only is
a sensible use of the appellate resource. [n.65] A mixed question, the Ninth Circuit
observed, should be reviewed like a question of fact if these considerations favor decision
by the trial court, and reviewed like a question of law if these considerations favor
decision by the appellate court. [n.66]

Finding that the exigent circumstances question required an inquiry that went beyond
historical facts, the court expressly overruled its prior decision on this issue and held the
guestion of exigent circumstances to be one of law. [n.67] The question, said the court,
involved balancing constitutional privacy concerns against societal values concerning the
risks which police officers should be required to assume in the course of their duties: "a
guestion no amount of fact-finding will answer." [n.68] Because the court viewed the
issue as one which required value judgments about the policy underpinnings of the law,
and one which would produce decisions of precedential importance, it announced that it
"should not hesitate to review the district judge's determination independently.” [n.69]

Our concern is not with whether or not the McConney decision was correct, but with the
process by which that conclusion was reached. McConney illustrates that an appellate
court can weigh a variety of considerations before deciding whether it will review a



particular mixed question as fact or law, and that such an approach is an appropriate one
in deciding the classification to be made.

V. EVOLUTION OF THE PRACTICAL UTILITY REQUIREMENT

A. Brenner v. Manson and In re Kirk

Contemporary authority addressing the practical utility requirement begins with the
Supreme Court's decision in Brenner v. Manson. [n.70] Manson had filed an application
for aprocess of preparing known steroids and requested that an interference be declared
between his and * 216 a previoudly filed application. The steroids produced were
undergoing In vivo screening for tumor inhibition in mice, and adjacent homologs of the
compounds were known to inhibit tumor growth in mice. [n.71]

The Patent and Trademark Office denied Manson's request for an interference on the
grounds that the applicant had failed to adequately show any utility for the compounds
produced by the process. On appeal, the C.C.P.A. reversed the P.T.O., stating that an
application claiming a process for producing a known product need not show a utility for
the product as long as the product was "not alleged to bedetrimental to the public
interest." [n.72] The Supreme Court reversed the C.C.P.A., holding Manson unable to
make the interference.

Manson advanced three arguments in the Supreme Court: first, that the known utility
for the adjacent homologs of the products of the claimed process provided the requisite
utility; second, that a chemical processis patentable if it yields the intended product and
the product is not "detrimental” to the public interest; and third, that compounds, and the
processes which produce them, are patentable if the compounds are the subject of serious
scientific investigation. [n.73] The Court dismissed the first of these arguments by
declining to overturn the Examiner's finding that there was not a sufficient likelihood that
the steroid produced by the process would have tumor- inhibiting properties. [n.74]

Asto Manson's second and third arguments, the Court found itself "remitted to an
analysis of the problem in light of the general intent of Congress, the purposes of the
patert system, and the implications of a decision one way or the other." [n.75] The
Court observed that a decision to grant a patent encourages the dissemination of
information, while the inability to obtain a patent may discourage disclosure of the
process while uses for the product are sought. On the other hand, the Court expressed
skepticism over the quality of information disclosed in patents, and suggested that any
alleged pressures to keep unpatentable processes secret were exaggerated. [n.76] The
Court's primary concern, however, was that the grant of claimsin cases like Manson
might block off large areas of future scientific research into end uses for the product.

For these reasons, the Court concluded that, until a process is developed to the *217 point
where "specific benefit exists in currently available form," an applicant is not entitled to a
patent. [n.77]



The Manson Court commented that the arguments it had set forth would apply equally
to product claims. [n.78] This comment was applied in In re Kirk, [n.79] where the
C.C.P.A. affirmed the Patent and Trademark Office rejection of claimsto new steroid
compounds.

The claimsin Kirk were rejected because the applicant failed to provide a specific
alegation of utility. On appeal, the applicant argued that the utility requirement was
satisfied, first, because the claimed compounds were disclosed to have biological activity
"of the nature known for analogous steroidal compounds,” and second, because the
compounds were useful for the preparation of other useful steroidal compounds. [n.80]

The C.C.P.A. rejected the applicant's first argument because it found the expression
"biological activity" too vague to meet the requirement of section 101. [n.81] The second
argument was rejected because the applicant had not shown that the compounds to be
prepared from these intermediates had a known use. [n.82]

Judge Rich filed avigorous dissent in Kirk, with the arguments in this dissent almost
entirely based on policy and precedent. Judge Rich noted that the term "useful” had been
clarified in over a century of *218 judicial decisions, [n.83] that Manson and Kirk created
unworkable problems in distinguishing useful from useless compounds, [n.84] that this
line of decisions encouraged phony or contrived utilitystatements and a delay in
disclosure of new compounds, [n.85] and that these decisions were based on an unsound
"quid pro quo” view of the patent statute which seemed to require the disclosure of
something of commercial value in a patent, when in fact one could never distinguish in
advance which patents in any technology would have commercial value from those which
would not. [n.86]

B. Nelson v. Bowler and the Intermediate years.

After Brenner, anumber of decisions focused on whether patent applications on
pharmaceutical inventions satisfied the enablement requirement of section 112. [n.87] In
these decisions, the stated utility clearly satisfied the practical utility requirement, but the
applications lacked detail on how these desirable results were to be achieved. One might
surmise that applicants decided to make more bold predictions from their data and risk
enablement rejections, rather than make more conservative statements on the implications
of their data and risk encountering the obstacle of Brenner. Nevertheless, applicants
taking this approach may have difficulty satisfying the enablement requirement during
prosecution, as tests demonstrating the stated utility may not have been conducted, and
the sufficiency of the disclosure under section 112 may be directly challenged by the
Patent Examiner.

The decision in Nelson v. Bowler [n.88] demonstrates that at |east some applicants are
best served by stating a utility close to their data--and close to the limits of the Brenner
requirement. In Nelson this was done to establish an early actual reduction to practice in



an interference. *219 Other applicants might choose this approach because they lack the
time or resources to meet enablement or operability rejections, because they wish to
simplify inventorship issues, or smply because they desire an early filing date. [n.89]

Nelson involved interference counts to substituted prostaglandins and intermediates for
preparing these compounds, with Bowler having been awarded priority by the P.T.O.
[n.90] The issue on appeal was whether Nelson had demonstrated a utility sufficient to
establish an actual reduction to practice prior to the critical date. To do this, Nelson
relied on two tests: an in vivo rat blood pressure test ad an in vitro gerbil colon smooth
muscle stimulation test. These tests had been found insufficient to demonstrate a
practical utility by the Patent and Trademark Office. On appeal, the C.C.P.A. made the
following observation on the policy aspects of the utility requirement:

Knowledge of the pharmacological activity of any compound is obviously beneficial to
the public. It isinherently faster and easier to combat illnesses and aleviate symptoms
when the medical profession is armed with an arsenal of chemicals having known
pharmacological activities. Sinceit is crucial to provide researchers with an incentive to
disclose pharmacological activities in as many compounds as possible, we conclude that
adequate proof of any such activity constitutes a showing of practical utility. [n.91]

While Bowler argued that Nelson's tests were not adequate because they did not show
statistically significant differences, the C.C.P.A. stated that "arigorous correlation is not
necessary where the test for pharmacological activity is reasonably indicative of the
desired response.” [n.92] In response to Bowler's argument that these tests were only
evidence of apotential utility, the C.C.P.A. emphasized that the tests directly evidenced
the asserted utility. [n.93] Judge Rich concluded with the observation * 220 that "every
utility question arising in an interference must be decided on its own facts." [n.94] In
view of the evidence as a whole the court was persuaded that Nelson had established an
actual reduction to practice, and the decision of the P.T.O. was reversed.

C. Crossv. lizuka: The latest refinement.

The Nelson decision has been adopted and extended by the Federal Circuit in Crossv.
lizuka, [n.95] which aso involved a patent interference lizuka had applied for a patent
on anew group of imidazole derivatives. The application disclosed that these
compounds inhibited the enzyme thromboxane synthetase in in vitro blood platel et
microsome assays. The court found that this enzyme forms thromboxane A sub2 , that
thromboxane A sub2 was a causal factor in platelet aggregation, and that platel et
aggregation was associated with several mammalian disorders. [n.96] No evidence
showed that the claimed compounds were active as enzyme inhibitors in vivo. [n.97]

Parent compounds which were structurally related to the claimed compounds were
known to inhibit thromboxane synthetase both in vitro and in vivo. [n.98] Based on this,
one expert witness, in uncontradicted testimony stated that the claimed compounds would
similarly be expected to inhibit thromboxane synthetase in vivo. [n.99] The parent



compounds, like the *221 claimed compounds, had never been shown to have a practical
therapeutic use. [n.100]

An interference on the claimed compounds was declared between Cross and lizuka,
with lizuka prevailing. In reaching its decision, the Board of Interferences suggested
that tests showing pharmaceutical activity may satisfy section 101 even when no specific
therapeutic use for the compounds had been established. [n.101] Cross appealed, arguing
that the lizuka patent disclosure satisfied neither the practical utility requirement of
section 101 nor the enablement requirement of section 112. [n.102] On appeal the
Federal Circuit affirmed the decision of the Board of Interferences. [n.103]

Judge Kashiwa, in lizuka, characterized the development of the law on the practical
utility requirement since Brenner, and the policy implications of this development, as
follows:

Our predecessor court has accepted evidence of in vivo utility as sufficient to establish
apractical utility.... Thisin vivo testing is but an intermediate link in a screening chain
which may eventually [lead] to the use of the drug as a therapeutic agent in humans. We
perceive no insurmountable difficulty, under appropriate circumstances, in finding that
the first link in the screening chain, in vitro testing, may establish a practical utility for
the compound in question.  Successful in vitro testing will marshal resources and direct
the expenditure of effort to further in vivo testing of the most potent compounds, thereby
providing an immediate benefit to the public, analogous to the benefit provided by the
showing of an in vivo utility. [n.104]

In the court's view, pharmaceutical activity in an in vitro assay is easiest to establish,
pharmaceutical activity in an in vivo assay more difficult to establish, and therapeutic
activity in the treatment of subjects most difficult to establish. lizuka ultimately
facilitates the early disclosure of new compounds by holding, in appropriate cases,
[n.105] a demonstration of the easiest to establish activity--in vitro activity--sufficient to
support a patent application.

*222 The lizuka court stated and applied a three step analysisin reaching its decision:
(1) Determine the utility described in the application at issue (the "stated utility");
(2) determine whether the stated utility complies with the "practical utility"
requirement of section 101 of the patent statute, as defined by prior judicial decisions;
and

(3) determine, with respect to the stated utility, whether the application contains
sufficient teachings to satisfy the enablement requirement of section 112. [n.106]

lizuka does not hold that in vitro activity will always establish a practical utility. [n.107]
With regard to the second step in the above analysis, the court cautioned that each case
must be decided on its own, considering the relevant evidence as awhole. [n.108] In
lizuka, the court emphasized that the evidence concerning structurally related compounds
established a "reasonable correlation” between in vitro test results and expected in vivo
test results, and affirmed the decision of the P.T.O. [n.109]



After lizuka, the most difficult isste in similar cases involving new pharmaceutical
compounds appears to be the strength of the correlation between in vitro and in vivo
activity. If the corrélation is tenuous, proof of in vivo activity may be necessary to
satisfy section 101. In such a case, section 112 would require that the application teach
one skilled in the art how to use the claimed compoundsin an in vivo assay. lizuka
should nevertheless expand the opportunities available for seeking patent protection on at
least some new compounds early on during investigation of those compounds.

The first fact-finder to pass on practical utility questions is the U.S. Patent and
Trademark Office. Preliminary indications are that the Patent and Trademark Officeis
not necessarily deciding questions of practical utility in the manner contemplated by the
Federal Circuit in *223 Crossv. lizuka. [n.110] It istherefore surprising that lizuka also
categorized this issue, which both the C.C.P.A. and the Federal Circuit labored to clarify
on anumber of occasions, as a question of fact, to receive only limited review in future
appellate decisions from the various triers of fact--be they the Patent and Trademark
Office or the District Courts.

V. PRACTICAL UTILITY SHOULD BE REVIEWED AS A QUESTION OF LAW

The Federa Circuit in lizuka noted that a resolution of the utility question is dependent
on the facts of each case. [n.111] Thisistrue for all mixed questions, and does not
mandate a conclusion that the issue be classified as one of fact. To the contrary, the
factors which should be considered in determining how a particular mixed question
should be classified for the purpose of appellate review uniformly indicate that practical
utility should be classified as a question of law.

A. Economic policy considerations indicate practical utility should be reviewed as a
question of law.

1. The benefits of the follow-on development process.

In Brenner v. Manson, the Supreme Court focused on the potential scope and economic
value of patents when it decided that Manson had failed to satisfy the practical utility
requirement. [n.112] The practical utility requirement, however, primarily affects the
time when patent * 224 applications are filed. [n.113] Economic analysis since Manson
has revealed significant benefits to the public which are obtained when patents issue
early.

The conventional, ssmplistic view of patent protection for pharmaceuticalsis that it
leads to a single company monopoly on the patented product which blocks others from
entering the market until the patent expires. [n.114] Bernard Kemp, in a well-reasoned
article concerning the "follow-on" development process, has pointed out that this view
ignores the highly institutionalized practice by which pharmaceutical companies develop



related products having similar therapeutic properties during the term of patent protection
for a breakthrough product. [n.115]

Kemp observes that, when a new drug is successfully marketed, the potential for sharing
in this market leads competitors to develop around the patent and introduce their own
related products. [n.116] The products developed later are the "follow-on" products. For
the diuretic agents specifically studied by Kemp, the follow-on products came on the
market one to four years after the breakthrough products were introduced. [n.117] The
follow-on products provided patients and physicians with different therapeutic options,
permitting better matching of treatment to individual patients. [n.118] In some cases,
prices remained stable, but the enhanced efficacy of follow-on products enabled lower
drug dosages at lower cost. [n.119] In other cases, the introduction of follow-on products
lead to price competition. [n.120] In short, instead of being a barrier to entry, the
success of a patented drug attracted competing research and development, provided the
public with more treatment options, and produced more price competition among the
drug manufacturers. It has even been suggested that the information revealed in the
origina patent helps competing researchers more quickly develop similar compounds
which are sufficiently different to themselves be patented. [n.121]

Knowing of the follow-on development process, a company with a promising compound
would not be expected to file a patent application * 225 early. Instead, there would be an
incentive to file late, to low the onset of follow on research. Most pharmaceutical
companies, however, need some assurance that the benefits of their research will be
protected by a patent if they are to invest additional resources in developing the product.
The practical utility requirement serves the legitimate purpose of preventing the grant of
patent protection on unreasonable speculation, which would injure the public by tying
patent rights to the ability of a company to invest in patent filings rather than the ability
of a company to invest in beneficial research. [n.122] If, however, a patent application is
based on legitimate (albeit early-stage) research, and isfiled early because the company
seeking the patent needs early assurance of its patent position to justify its continued
investment in developing the product, the economic benefits to the public arising from
the follow-on development process should be considered in deciding whether the
practical utility requirement has been satisfied. An appellate court is better situated to
consider matters of economic policy such as these than is atrier of fact.

2. The trend towards consolidation in the pharmaceutical industry.

In his dissenting opinion in In re Kirk, Judge Rich observed that a strict practical utility
requirement would make it difficult for small corporations which do not have extensive
in vitro screening facilities to compete with large corporations in obtaining patents on
new chemical compounds. [n.123] Judge Rich's concern was well-founded. The high
cost of drug innovation has lead to predictions that small to medium-sized enterprises
will no longer be able to compete in the pharmaceutical industry. [n.124] The planned
merger between SmithKline Beckman Corp. and Beecham Group PLC, and the reasons
stated for this merger, [n.125] verify these predictions. *226 For a small enterprise



attempting to enter the pharmaceutical industry, in vitro data may be the only data
available at the time they must apply for a patent. An appellate court is better situated
than atrial judge or jury to consider how a decision on practical utility might affect the
trend towards consolidation in the pharmaceutical industry, and whether the question
should be decided in away which will assist the patent programs of small, innovative
corporations. [n.126]

B. Patent policy considerations indicate practical utility should be reviewed as a question
of law.

Decisions concerning the practical utility requirement are replete with references to
policy considerations. The primary concern stated by the Supreme Court in Brenner v.
Manson was that patentees not be able to block off areas of research of unknown scope
without first providing some specific benefit to the public. [n.127] A countervailing
policy consideration, stated by the C.C.P.A. in Nelson v. Bowler, was that the early
disclosure of compounds with pharmaceutical activity be encouraged. [n.128] No
amount of fact-finding will give adistrict court a complete answer when deciding which
of these two opposing concerns should prevail in any one case. A sound understanding
of the economic consegquences of a decision one way or the other is clearly important in
deciding these questions. Also important is an understanding of how the utility
requirement interacts with other requirements of the patent statute, and an understanding
of the policies behind these various requirements.

Among other things, the utility requirement interacts with the requirements that patents
be enabling, [n.129] that patents disclose operable inventions, [n.130] that patents name
al investors, [n.131] and that-- where two * 227 or more applications for the same
invention are made--the patent issues to the first to make the invention. [n.132] The
requirement that patents be enabling serves the policy of insuring that patent applicants
receive claims of a breadth and economic value which fairly compensates them for their
contribution to technology. [n.133] As noted above, enablement issues may be simplified
by resorting to a more minimal showing of utility, potentially permitting the applicant to
obtain broader claims. [n.134] The requirement that patent applications disclose operable
inventions serves the policy of insuring that patents are awarded to those who have
expended the effort required to make an invention, and are not awarded for someone's
speculation about what others may ultimately accomplish. [n.135] Operability problems
may likewise be reduced by resort to a*228 more minimal showing of utility. [n.136]
The requirement that all inventors be named on a patent serves the policy of limiting the
benefits of the patent statute to those who actually exert inventive effort. [n.137]
Potential joint ownership problems and prior art problems arising from this requirement
can be circumvented by seeking the most minimal showing of utility which will pass the
statutory requirement, decreasing the number of persons required to make the invention,
and thereby reducing the number of inventors which must be named on the application.
[n.138] The rules underlying the decision of priority contests serve the policy of
encouraging the early disclosure of inventions. [n.139] Parties seeking to prevail in such
contests have been compelled to seek the least sufficient showing of utility which will



satisfy section 101. [n.140] Abolition of interferences in favor of afirst to file rule will
similarly encourage early * 229 filing of applications, and will likewise encourage patent
applicants to base their applications on the minimum showing of utility possible.

With the patent statute itself generating an incentive for patent applicants to rely on the
minimum showing of utility which will satisfy the utility requirement, decision of utility
guestions should not be left to the trier of fact. Instead, by classifying practical utility as
aquestion of law, the Federal Circuit can articulate rules on how the utility requirement is
to be satisfied which are founded on an understanding of how the requirement operates
within the patent statute as awhole.

C. Procedural policy considerations indicate practical utility should be classified a
question of law.

1. Prior appellate decisions are a useful resource in deciding utility questions.

If the Federa Circuit continues to provide rules on how the utility requirement isto be
satisfied, prior judicial decisions indicate that these rules will affect the conduct of
similarly situated parties in the future. For example, the C.C.P.A.'s decision in Nelson v.
Bowler was an important precedent guiding the Federal Circuit to its decision in Crossv.
lizuka. [n.141] Just as Nelson affected lizuka, these two decisions can likewise be
expected to affect the conduct of other parties conducting pharmaceutical research in the
future. [n.142] With courts using prior utility decisions to guide subsequent decisions,
patent counsel can similarly be expected to look to prior decisions touching on this
requirement for guidelines which will aid their clients in developing aresearch strategy
which will make best use of the patent laws. At the least, patent counsel will be
expected to advise their clients when, in the course of the screening of a new compound
for biological activity, the practical utility requirement has been satisfied and an
application should be filed. When the Federal Circuit states guidelines in its decisions
which are likely to influence the conduct of other parties in the future, asit did in lizuka,
the wisdom of a party's reliance on patent counsel's interpretation of these decisions
should be judged by the Federal Circuit, and not left to the instinct of the trier of fact.

*230 2. A need for predictability on the utility requirement exists.

If patent counsel can provide their clients more clear guidelines on how to satisfy the
practical utility requirement, then these are guidelines that clients should be anxious to
receive. Patent rightsin general are speculative investments. [n.143] Pharmaceutical
research in particular is an expensive and risky undertaking. [n.144] The high costs and
risks of this research, combined with the speculative nature of the protection available for
the fruits of the research, creates a need in those investing in such research for as much
certainty and predictability in the patent laws as the courts can provide. In this respect,



the practical utility question is similar to other mixed questions affecting property rights,
which--for similar reasons--have often been classified as questions of law. [n.145]

3. The Court of Appeals for the Federal Circuit is the forum most competent to decide
utility questions.

The Court of Appeals for the Federa Circuit isacourt of special jurisdiction, hearing
appeals from al U.S. District Court decisions on actions arising under the Patent Act, as
well as appeals from decisions of the Board of Patent Appeals and Interferences. [n.146]
It was created in 1982 for the express purpose of harmonizing enforcement of the patent
laws, [n.147] includes a number of judges experienced in patent law, and is aided by a
staff of Technical Advisors. [n.148]

*231 These factors combine to give the Federal Circuit a distinct advantage over the
district courts in applying the patent laws to complex technical and scientific subject
matter--as Congress intended when the court was created. The Federal Circuit is, of
course, bound by Rule 52(a) of the Federal Rules of Civil Procedure, cannot freely
review questions of pure fact merely because it is better qualified to decide patent issues
than some district courts, and has demonstrated proper concern for the rules allocating
decision making authority between trial and appellate courts. [n.149] When, however, a
guestion is a mixed question rather than a question of pure fact, the Federal Circuit's
competence in patent law is a factor which should be considered in deciding whether
clarity in the law and uniform enforcement of the law will most nearly be achieved by
classifying the issue as a question of law. Where other factors weigh in favor of alaw
classification-as is the case for the practical utility requirement--the special competence
of the Federal Circuit to deal with the issue should not be ignored.

4. Review of practical utility disputes by the Federal Circuit would be a worthwhile
investment of the appellate resource.

While no rigorous tabulation has been made, it appears that appellate courts in the past
twenty years have been asked to review practical utility decisions far less often than for
example, decisions on the non-obviousness requirement. It is therefore doubtful that the
express classification of practical utility as a question of law would appreciably increase
the workload of the Court of Appeals for the Federal Circuit: it simply is not an issue
frequently raised in the district courts.  While some increase in the number of occasions
on which practical utility is contested may be expected as more biotechnology patents are
litigated, there is no reason to expect that the number of appeals generated by the
practical utility question alone would be undue.

The practical utility requirement has generated considerable discussion among
commentators, [n.150] reflecting a need for clear guidelines on thisissue. In view of the
value appellate decisions on questions of utility would have as precedent to similarly
situated parties, and the reasonable number of appeals in which the issue is likely to be



raised, alaw classification for practical utility would be a worthwhile investment of the
Federa Circuit's time. Indeed, this time investment should promote * 232 the efficient
enforcement of the patent laws by enabling other parties to refer to these decisions and
avoid litigation of thisissue in the future. [n.151]

5. The factfinder's experience with the "mainsprings of human conduct” is not a useful
resource in deciding utility questions.

In Commissioner v. Duberstein, where the question of whether a transfer was a " gift"
under the tax laws was classified as a question of fact, the Supreme Court commented
that gifts were motivated by "detached and disinterested generosity.” [n.152] A decision
on the gift question thus requires an inquiry into an individual's subjective intent. For
such an inquiry, experience with the "mainsprings’ of life is helpful, but no amount of
experience with human conduct is helpful in deciding whether a "reasonable correlation”
under the patent laws exists between in vitro test results and expected in vivo test results
on the same compound. [n.153] While the Federal Circuit has not indicated to whom
such correlations must appear reasonable, it is unlikely that an inquiry into the subjective
intent of actual individualsis required, [n.154] and more likely that the reasonableness of
such correlations must be interpreted in light of the economic policy implications of a
decision one way or the other, [n.155] the policies underlying the patent laws, [n.156] and
the policies underlying the allocation of decisionmaking authority between trial courts
and appellate courts. While the ultimate conclusion of any decisionmaker on a specific
utility question may be somewhat "subjective,” the decisionmaker is not concerned with
the "subjective intent” of a party. Instead, the decisionmaker is concerned with
evaluating those factors which prior decisions have identified as relevant to deciding this
issue. The nature of these factors indicates that practical utility, like obviousness, should
be classified as a question of law.

*233 VI. CONCLUSION

The statement in Cross v. lizuka that practical utility isaquestion of fact isdicta. In
lizuka, the decision of the Patent and Trademark Office was affirmed, hence the question
of the standard of review to be applied was not raised. [n.157] Moreover, lizuka cited as
its authority for classifying practical utility as a question of fact a case concerning the
operability requirement of section 101. [n.158] While operability is concededly a
guestion of fact, it has little to do with practica utility, which has been treated as a
requirement separate and distinct from operability at least since Brenner v. Manson.
[n.159]

Because practical utility is a mixed question, the Federal Circuit can choose to review it
as either a question of fact or aquestion of law. In making this choice, the court should
consider the opportunities utility disputes will present it to make decisions which will
address economic issues such as the follow-on drug development process [n.160] and the
trend towards consolidation in the pharmaceutical industry. [n.161] The court should



consider the chances utility disputes will give it to explain how the practical utility
requirement interacts with the patent statute as a whole--and to explain the policies
underlying the various sections of this statute. [n.162] Finally, the court should address
procedural policy issues and consider the important role precedent has played in previous
utility decisions, [n.163]the substantial need for predictability in how the patent laws are
applied, [n.164] the superior ability of the Federal Circuit over the district courts to
decide utility questions, [n.165] the relatively small amount of time which the Federal
Circuit would be required to invest in the free review of utility questions, [n.166] and the
relatively minor contribution which experience with ordinary human conduct makes to
*234 deciding thisissue. [n.167] The economic policy considerations, the substantive
law policy considerations, and the procedural law policy considerations al indicate that
practical utility should be classified as a question of law.

By holding practical utility a question of law, the Federal Circuit would not be making a
radical departure from established standards of review. To the contrary, arole for the
courts in deciding utility questions has long been contemplated. Professor Robinson,
[n.168] writing at the end of the nineteenth century, commented on this role as follows:

[T]he court declaresin what utility consists, and where the patented invention is
manifestly frivolous or injurious to the public directs the jury to find accordingly;
otherwise the jury determine[s| whether the invention is practically available for any
useful purpose. [n.169]

Professor Robinson's views suggest the classification of practical utility as a question of
law and operability as a question of fact. One hundred years later, Professor Robinson's
classification continues to provide a sensible division of decision making authority

between the appellate courts and the triers of fact when the judicial system is confronted
with disputes concerning complex technology.
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