described means, is constantly exposed to imminent danger,
either from the. exploswe tendency of the substance to be used
or from the liability of the vessel to-burst which is required to
be employed as a means of accomplishing the patented result.
Where the patentee finds it necessary to employ any such dan-
. gerous means to accomplish the described end it cannot be held
that his invention is useful, within the meaning .of the patent
* law, even though it appears that the operator, when no such .
- disaster happens, may be able to work out the desenbed result
by the described means, as it is quite clear that congress, in .
- making provision to secure to inventors the exclusive right to
their discoveries, never intended to promote any such as were ..
-“in their nature constantly dangérous to the operator in employ-
~ing the described means to accomplish’ the descnbed result
Curt Pat 4th ed;, secs 108, 449 2o s

- Inventlons of th1s kmd zncluded a pre-wmdshleld wiper ex-
pedient to permit driver vision in rain or fog which limited the
driver’s view:to a three inch slot,’?2 and an ‘activation device:
for a traffic’ s:gnal Wthh chd not work under certam cond;-,
tions.'®® . . : -

On the other hand patents have been 1ssued on exploswes -
firearms, insecticides, and other dangérous-articles of manu-
facture. f‘Uhhty” is called into question‘only when the hazards’
presented by “use asdirected” greatly exceed those normal to_‘
the type of article claimed; 3

* Arseries of drug cases have refined the Story test of “utlhty
Thus, in Hartop, the CCPA took _]lldlClal notlce o

[TThat many valued therapeutlc substances or matenals with
- desirable physiological properties, when administered to Iower'__‘_:_, N
animals or humans, entail certain risks or may have undeésirable
side effects. True it is that such substance would be more usefal '~
if they were not dangerous or did not have-undesirable side -
effects, but. the fact remains that they are useful, useful to:doc-
tors, vetermanans and research workers,. useful to patlents

121 Mltcheli v. Tilghman, 86 U.S. 287 (1873} = ..

122 Twentieth Century Motor Car & Supply Co. v. Holcomb Co 220 Fed
669 (2d Cir. 1915)(“a highly dangerous expedient”)..

123 Katz v..Homn Signal Mfg. Corp., 52 F Supp 453 (S D. N Y 1943)(“a :
menace to traffic instead of an aid”).
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tions ought not be routinely addressed since patents- are direct-
ed to skilled microbiologists, and since the patent might be put
rnto evrdence by a: hostlle product Irablhty plamtlff o '

"{'2]" ‘i&écinié;‘ . -

‘The application shouid describe. the proper (1) vaccmahon
techmques (2) potency tests; (3) safety tests; (4) sterility tests;
(5) purity tests; (6) identity tests; and (7) maintenance proce-
dures. In describing the vaccination techniques; it should indi-
cate the recommended dosage and. route of. admrmstratlon
nance procedure mformatlon mcludes such points as the state-
ment of a maintenance: temperature shelf life, or a need-to
protect the vaccine from exposure to sunhght

[3] Brologlcal Products and Methods Used Presently
Only in Research o e

Brenner v. Mansan"’ arose, when two mventors clalmed
precisely the same mventlon a process  yielding a steroid then
the subject of cancer research. Following established ‘Patent
Office procedure, the examiner declined to investigate possi-
ble interference or pnonty clmms, bhut proceeded to deter-
mine whether the invention claimed was allowable. He.
concluded that the invention lacked utrlxty The  CCPA re-
versed and the Supreme Court granted certiorari to resolve: -
the conflict. ‘

On the appeal, the Court raised two questrons “is a chem-_
cial process ‘useful’ within the meaning of §101 either (1) be-
cause it works—i.e., produces the intended product? or (2)
because the compound yielded‘ belongs to a class of com-"
pounds now the subject of serious scientific mvestlgatronP The
Court rejected both propositions.

The philosophical underplmung for the holdmg was the
Court’s expressed belief that, “[Tlhe basic quid pro quo con-

127 383 U S. 519, 532 (1965).
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- where the application failed to contain a disclosure of utility—
such disclosure was unnecessary in Germany.!3% Yasuko Kawai
v. Matlesics raised the question whether compliance with §112
would render the invention unpatentable in Japan. In a clear -
statement of the CCPA’s post-Brenner interpretation of the
utlhty requlrement the Court stated in Yasuko Kawai:

. ,.We thmk 1t now settled that an inventwn cannot be consxdered'f il
as having been reduced to practice in the sense that a'patent
_..can be granted. for it unless a practical utility has been dlSCOV-‘
ered where such. utlhty would not be obvious. 136 e

Until recently, methods of cuttlng DNA with restriction en-
zymes were used only in research, and were arguably unpat-
entable for lack of “uhhty” in the Bremzer sense.

[4] Fermentahon Processes .

" The spemficatlon should dlscuss the. preparahon of the
inoculum, the preparation and sterilization of the fermenta-
tion medium, the fermentation equipment, the inoculation
techmque, the inoculation. penod the condlhons of tempera-
ture, pressure, pH, light, agitation, and aeration maintained
during the fermentation; any products removed durmg the
course of the fermentation (e.g., substances toxic to the organ-
ism); precautions taken to detect or prevent contamination;
and the recovery of the desired product. The fermentation
medium might be solid or liquid, and can contain a variety of
carbon, nitrogen, and inorganic ion sources. Additives might
be employed to give the medium desirable physical character-
istics, such ‘as viscosity. The organism might be suspended in .
the medium, or immobilized in a specified manner. Fermenta-
tion equipment ranges from shake flasks to gigantic tank fer-:
menters. The various process parameters will: have both'
ranges which the organism can tolerate and values which opti- - -
mize its productlon of the desu-ed product. (These conditions

135 Application of Hafner, 410 F.2d 1403, 1405 (CCPA 1969)
136 480 F.2d 880, 886 (CCPA'1973). -
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Whether the organism is pathogemc to man, or to any
beneficial plants or animals (including insects);:
The best means of cultivating, storing, handling, and

disserninating the organism, and the appropriate levels

and pattern of application, the results of any testmg of

- the safety or effectiveness of the organism;

The effect on the organism’s virulence, stability, pers1st-

~ence, dispersal and transmission of such factors as sun-

light, temperature, humidity, rain, wind, pH (of soil,
plant surfaces or plant hSSUGS), and fohage morphology,

' density and growth;
@

The species affected, and for each spemes the develop—
mental stage most affected; .
Significant interactions between the pathogen and

~ other biological controls and chemical pesticides;

The crops which the pathogen may | be used to. protect
and the degree of protection provided; and
The preferred formulation of the pathogemc matenal

~for dissemination; including preferred “stickers,”

“spreaders,” wettlng agents, and other adjuvants, the

o equipment used in formulation of the product and the

methods of the standardlzatlon employed.’*?"

§ sos The Deposit of Iriferior Strams and the “Best

Mode” Bequlrement

There is reason to beheve that patent apphcatlons do not
always deposit their best strains. A popular account of the drug
industry declared e

No company put its high-yielding pedigree 'org'a'nisms in the
public culture collections. They deposited organisms that met -
the specification claimed in the patent—namely, that they =
could make this particular substance——-but they d:d not cerhfy_
that they could do so profitably.

- Technically, a skilled microbiclogist could in time breed up the _

orgamsms in, the pubhc collechons so. that u]tlmately he had_' -

137 L. A. Falcon, M1crob1al Control as a Tool in Integrated Control Pro-

grams, in C. B. Huffaker, ed., Biological Control, chap. 15 (1971).
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however, suggests that both "preferred modes i shou]d be drs-
closed.144) :

When a better mode is dlscovered subsequent to the filing
of the application, there is no obligation to amend the applica-
tion to disclose it.**® The filing of a continuation, continuation-
m-part or reissue application, however, will probably necessi-
tate a “best mode” update.*¢ If a foreign application does not
disclose the “best mode, it might not be possible to claim the
benefit of the filing date of the foreign application.!”

The “best mode” need not have been developed by the
applicant; it must be disclosed if it were appreczated by the
applicant at the time of filing.}*® ... '

In-Indiana-General -Corp. v. Krystmel Corp, a patent on
ferrite materials, with a claim reciting the acceptable ranges
of the elements, was re_)ected' for failure to disclose the best

“recipe.”*® Similarly, one might expect a process claim recit-
ing a species of microorganism used therein to be invalidated
if the best strain were not disclosed. |

In the American Cyanamzd proceedmg, the Federal Trade
Commission asked the parties to brief this question: “should
the respondents be ordered to provrde .cultures. .. to other
competitors in order to restore. effectwe competruon to. the
market?™% . . ..

The FTC’s Fmal Order drrected Amencan Cya.narmd to
furnish any compulsorylicensee who requested’it with “viable
8. aureofaciens cultures that are identical to or equivalent to
any cultures furnished Chas: Pfizer & Co.” (regarded as'part
of the “techmcal mformatlon and know-how prevrously fur-

144 D L. Carlson, The: Best Mode Drsclosure Beqmrement m Patent
Practice, 60 JPOS 171, 194 (1978).. - e

145 Carter-Wallace, Inc, v, Rrverton Labs, Inc 433 F2d 1034 1038 107
US.P.Q. 656 (2d Cir. 1970) S TR

146 [

147 Standard Qil Co. v. Montedrson, SPA, 454 F Supp 370 206 U S P.Q.
676, 696 (D. Del."1980). C

148 Benger Labs, Ltd. v. R. K. La.roes Co., 209 F. Supp. 639 644, 135
USP.Q. 11 (E.D. Pa. 1962), affd 317 F.2d 455, 137 USPQ 693 (3d Crr
1963). .
143 997 F. Supp. 427, affd 421 F.24 1023 {2d Cir. 1970). -
150 In re American Cyanamid Co., 63 FTC 1747, 1897 (Dec 17 1963).
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coproduct chlortetracyclme dlsclosed a weak noncommer-f-
cial strain, 154 ' N

In Hybritech v. Monoclonal Antibodies, Inc 1541 the tnal-
court ruled that the *110 patent was invalid under 35 US.C.
§112 because it failed to d1sclose the best mede known to
Hybritech of constructmg and screening hybridomas secreting
antibodies suitable for use in a sandwich assays, but the Federal
Circuit reversed since there was no evidence of concealment
of a best mode for screenmg or producmg h1gh affimty mono-.
clonal ant:lbodles

§ 5.09 Applications for Patent on Microbiological
Invention_s.—Petitions_ to Make Special
New apphcauons are normally rev1ewed in the order of

their effective filing dates. A petition to “make special” an
apphcatlon, ie., to cons1der it out of order, will be granted

(1) To assure manufacture of an. mventlon if the mventlon
- would not be manufactured should a patent not. be
v granted; * : .
(2) If actual mfrxngement can be shown, Ce
{3} Ifthe applicant’s state of health i is poor, or 1f he is saxty
- “five years of age, or more; '
"(4) If the invention contributes to the restorat:on or
: maintenance of the basic hfe-sustaunng natural ele-
~  ments—air, water'and soil; © - - -
(5) Iftheinvention contributesto the dlscovery or develop—
' ment, or more efficient utlhzatlon and conservatlon, of
' energy resources, or - :
(8) If the invention relates to the safety of research m the
- ﬁeld of recombinant DNA L

The ﬁrst category is of interest because many firms in the

154 Daus, Condmona]ly Avallabie Cu]tures, 54 ]PO S. 187. 202 n87
(1972) s .
" 1541 297 USPQ 215 {N. D Cal 1985), rev'd, — USPQ — (App. No 86-531
decided Sept. 19, 1986).

(Release #2, 1/87) | ' , 58]



gency Committee’s March 29, 1977, meeting. Suffice it to say
that the Interagency Committee recommended the reinstate-
ment of the Order.**” No action has been taken by the PTO in
_response to this recommendation.

In February 1984, the Association of Biotechnology Compa-
nies petitioned the Patent and Trademark Office to reinstate
- the “fast track” processing for recombinant DNA patent ap-
plications and to extend such processing generally to “directed
genetic manipulations at the molecular and cellular levels.” In
March, the Petition was denied by Acting Commissioner
Quigg. Quigg explained that there was a procedure (37 C.F.R.
§1.102; MPEP §708.02 VIII) by which any patent apphcant

could request accelerated processing.

The PTO’s past actions are entirely inconsistent with its
present opinion that MPEP §708.02 VIII offers an adequate
vehicle for the expedited protection of innovation in fields of
special public interest, such as the protection of the énviron-
ment, the development and conservation of energy resources,
and the application of recombinant DNA technology in medi-
cine, industry and agnculture Even though the general proce-
dure was promulgated in January 1966, the Office made
special provisions for envitonmentally related inventions in
April 1970, for energy-related inventions in January 1974, and
for RDNA inventions in January 1977.

157 Summary, Minutes of Meeting (March 29 1977) at 2-4.

(Release #9, 1/87) - . 5-83



CHAPTER b

Utlllt Patent Protectlon of
Plant and Anlmal Varletles

§ 6.01  Utility Patent Protection of Plant Varieties o
§ 6.01A ‘Utility Patent Protection: of. Plant Breedmg and Genehc
222 Engineering Methods -7 -
§ 6.02 . Utility Patent. Protection' of Ammal Vanetles-wThe
-+ . Constitutional Mandate : -
§ 6.03°  Drafting Patent Appl:catnons for Ammal Vanetles
§ 6.04 Design Patent Protection of Ornamental Features of -
., _.-Animals and Plants . :
§ 6.05 Protection of Genehcally Engmeered Ammals Under :
European Patents

§':'G' 01 Utllxty P'at'ent"'l’rotédtidn 6!" Plant Va'rietie's' i

In 1980, the APLA s Plant Varlety Protectlon Comm1ttee "
reported T :

Asa resuit of the Chakrabarty dems:on, some of the Commlttee :
_members feel. that plants, whether asexually or sexually repro-
duced, are patentable[ The main area] of concern in attempt- .
ing to obtain plant protection under 35 USC 101 is meeting the
requirement of 35 USC 112. Various suggestions were made. :
For example, with non-hybrid plants, seeds could be deposited:
at the Department of Agriculture in the same manner that mi- .
croorganisms are deposited. In the instance of hybrid plants,
both the seed parent and pollen parent séed would have to be
deposited. ‘The question was also raised as to whether or not
seeds could be characterized in a manner other than by describ-
ing the plant. Commissioner Bernard Leese of the Plant Variety
Protectioni Office indicated there are any number of ways to
charactenze seeds He also mdlcated that technolog) was avail-

1APLA Bulletm 793 94 (December 1980)
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‘plant; or whether one could obtain both a PVP certificate and -
a §101 patent on a sexually-reproduced plant. Moreover, under
Article 2(1) of the UPOV Convention, the granting state can
isstie either special titles of protection or patents. However, -
where the national law allows for' both types of protection, it -
“may provide only one of them for-one and the same botanical
~ genus or species.” Because of this provision, it is not clear how . -
- applications originating in the United States for asexually repro-:. .
duced plants will be treated under UPOV since in certain cases, . -
~ the same “genus or. species” is apparently protectable as a pa- -
tent under 35 USC 101 and as a PVP certificate. Further delib-
) erat:on on these aspects are needed

. In any §101 application, the provisions of §112 and §103 must' S
e satisfied and like microorganism cases this may require a de-
posit to fully comply with §112 and insure that when the patent: .. :

. expires, the pubhc w111 have the capablhty of practxcxng the in-

. vention. : ,

' The ATCC'is aeceptmg depos1ts of plant germ plasm in a frozen' -
: state; however, it is uncertain whether this techmque is'satisfac--
“ tory with respect to some plants since freezing may -alter the =

capability of the germ plasm:to reproduce the plant Tlus may S
-, also be:-the s:tuatmn thh respect to. tubers : ;

Barry Grossman of the Comnnssxoner 5 Office mformed ther-
APLA Plant -Variety Protection- Committee that the -PTO
“would begin to .accept and examine applications covering
plants under-35 U.S.C. §101. .'. .” Grossman indicated. that
there are still some:problems that are not resolved. For exam-
ple, if the:deposit of propagation material is required to meet
35 U.S.C. §112, where will the material be stored?P”? - :

.- In Chakrabarty, the dissenters-argued that if a “composition
of matter” under the general patent statute could be a living:
thing, then there would have been no need for Congress to
amend the statute in 1930 to provide specifically for the pro-
tection of novel and distinet: varieties- of .plants. Essentially,
they heeded the canon of statutory construction:that forbids
one to construe a legislative enactment so as to render it nuga-
tory Clearly, thls argument has greater force when apphed to

3APLA Bulletm 48 (]anuary—February 1981)
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clesto elongate into shoots; excising the shoots from sald stem,
and rooting said shoots” (claim 21).

Finally, Johnson, U.S. Patent No. 4,378,655, Semz-Dwmf Hy-
brid Sunfloter Seed and Plant and Method of Producing Seed
(1983) contains the most elaborate set of product claims to be
found in‘these three examples. Unlike the two patents noted
above, it takes advantage of one:of the principal advantages
of obta:lmng utlhty patent protection of a plant varlety—the
opportunity to cover the plant variety with both generic and
specific claims. This is llustrated by clalms 20-22 of the ]ohn—
son patent

20 A first generahon semiis dwarf hybrxd sunﬂower plant of re- -
duced internode length, the:hybrid-sunflower plant-having
- 'been grown from:the seed from the cross pollination. of a: pair
..~.of parent plants (P! and P3) wherein in at least one parent sub- - -
.. stantially. all of the pollen is.nonfunctional and at least one par-
ent has gametes with nuclei which carry at least one dominant -
gene for reduced 1ntemode length {Df).

21, A senn-dwaxf sunflower  plant as descnbed in claJm 20-
_ wherein the internode length.is reduced by about 10%-: 35% .
.- as compared to hybnds having:standard. internode length

22. A semi-dwarf hybrid sunflower plant as described i in clmm
X 20 Wherem the mternode length is. about 75 mm :

These clalms were: supported by the dlsclosure of Impenal
Experimental Hybrid 310, produced by Cms HA89 X IR-10
cross-pollination. The height, internode length, flower num-
ber, color and blooming time, stem. diameter and color, 1eaf
number and size, seed color; disease fesistance; and pollen of
this hybrid were charactenzed in‘ the ‘specification. !

~Sunflower hybrids'which are “distinct” from Impetial Ex-
perimental Hybrid 310, within the meaning of the Plarit Vari: -
ety Protection-Act or the Plant ‘Patent Act, by’ virtue of
differing, say, in flowering time, may yet infringe Johnson'’s
claim 20. Such are the beneﬁts of ut:hty patent protectlon of
plant varieties. - ‘ '

Two of the three apphcants for the aforemenhoned utlhty
patents on plant varieties made a deposit of the seed. Thus,
Rutger deposited seeds C.IL 11055 in the USDA Germ Plasm--
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apparently deemed insufficient) in Merat (see- §6 03) 50 1t is un-
wise to rely upon-it.too-heavily. - SR

The aforementioned patent clalms were all allowed by Ex-
aminer Robert Bagwill, and seemingly reflected a liberal inter-
pretation of Chakrabarty. However, on October 17, 1984, the
PTO told the Japanese Patent Association that life forms other
than microorganisms and certain plants would be denied pro-
tection under the utility patent laws: “Any subject matter pro-
tectable under either the plant patent law or the Plant Variety
Protection Act is preempted by that law:and: cannot:be pro-
tected under the general patent law.” This-was later con-
firmed by Assistant Commissioner Rene Tegtmeyér.®?® As
Neagley noted in his- monograph a special statute does not im-
pliedly overrule a general one unless there is an irreconcilable
conflict between the two statutes. To the extent that the vari-
ous exemptlons in. the PVPA present a possible. conflict, the
conflict can be resolved by construing the patent grant.in-the.
case of a utility patent on a plant to be subject to these exemp—'-
tions. This would give effect to both statutes. -

The PTO specifically stated that a plant obtamable by re-:
combinant DNA technology or by cell fusion can only be pro-
tected under the general patent law . if “the  sexually.
reproducible plant cannot be protected- under the PVPA or
the asexually. reproducible plant cannot. be protected under
35 US.C. 1617 ..

"The PTO generously extended its preemptlon arguments to,-
plant cells. Their argument is that “a plant cell capable of dif-
ferentiation and useful only for reproductive purposes would .
be considered as no more than an expression of and tanta-
mount to the plant itself.” Even a legal scholar sympathetic
to the PTO’s preemptlon arguments might shudder upon
readmg this passage. There is no doubt that the plant cells, per
se, cannot be protected under the PPA or the PVPA: They are
nonstatutory sub_;ect matter insofar as those acts are- con-"

33 Secbon 101 Plant Patents—-Preemptxon, A Report of the AIPLA Plant :
Variety Protection Committee (L-7), submitted December 7, 1984, by An-
thony Diepenbrock, Chairman, to William H. Elliot. It is interesting to note
that the PTO is engaging increasingly in the practice of “luncheon law,”
field pioneered by the Intellectual Property Section of the DOJ Antltrust
Division.
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declaration of their failings. The closest it came was a general
reference to In re Yairdley,3® which held that copyrights and
design patents might both be available for'certain designs.

The Examiner also placed misguided reliance on’ Article 2

of UPOV, an executive agreement. Article 2(1) says that the
rxght of the breeder may be recogmzed by either a patent or
a “special title of protectlon” (e.g., a PVP certificate), not both
for the same botanical genes or species. However, under Arti-
cle 37, the United States gave notice that it intended to pro-
vide both forms of protection.’”
_ While this point was overlooked by, the Board, it still was un-
1mpressed by the Exammer s attempt to. use an, executive
agreement to chip away at an Act of Congress. The Board re-
versed the Examiner’s 35 US.C. §101 rejections as. based on
an erroneous mterpretatlon of that provision. _

With respect to the tissue culture claims, the Board. reversed
the rejectlon for the addltlonal reason that tissue.cultures are
not “plants” within the purview of 35 U.S.C. §161, relying on
the CCPA’s vacated 1979 In. re Bergy*® decision. - .

These issues are treated ‘again, from a somewhat different ,
vantage pomt in §9 05 _— :

§.7 6.01A° Utilit); Patent Proteetion of Piant ;Breedi_'ng:_ahd_.
Genetic Engineering Methods

Even before the Chakrabarty decision paved the way for
utility patent protection of novel plant varieties, per se, the
utility patent laws served as a useful adjunct to the plant patent
laws. While the plants themselves were not protectible, plant
breeding methods are routmely protected under §101. For ex-
ample, Lawrence, U.S. Patent No. 4,326,358, Hybnd.s' (1982)
presents the followmg claim:

LA process for rapldly developing hybrids and commerc;ally” §
producing hybrid seeds, comprising (a) selecting a first parent
plant and a second parent plant (b) crossmg sa1d first parent

'3.6 403 F.2d 1389 (CCP_A 1974). o
3.7 UPOV Notification 17.
3.8 596 F.2d 952 (CCPA 1979).
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tion (as by artificial transplants) of additional organs such as the
liver or heart?® And Gerald Bjorgy, arguing Chakrabarty for
the Office, said that while his children’s cat might be “a better
mousetrap,” it surely should not be patentables . .

The PTO apparently expected that these comments would
send shock waves of revulsion up and down the patent com-
munity. It had perhaps forgotten that Glascock,” Rossman,?
Dienner,® Parker,*® Thorne,!* Walker,'? and the A.B.A.!2 had
all applauded efforts to protéct the contributions of the animal
husbandman. (And the Fifth and Fourteenth Amendments
surely would frustrate any attempt to patent human- bemgs
even genetically engineered human beings.'%)

Walker gave testimony: at the 1906 Hearing on H.R. 18851,
“horticultural patent” bill. An interesting colloquy was 1mt1at-
ed by Congressman Chaney of Indiana.’® .

Mr Chaney If you proposed to do thls in hortlculture nught
you not authorize a man breeding horses to get out a patent -
on an improved breed of horses?

5Tr95 L ‘
6 Oral Argument, C‘hakmbarty, Pat Appl No 77-535 (a.rgued on Decem-
ber 5, 1977, before the CCPA). -
- 7 Glascock and Stringham, PatentSohm tmgand Examining 591 (1934) cit-
ing Rossman, “The, Preparation and Prosecution of Plant Patent Applica-.
tions,” 17 ]POS 632, 643-644 (1935) “The plant law should ... . logically be -

extended to all forms of pla.nts . The next step would be to enact a law -
for patentmg novel types of ammal Ilfe R -
81d.

? Dienner, Patents for Blologlcal Specxmens and Products," 35 POS 286
280-900 (1935). . : : :
10 Hearings Before the Commlttee on Patents, House of Representatlves
on H.R. 11372, A Bill to Provide for ‘Plant Patents, 71st Cong. 2nd Sess., at
4 (April 9, 1930): “Col. Francis W. Parker . . . felt that someday the patent
law would be amended so as to give to the man who developed new forms
of plant.or animal life an opportunity to control reproduction.”™: *. ¢
11 Thorne, “Relation of Patent Law to Natural Products,” 6 POS 23, 27-28'::
(1923). N
12 Arguments Before the Committee on Patents of the, House of Represen-
tatives on H.R. 1885, 56th Cong. at 18 (May 17, 1906).
+ 131966 Resolution 22 of the PTC Section of the ABA
14 Brief for Appellant, Chakmbarty, 21.22.
15 See Argument supra note 12 .

(Release #3, 10/88) ‘ . 6-11



Even an opponent of life form patents Sheldon Knmsky,
foresees patents on anxmals e : _

If we genehca]ly mod1fy the germ plasm of ‘& bull to quahfy as
a product of manufacture, can we patent the germ plasm? Does - ;
the patent extend to-all of the progeny? Presently, a single bull
can provide the sperm for hundreds or thousands of offspring,
- Someone can own the bull and:sell the: sperm, but there is no -
t-entrtlement to the ownership of the progeny. .

" Let us suppose that in add1t10n to genetmally modifying the_' '
bull’s germ plasm (whereby progeny cows. provrde a higher
yield of milk), we learn how to duphcate the genes'in ‘unlimited’

* quantity. The patentlng of this produot could’be tantamount

* to owning the genetic strain of a species. ‘Moreover, we rmght

"-'be able to achieve monoherds the livestock dounterpart to mo-"

_“nocultures: But by narrowing the genetic variation of livestock ~

. to improve upon certain’ qualities and to promote umformlty,
we could be duplicating the hazards faced worldwide in agri- -

“culture where the viriety: of crops has-been: dramatically re-
duced. Genetic homogeneity, whether in‘crops.or in animals, <

‘- is vulnerable to a single catastrophic’event'that a variegated gé-

. netic pool could overcome. Recently, scientists at the Universi-
ty of Geneva reported:the successful cloning of a mammal. The -

*: New York Times story: on-the event: told of some researchers’
who want to mass-produce prize livéstock by the nucleus trans- .-
plantation technique that gave rise to the mouse clones. The
confluence of cloning, engineering- genes, and patentmg hlgher
life: forms may not- be too far. off 19 1 G e P e

Norton Zmder, unlrke Krunsky, Fmds "no dlfference erther
intellectually or morally between the registering of dogs, prize
bulls, and thoroughbred horses and the patenting of life.”2

Patent protection of new anlmal breeds would “promote
the progress of the useful arts,” among which animal husband-
ry certainly must be numbered. Dienner has rightly decried
the “pattern of thmkmg” of those who beheve that only tradl-

198, Krimsky, Patentmg of Mrcroorgamsms and ngher Llfe Forms Socmi ‘
and Ethical Concerns;in ASM Patentablhty of. eroorgamsms ISSues and
Questions 17, 20 (1981): = i

20 N. D. Zinder, Genetrc Engmeermg and Patentmg, Id. 4 5 (1981)
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stages of domestication, some morphological changes in animals
- and plants are apparent. In mink, for example, which became
the objects of breedmg for fur in about 1920, there have already
' appeared more than twenty dlfferent vanatmns of fur color and y
.several variations in fur texture.?” : S

f Domestlcahon accelerates evolutlon adaptmg wrld crea—
tures to serve man’s needs and desires. ...

. In short, utility patent protection for “new’ ammals (and
plants) is entirely consonant with the Constltutlonai purpose
of the patent System—the promotion of the progress of the
useful arts. Since 35 U.S.C. §101 does not expresssly exclude
them from protection as new manufactures, such protection
should be accorded by the Courts, even under present law.

However, as apphcants for utllrty (35 U.S.C. §101) patents
must stnctly comply with the requirements of §112, it be-
hooves us to consider whether the patent law as presently con-
stituted in fact offers any | incentive to the development of new
and useful multicellular organisms (other than sexually repro-
duced plants) The flaws of the present system can, once recog-
nized, ‘be" ehmmated . by carefully drafted reformatory
legislation. .~ .

The only U. S. declsron dea]mg drrectly wrth clauns to an ani-
mal per se is In re Merat. This decision is drscussed in great
detail in the next section, since the claim in question was re-
Jected under 35 U. S C $112 Accorchng to the CCPA oprmon,

The exammer re_]ected the claims soiely under 35 USC 101 as
directed to nonstatutory subject matter, The board affirmed
 this re_)ectlon and entered two new rejections under 35 USC
- 103’and 112, second paragraph We afﬁrm on the Secnon 112"‘
"rejectron“’”'

The argument of the Board was that if §101 were mterpret-
ed broadly enough to encompass a new breed of animals, it
would be “broad enough to include breeding plants also. Thus
obviating the need for 35 US.C. 161.” The CCPA declared
that in view of the correctness of the Board’s 112 rejection, it'
was unnecessary to dJscuss the other grounds of rejecnon

oz Ency Britt. 1d. 941.
27tinre Merat, 519 F. 2(‘] 1390 (CCPA 1978)
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example. While there was no declared reason for the exclusion.
of ammals, that exclusaon seems premised on anarrow inter- :
pretatlon of Chakrabarty as limited to microorganisms,”?#

It is true that the Supreme Court stated at the outset, “we.
granted certrorarl to.determine whether a live, human made _
microorganism is. patentable sub_]ect matter. . . ” However, -
even the dicta of the Supreme Court should be glven consider- :-

able weight. The Supreme Court approvingly quoted the 1952
Committee Reports, which stated that:the general patent law
included “anything under the:sun that:is made by man.”

.The PTO’s position was inconsistent with its own, publicly:
announced reading of Diamond v. Chakrabarty. Sectron 2105 o
of the Manual of Patent Exammlng Procedure states B

It is clear from the Supreme Court decision and opinion that
the question of whether -or not-an invention embraces living

matter is irrelevant to the issiie' of patentability. The test set "
down by the Court for patentable subject matter is whether the”
hvmg matter is the result of human intervention.” o ‘

Under that test of human intervention”gen'eticalljr' engi-
neered ammals are clearly patentable subject matter under
§101. ' C
'The Ex parte Hibberd?'® decision left the PTO in a pooT po-
sition to maintain that animals are unpatentable per se. Cer-
tainly, a transgenic.animal is something “under the sun that
is made by man.” With plants, at least, the PTO had a plausible
statutory construction argument for. denying protection under
- 35 US.C. §101. The PTO’s contmued rejection of patents on -
ammals appeared to be founded more on vitalistic - grounds'_'
than upon any ratronal analysis. of the. statute. : :

This last refuge of v1tahsm was challenged by Ex parte

27.4 “Section 101 Plant Patents—Preemptton, A Report of the AIPLA
Plant Variety Protection Committee (L-7), submitted Décember7, 1984, by
Anthony Diepenbrock; Chairman; to William H. Elliot. It is. interesting to
note that the PTO isengaging mcreasrngly in the practice of “luncheon law,”

a field p1oneered by the Intel]ectual Property Section of the DOJ Antitrust ..,
Division. .
27.5 227 USPQ 473 (BPAI 1985)
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‘Merat first crossed “females of a cooking breed of poultry
having ‘good growth and »fattening'charéct'er_istics with cocks®
of small size which carry” a dwarfism gene. He then inbred
the crossbred chickens, and selected from their progeny the
dwarf’ hens Finally, he crossed these dwarf hens with “any de-
sired. breed of normal heavy meat ‘cocks, thereby obtaining,
as an industrial product, a chick to be raised as a cookmg chrck—
en of normal heavy meat size.2?

The first problem with Merat was its deﬁmtmn of normal ”
If the dwarfism gene (“nr”) was recessive, then NrNr and Nrnr
chickens would both appear to be normal. “Since the claim
langudgeis riot precise enough to indicate which kind of cock -
to use to produce the result required by the claims, it fails’ to
comply with §112, second paragraph.*

The CCPA also felt that the claim suggested that ‘all of the
final product chlckens would be * normal ” when in fact some
would be “normal,” some would be * subnormal and some
would be “dwarf.” ”3‘ The CCPA’s reasoning was faulty, it does
not require 100 percent ylelds in-chemical cases,and it would
have been obvxous to any person of ordmary skr]l in the com—

than the average members of the populahon It increasés the appearanceof
unfavorable as well as favorable traits. (Line- breed.mg is’a'mild form of in-
breeding.): Citbreeding is the mating of individuals less closely related than
the average members of the population. An outbred animal will possess,-to
some degree, the superior traits of each of its parents, and thanks to “hybrid
vigor,” it may be somewhat superior overall. (Crossbreeding is.a synonym
for outbreedmg ) Backcrossmg is the crossmg of crossbred offspnng w;th one
of the parental breeds.”

Once the mating scheme is chosen, the breedmg animals must be select-
ed, for the breeder is'well advised to'match “best with best.” Cirrently; phe-
notypie selection systems are used: the: breeding animals are examined for
their possession of the particular trait (color, weight, milk: production, speed,
etc.). The breeder wishes to enhance or transfer. The breeding pairs are then
selected on the basrs of erther their own performance, or the performance
of their parents, progeny, or s:blmgs 1 Ency. Britt. 905-6 (1975), And see
generally L. Lush, Ammal Breedmg Plans (1945) .

29519 F. 2d at 1593, .

30 Id. 1396. Though a heterozygous ammai’s fecessive gene in some cases
causes its phenotype to be intermediate in nature, e.g., “subnormal” l'.hough
not “dwarf.” : . :

3114,
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ner according to their kind without indicating i mdwldual hered- .
itary characteristics. Therefore, in attempting to repeat the -
_ breedmg method, a person skilled in the art would be required -

to use such animals that might correspond to the described kind .-

with respect to their looks. The two:step selection is directed ,

to two characteristics which, however, are defined only in gen-
“eral terms (size and color) Carrymg out the steps of selection L

thus still leaves room for many variations, also because the phe-
notypical approach ‘does not promise a sufficiently predeter-
mined result. The above reasons do not permit the conclusion
with certainty that the breedlng method can be repeated par-

ticularly since we are here concerned with breeding an animal -

in the upper range of the evoluhonary scale, and havmg com- .

* plex heredltary characteristics;

“Those respon51ble for draftmg patent applications directed
to new breeds of animals would be well advised to (1) state
where the required breedmg stocks (or sperm and egg banks)
are avazlable (2) use a genotypic selection scheme if possible;
(3) use a quantt’tatwe selection rule if a phenotypic selection
scheme:is used; and (4) claim that the breedlng method 1s sta—
tistically reliable. SR

The reason, of course, why the selection scheme is so impor-
tant, is that wé cannot asexually reproduce the new animal
breed from a cell culture, as we might a new strain of microor- "
ganism. Animal husbandmen cannot fully exploit the A7gou-
delis®® route to enablement until - cloning technology " is’
perfected. Any cell holds within it the bluepnnt of the entire’
organism, and it is theoretlcally possﬂ)le to grow a clone goose, -
horse, or elephant. :

Biologists have removed the nucleus from an- unfertlhzed
Vermont Spotted Leopard Frog egg, and inserted the nucleus
from an “immature” (undifferentiated) cell of the mottled
Kandiyohi mutant frog.- The cloned' egg developed into an
adult fertile frog w1th the charactenstlc plgmentatlon of the_.-.

34 Id 14]- 142 o '

35 Seelnre Argoudehs, 434F 2d 1390 1392—1393(CCPA 1970), D.G. Daus, -
Conditionally Available Cultures; An Appraisal of In re Argoudelis; 54 JPOS.
187 (1972); C. M. Behr, The Prescient Microbe, Or, Where to Dep051t a For-
eign Body, 57 JPOS 26 (1975). :
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It therefore appears that true animal cell culture reposito-.
ries, which can provide. cloned cells that will mature into adult
animals, are indeed technically feasible. The sooner a test case
is brought, the sooner the agricultural community will begln
to ‘experience the full benefits of the patent system. -

One commentator ‘has suggested that ‘cloning is perhaps
smentlﬁcally far-fetched for animals,”*%! However, Figure 10
in McKinnell’s book shows “a cloned frog produced from an
enucleated egg of a Vermont spotted leopard frog and an in-
serted nucleus of a Minnesota Kandiyohi mutant embryo
donor.”*2 The cloned frog expressed the Kandiyohi character-
istic. Moreover, the clonmg of a goldfish by Chmese scientists
was reported in 1981 %2 .

_The enablement problem attaches mamly to. ammals pro--
duced by traditional breeding methods. Animals produced by
cloning. should. be patentable without difficulty. However,
until cloning becomes de rigeur; animal husbandmen will need:
- legislative relief of some kind. Such relief could easily take the
form of an extension of 35 U.S.C. §162 to animal patents.®?

A second §112 problem for animal husbandmen is the re-
quirement that the 'apb]ibant ‘particularly point out and dis-
tinctly claim™ the subject’ matter which he regards .as his
invention. If an apphca.nt clalms, for ‘example, a “new breed
of dove,” he may run into some serious trouble. “Breed” isone
of those words’ which vn'tually defy definition. The various ani-
mal ped.lgree assomatxons, who are the experts in distinguish-
ing breeds, do not always see eye-to-eye when confronted with
what is aliegedly a new breed of cat, dog, horse or.cow. In any
biological patent legislation, Congress would be ‘well advised
to make use of the term “novel variety,” which is defined in
the Plant Variety Protectlon Act asa varlety havmg character-
1st1cs asfollows T : :

CA01 A Goldstem, From Pseudomonas to the Birds: Are Ammals Patent-*
able?, Recombinant DNA Technical Bulletin 6: 57, 61 Gtme 1983)

40.2 Supra note 36, at 39, .

40.3 Seience News, 72 (August 2, 1980) :

41“No plant patent shall be declared invalid for noncomphance w1th §1 12
of this title if the descnphon is as complete as is. reasonably. possible.”
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' thereby encouraged to benefit the pubhc 44 1t would be best
to amend 35 US.C §161 to read: . .

Whoever invents or discovers, and reproduces, any novel vari-
ety of living orgamsm (mcludlng vxruses but excludmg man)
may obtam a patent therefor

and apply 35 U.S.C, §§162 -164, mutatis mutandis, to living or-
ganisms generally.

The acquisition of protection of animal varieties under the
utility patent law ‘will requlre a creative approach '

The challenge for sc1ent15ts and 1ndustry in emergxng areas of;
“living” inventions will be to.create a depository system that-
can be used to ‘accommodate samples of the “living” invention
and to make them available to the public upon the grant of the
patent. Just as the late Harvey Edelblute mgemously started the.
march to Peoria for xmcroorgamsm ‘patents, equal or, greater
creativity will be necessary to estabhsh depomtory systems for
new mventions 4s . o

§ 6 04 Desngn Patent Protectlon of Omamental Features
o of Ammals and Plants . ‘

Peter Trzyna has suggested that nonfunctlonal ornamental
features of ‘plants can be protected by design patents % An ex-.
ample would be a d1st1nct1ve varlegated leaf pattern Karl Bo-.

- 44 The unportan’ée of patents asan mcentwe to the commerc:al explo:ta-.,
tion of scientific discoveries is best shown by two articles remarking on its
sluggishness in fiélds in which patents are less available. S¢e Time, April 20,
1970, at 46 (lithium carbonate as a chemotlierapy. for mania) and Chemical- -
& Engineering News, October 8, 1975 at 21 (bacteria and viruses as “biologi- -
cal controls™. See also Dr. Betsy Ancker-Johnson’s testimony in the Hearings .
before the Subcomm. on Health and Environment of H. Comm. on Inter- -
state & For Comm. (95th Cong. 1st Sess.) on the “Recombinant DNA Re-.
search Act of 1977” at 239-240 re the development of penicillin. :

45 H. C. Wegner and C. A. Wendal, Post-Chakrabarty Patent Questions, i
_ASM, Patentability of Microorganisms: Issues and. Questions 28;30 (1981).-

46 Trzyna, “Are Plants Protectable Under the Desxgn Patent Act?"JPTOS
487 (Sept. 1987) - P L P
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The Board carefully dlstmgmshed “plants and “plant varie-
ties.” According to the Board, plant varieties were excluded
from European patent protection mainly because they were
already protected by special titles of protechon (similar to
Plant Variety Protection Certificates in the United States).
These special titles of protection were harmonized by the In-
ternational Convention for the Protection of New Varieties of
Plants (UPOV), which defined “plant varieties” as groups of
plants meeting certain requiremenits of dlstmctness homoge-
neity and stability.

As the Board noted, the subject matter of the appealed
claims was “not an 1nd1vxdual vanety of plant dlstmgulshable
from any other variety” as “treatment with an oxime deriva-
tive is nota criterion which can be characteristic of a plant va-
riety.” Thus, the claimed plant material would not have
satisfied the “distinctness” requirement for plant variety pro-
tection. Moreover, the treatment could be carried out on prop-
agating material which did not meet the homogenelty or
stability requirements either. Thus, the claimed plant material
was ot entltled to protectlon as a plant vanety under:

The Board declared that the exclusmn of Art. 53(b) is re-
stricted to “cases'in which plants are characterized precisely.
by the genetically detérmined peculiarities of ‘their natural
phenctype,” i.e., to plant varieties protectable under UPQOV,
but that “innovations which cannot be given the protection’
afforded to varieties aré st1B patentable zf the general prereq-
uisites are met.” - :

On March 27, 1986, the Sw:ss Federal Intellectual Property
Office amended its guidelines for the examination of patent
apphcahons in the field of blotechnology It declared

Wlth respect to inventions relatmg to plants only new varieties
- ag such are not patentable since they are eligible for plant vari-: -
-ety protection, a system specially designed for them and: which .

‘may not be cumulated with patent protection on the same sub- . -
_ject matter. The fo]lowing claims will be admitted in the future:

- Product clalms relatmg to whole plants or thelr propagat-, .
ing material (seeds, tubers, cuttings, -etc.) but in which no _ -
. vanety is spemﬁed ie., cla:ms contammg only characters_
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treated as patentable in Europe even though plant and ammal
cells are not rmcrobla.l cells. .

While Article 53(b) does not do so exphc1tly, the EPO ¢ seems
to take the pos1t10n that the’ product of ari “essentially biologi-
cal process ’ is unpatentable ‘thus, it sets up a dlchotomy be-
tween “biological” and * ‘microbiological” processes. In' the
production of a transgenic animal, the initial steps are at a cel-
lulat level: the isolation of the deslred gene; the coupling of
the gene to a suitable promoter; and the _microinjection of the
recombinant DNA into a suitable host cell. If the host cell is
a somatic cell of a developed animal, it is clear that the resul-
tant transgenic animal is entirely the product of what EPO -
considers to be “‘microbiological - processes.” On the other
hand, if the host cell is a single cell embryo, it could be argued
that the reimplantation of that cell into the uterus and 1ts de-
velopment into a whole animal is a “biological. process.”” Such
a transgenic animal is the product of both “microbiological”
and “biological” events. I would contend, however, that since
the Imcroblologlcal steps gave it the desued novel characteris-
' tics, it would be appropriate to say that it was not the product
of an essentially biological process. .

In responding to a WIPO questlonna.lre, the European Pa-
tent Office stated its position on the patentablhty of certaln
forms of plant and amrnal blotechnology

Question 1.2.10—new hybnd seed of a plant variety. -

No. Since the product of an e‘ssentxally biological proc‘e‘ss is in-
volved the exclusion contained in Article 53(b) EPC, at the end,
does not apply. The seed is furthermore considered a plant vari-
ety with genetically defined characteri_stics, the patentability
of which is ruled out by Article 53(b) EPC, .. .[T]he EPC does
not distinguish between varieties eligible for protectlon as a
~ plant variety and those not eligible, ¥ '

Question 1.2.12—A mouse embryo cell contammg a partrcular‘
: addntlonal fore:gn gene

Yes Animal variety is not mvolved here, the cell i rs the product n
“of a rmcroblologlca] process o : . :

-Questlon 1.2, 21—plant vanety havmg the propertles of a partlc-,. -
ular known variety with an additional particular characteristic
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CHAPTER 7

Ownershlp of Blotechnology
Patent nghts o

§ 7.01 Research Patents and the Umversﬂy )

§ 7.02 :Government Efforts to Encourage Research Jomt
... Ventures. - -

§ 7 03  University Research Patents, and the Govemment

§ 7. 04 Effect of Public Law 96-517 on Interests of . .
' Umvers1t1es, Foundatlons, and Small Busmesses

§ 7.05 ' Patent Term Extensnon

§7 7.01 Research, Patents and the University

Most universities have’ found it necessary to evolve pohczesi
with regard to the university’s interest in inventions devel-
oped by professors, with regard to the involvement of profes-
sors in  commercial “activities, and with' regard to the
university’s commercial exploitation’ of technologlcal develop-.j
ments made under its auspices.t .

- In determining whether the UmverS).ty has title to the in- -
vention, the first question is:whether there was any express-
assignment: of inventions. in the professor’s contraet with the
university. An example is the invention assignment agreement
signed by Dr. Cook in Iron Ore Co. of Canada v. Dow Chemi-
cal Co.2 Even in the absence of an express contract, employees -
specifically hired to engage in research.and development work-
may be bound to. assign their inventions to their. ernployer 3.

The university may also. acqulre a lesser interest in the in--
vention, a so-called shop right,” or nonexclusive license, aris- -

1CF DNA Science, Inc , “Will Genetic Engmeenng Corrupt the Cam-
pus?” (1981} for a look at another aspect of biotechnology in “academe.”

2 177 USPQ 34, 48 (D. Utah 1972) ade on other grounds 500 F 2d 189"
(10th Cir. 1974). :

! 3 Standard Parts Co. v. Peck 264 U S 52 59-60 (1924)
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in 1981 thh the amount mcreasmg to $6O mllhon for 1984 and a
1985 - -
_The new Act thus appears to allow corporatlons to cooperate ‘
in funding research by mutually using a university center. Its
proponents envisioned something similar to the Japanese ar-
rangement by which the government encourages corporations
to share in both the cost and benefits of generic research. This
was previously difficult to do because of antitrust prohibitions,
Section 6(e) permits the Secretary of Commerce to request
that the Attorney General render an advisory opinion within
120 days as to whether the proposed joint research activities
of a Center would violate any of the antitrust laws. This opin-
ion is not binding, and cannot be used as a defense, but the
legislators expect that it will have a beneficial influence on a
court’s attitude toward a joint research venture. The Depart-
ment of Justice has indicated that-t will try to promote innova-
tion through the Centers, not discourage it.

*The Center may acquire title to the invention under speci-
fied conditions. It may:be compelled to license a patent if it is
necessary for proper:development of the invention. Royalties
from the patent must either be given to the inventor or used
for-educational and. research activities.- .

To d.lssemmate information to state and Iocal governments
and private industry, the Act establishes “research and tech-
nology application offices™ at each federal laboratory, It also
establishes a center for utilization of federal technology. Simi-
lar programs have been actively pursued in the past by NASA
and the Department of Agriculture. These earlier programs
were not as successful as hoped for because the’ Government
would not give an exclusive license’in the technology devel:
oped wu:h federal funds. Industry was generally unwilling to
invest in the costly development and marketing of a new
product if it:could be sold by anyone afterward. A new statute;
authorizes Government agencies to grant either exclusive or
partially-exclusive licenses; if it is-necessary to induce invest-
ment in research and development. Congress hopes.that the
combination of the new federal patent licensing law and the
Innovation Act’s funding of joint research centers will signifi-
cantly increase the commercialization of technology devel- -
oped with federal funds.
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§.7. 04 Effect-of Public Law 96-517 on Interests of
Unlver51t1es, F oundatlons, and Small Businesses .

Pubhc Law 96-517 s1gned by Pre31dent Carter on Decem—
ber.12, 1980, matenally changes current law and practice with
regard to'the aequisition of patent rights in inventions made
under contract with the Federal Government, and with re-
gard to the licensing of U.S.-owned patents.: In the Senate
debate on the bill, Senator Robert Dole of Kansas said that the
answer to foreign competition lies in increasing productivity,
not in higher tariffs. He pointed out.that 95 percent of the
28,000.inventions funded'by the Government have yet to be
put to work. The new law is intended to. take Government
inventions off the shelf and into the marketplace.: - . .-

- The provisions of the original House bill applied to:all feder-
al contractors, including large corporations.. However, .the
chances of passage of that bill through the Senate were very
slim asthe Senate had limited the contractor provisions on.its
own -bill .to small businesses -and. non-profit. .organizations.
Therefore, in the interest of getting the bill enacted prior to
President-elect Reagan’s inauguration, .the House limited its-
own bill to small business.and non-profit organizations. =
.- Effective July 1, 1981, the Act gives title to inventions made
under federal contract to the small business or non-profit con-
tractor who made them, while retaining a non-exclusive

worldwide license for the Federal Govemment and those
practlcmg the invention on its behalf.- fae v

Federal contracts will provide that: the contractor must dis-
close. the invention. to the contracting agency, and elect to .
retain title in the invention, within a “reasonable time” after
the invention is made; any U.S. patent application filed by the
contractor must disclose the Government’s rights and be filed
within a reasonable time; and the contractor must periodically
report to the agency onits progress in developmg the mforma-
Aon.:

- If aFederal employee isa comventor, the agency is author~
ized” * to assign to the contractor the rights it acquired from its
employee. A funding agreement cannot allow the agency to
require the licensing of third partles mthout spemﬁc Jushﬁca- _
tion by the agency ‘head:: L e
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necessary.to induce investment of risk capital. However, even
in this portion of the new statute, small businesses will be given
priority if it appears that their development plans are within -
their.capabilities. ‘A license cannot be obtained without sub-
mitting 2 plan, and licensees who will be manufacturing perti-

~ nent products “substantlally in the U.S.”

An important caveat with regard to the new statute is that
it does not. create any defenses to actions under the antitrust
laws. All licenses.(and refusals to: grant. hcenses) will be subject
to the usual antitrust scrutlny O

§ 7.05 :Patent—'Tenn .E;tte.nsien S

The Drug Pnce Compehtlon and Patent Term Restoratlon
Act (S. 1538) was signed. into law by President Reagan on
September 24, 1984 T1tle I prowdes for g .

(1) Certlficatlon of the patent status of approved drugs to.
- FDA, - -
{2). Inclusion in ANDAs, of pertment patent status 1nforma-.
. tion in ANDAs, with the effective date of ANDA ap-
- proval being dependent on the patent status, _
.(3) . Notification of the patent.and NDA holders if thes
. ANDA applicant asserts that the pertinent patent is.
~inyalid or noninfringed, with the holder haying forty-_
five days to institute a suit for patent 1nfr1ngement in
. -order to stay the ANDA approval, and - .
(4) A complex scheme.of limited exclusw1ty for certam.
- NDA and supplemental NDA approvals, regardless of,
patent status (z e, a form of “data nghts” protechon)

Tltle II prowdes for restoratlon of up to five years of the term_
of a product of process patent on a human drug, a human
biologic, a medical device, or a food or color add1t1ve to com-
pensate for.regulatory delays.. . :
The patent may be extended only 1f an ehglble product"
covered by the claims of the patent received:its first approval
for commercial use during the original patent term, and if an
application for. extension is filed within sixty days after that
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first approval of a product because the only evidence available .
to Congress showing that patent time has been lost is dataon
so called class I, new chemical entity drugs. These drugs had_ .
been approved by the Food and Drug Administration (FDA) for .
the first time. An" exception was allowed for products made

“through recombinant DNA techniques because this innovative, ' -
new techmque is bemg employed to 1mprove already unproved" R

-drugs e T o .

There isno deﬁmtron of recombmant DNA technology in the_;- .
Act.” C i

The regulatory renewal penod comprrses a chmcal testrng

period (IND or IDE) and an application for premarketing ap--

proval period (PLANDA, PMA, or PDP). Half credit is given'

for the testing period and full credit for the application period. -

(No credit is g1ven for tlme lost Whlle F DA revrews a 510(k) :
subrmssmn) AL ,

The total regulatory Teview penod is not necessarrly com- -
pensated for in its entirety. Extensions are subject to a number
of additional limitations. If we were toplot the maximum poss1-
ble extension on the y axis and the time of approval, in years -
after the patent issued, on the x axis, the broken line represent-_
ing the maximum extension would start at (0, 0), move horizon-
tally to' (3, 0); and then ds a dragonal line with a slope of 1.0 to™
(8,5). In the case of preenactment ‘patents on products under‘ ‘
regulatory review on the enactment date there 1s a two-year'j‘f
maximum éxtension. - ’ "

The extension is also reduced, accordmg to a complex for-"
mula, if due diligence was lacking during the regulatory re-

-view period.
- Responsibility for the administration of Title II is divided

between the PTO and FDA. The PTO determinies whether a
patent is eligible for extension and whether the application for
extension complied with formalities, The FDA determmes the
-allowable extension.

In applying for a patent term extension, it is essential that
the application be filed in a timely manner, i.e., within sixty
days after the approval of the NDA. This means that patent
attorneys and regulatory compliance personnel should be in
- communication on a more regular basis than is now the prac-
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Plant Patent Protectlon

§8.01°
§.8.02

Development and Propagatlon of New Plant Vanetles

- 'The-Plant Patent Act -

. Protected and Unprotected “Plants” Under the Plant

B ;Patent Act.. . . _ _
N [1] . Bacteria R A
“[2] Tubeér- Propagated Plants o

§ 8.04
§.805 -
§ 8.05A.
§ 8.06
§ 8.07

§ 8.09

§°8.10

- §8.11: . Disclosure Requirements .

§8.12.
§8.13
§ 8.14
§ 8.15

§ 816 -

§ 8.17
§ 8.18
§ 8.19
§ 8.20

[3] Newly Found Plants Versus Né@iy Created Plantsl

- What'is a ' Variety -

‘A “Novel” Variety '
A “Distinet” Variety :
“Nonobvrous Variety, -

o Asexually Reproduced” Vanety
§ 8.08°

A Variety Found in a “Cultrvated State”
Inventorship and Ownership S
Conception and Reduction to Practlce R

Claims for Plant Produects

- Number and Breadth.of Clarms

Plant Patent Infringement: Introductron o

_ Derivation as an Element of Infrmgement

Distinctness and Infringement ~

Marking of Protected Varieties

Active Inducement and Contributory Infringement
Plant Patent Term Restoration

Changes in Plant Patent Protection Under UPOV

§ 8.01 Development and Propagation of New Plant

Yarieties

Attorneys new to this field may not be familiar with the
many ways in which a new variety may come into existence.
Plant breeders classically obtain new varieties by controlled
pollination, i.e., by taking advantage of the fact that plants
engage in sexual reproduction, a common biological scheme
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plant cell by means of bacterial plasmld plant virus or v1r01d

vectors.

Piants may be propagated by a var1ety of means:*

I. - Sexual.

A.

Propagatlon by seed—annuals brenma]s, and many |
perennial plants. e S

IL . Asexual (vegetative).

A.

‘Propagation by aporrrlcrlc embryos-—crtrus
Propagation by runners—strawberries
Propagatron by suckers—-red raspberry, blackber-

- B.
C.
D

. Layenng A

(1). Tip—trailing:. blackberry, black raspberry

.. -{(2). .Simple—honeysuckle, spires, filbert

(3) Trench—apple, pear, cherry
{(4) Mound or.stool—gooseberry, apple

(5) Air (pot..or- Chmese)—lndra rubber plant, ly-

. chee

- (6) Compound 6r serpentme—grape, honeysuckle

Separation

- (1).. Bulbs—hyacinth, lily, narcwcus, tuhp
(2) Corms—gladmlus, croeus i

Division .

(D) Rhlzomes——canna, iris- |

(2) Offsets—houseleek, pmeapple, date
{3) Tubers—Irish potato -

(4} :“Tuberous roots—sweet potato dahha

(5) Crowns—-everbearmg strawberry, phlox
Propagation by cuttings -« : -
(1) Root. cuttmgs—red raspberry, horseradxsh

(2) Stem cuttings -

(a) Hardwood—-ﬁg, grape, gooseberry,

. -quince;.rose; forsythia . -

(b) Seml-hardwood—-lemon ohve, came lha,-:='
~ holly-: :

(c) Softwood—hlac, forsythla, Welgela

1 Hartmann & Kester, Plant Propagat:on Pnnmples and Pract:ces 2—3 (3d_ .

ed. 1975)
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A clone is’a group of ‘plants originating-from a single
individual and reproduced by vegetative means, such as
by cuttings, layers, or grafts. Examples of clones are
‘Elberta” peach, ‘ng A]fred’ daffodﬁ and Bllss Tn-

- umph’potato: -

o

Apomictic cult:vars (or apomlcts) . are-’ blologlcally _
unique kinds of plants that reproduce by seed but are.
asexual because of complete or part1a1 apomixis, ¢

Sexually reproduced cultivars: These are propagated by
seed, and specific production programs geared to the genetic’
characteristics of individual cultivars may be necessary to
maintain their genetic identity. st tu

(@)

A line cultivar is'a group of self-fertilizing plants that

- maintains its genetic identity from generation'to gener-

* ation naturally." Examples are ‘Rosy" Morn petuma,

®

Marglobe tomato, and ‘Marquis’ wheat.-
An inbred line is a group of naturally cross-fertilizing

,hnes through artificial restraints on ‘cross-pollination.

. These are generally used to. produce hybrid cultivars.

()

Hybrid cultivars are groups of plants grown | from seed
produced by. .cross-pollinating two. or more parental
breeding stocks which are maintained either as inbred

" lines or:as clones. Examples of hybrid cultivars are “Gra-
- 'nex” onion, ‘derived from crossing two onion- inbred
" lines, and “U.S: 13" corn, produced by consecutwe

{d)

crossing involving four inbred lines.
A cultivar may consist of a seedling mixture of Cross-
fertilized individuals which, as a group, may be more or

less variable genetically, but which possess one or more

common phenotypic characteristics. For -example,
Phlox drummondi ‘Sternenzauber’ is a'mixture ‘of dif-
ferent color forms, but all have the same star—hke corolla

., shape,

©

‘mixture in which separately developed seedling lines

Synthetic cultivars are a specml category of seedling

;,' - are combined ... . An example is ‘Ranger alfalfa, a

cultivar denved from 1nter-crossmg among ﬁve seed-

8-5



thusiastic, but the movement, was kzdnapped and dlsgulsed as -
the 193G Plant Patent Act.4 C

The Act was amended in 1952, as part of the general codifi-
cation of the patent laws, and again in 1954. "

_The statute, as presently codified, s so short that it may be
quoted ‘below: . , , S ‘ e

.§1 61 Patents for Plants .

-~ Whoever invents or- dlscovers and asexuaIIy reproduces any-:
- distinct and new variety. of plant, including cultivated sports, <.
.- mutants, hybrids, and newly found seedlings other than a tuber
propagated plant or a plant found in an uncultivated state, may. °
obtain a patent therefor, subject to the conditions and require:
_ ments of title, (Amended September 3, 1954 68 Stat. 1190.) .

The provisions of this title relating to patents for inventions
shall apply to patents for plants, except as otherw1se provided.

§162 Descnphon Claim

' No plant patent shall be declared mvahd for noncomphance-
with § 112 of this title if the description‘is as.complete as is
reasonably possible.

'The claim in the specxficatlon shall be in formal terms to the
‘plant shown and descnbed AT , ]

'._§163 Grant

,In the case of a plant patent the grant shall be of the nght to
- using the plant.so reproduced. - - : e

f§164 Asmtance of Department of Agnculture

The Presrdent may by Executwe order drrect the Secretary of
Agnculture, in accordance with the requests of the Comm:s— o
sioner, for the purpose of carrying into efféct the provisions of -
this title with respect to plants (1) to furnish available informa-
tion of the Department of Agriculture, (2) to conduct through.
- the appropriate bureau or division of the Department research
._upon special problems, or (3) to- detail to, the Commrssronerr. .
~._ofﬁcers and employees of the Departrnent IR

. Dlenner, Patents for Blologxcal Specmlens and Products 35 ]POS 286
289-290 (1935). SN ;
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12] Tuber-Propagated Plants
" " Acéordirig"to the.legislative 4h'istory' of the Act

~ The bill excepts from the right to a patent the invention or
. discovery of a distinct and new variety of a tuber-propagated
plant. The term “tuber” is used in its narrow horticultural sense
as meaning a short, thickened pOI‘thIl of an underground'
branch. It does not cover, for instance, bulbs, corms, stolons;
and rhizomes. Substantially, the only plants covered by the
term “tuber-propagated” would-be the Irish potato-and the: -
_i-Jerusalem artichoke: This exception is made because this group. =
alone, among asexually reproduced plants, is: propagated by the- o
_same part of the plant that is sold- as food.® - = - R

All member states of the Umon for the. Protectlon of New;:.
Varieties protect tuber-propagated plants. - - -

In 1969 and 1976, the PTC Section of the ABA passed reso-
lutions favonng the abrogatlon of thls exemptlon

{3] Newly Found Plants Versus Newly Created Plants

The ongmal plant patent bﬁl prov1ded that the statutoryl
concept of “invention” and “discovery” encompassed ‘finding
a thing already existing and reproducing the same:. :.”’*® This
provision was criticized on’ constxtutlonal grounds: by Comm1s-
sioner Robertson: . : B

It may be d_o_ubted-whether a valid patent can be granted for:
a plant even if it is a new variety; when that new plant is :
reproduced by operation of nature, aided only by the act of the :
patentee in grafting it by the usual methods, and a very serious -
question arises as to whether the definition given to the words .
“invention” and ‘'discovery” in the proviso in the bill, namely,
that they shall be interpreted “in- the sense of finding a thing
already existing .and. reproducing the same as well as in:the.:
sense of creating,” does not go beyond the power which the -

9 H. Rept. No. 1129, 71st Cong. 2d Sess. (1930).
10 §, 3530, 71st Cong., 2d Sess. January: 6,.1930). :



can only be made available to the public by encouraging those -
who own the single specimen to reproduce it asexually and thus
create an adequate supply.

It is obvious that nature originally-creates plants but it cannot
be denied that man often controls and directs the natural pro- :
. cesses and produces a desired result. . In such' cases the part
played by nature and man cannot be completely separated or . :
.-weighed or credited to one or the other. Nature in such in:. .
stances,. unalded by man,. does not reproduce the new variety.. ..
true to type. . , '

. Furthermore, there is no appa:rent dlfference, for mstance, be-
~.tween the part played: by the. plant originator in‘the develop- - -
.ment of new plants and:the part played by.the chemist in:the .
development of new compositions of matter which are patent-
. able under existing law. Obviously, these new compositions of - .
__matter do not come into being soley by act of man. The chemist .
"who invents the composition of matter must avail hxmself ofthe .
physical and chemical qualities inherent in the materials used
and of the natural principles applicable to matter. . . .

The same considerations are true of the plant breeder. He avails
himself of the natural principles of genetics and of seed and
bud varieties. He cultivates the plants in his own laboratory
under his own. eye. He may test and experiment with them on:
a variety of proving grounds. He may promote natural cross- -
pollination by growing the parent plants in juxtaposition. For
instance, because of manual difficulties artificial hand polhna-
tion is 1mpract1ca1 in the productlon of seed of the genus com- -
positae, including such species as dahlias, chrysanthemums,'
asters, daisies, and the like, and also in the case of many of the
small fruits. In other cases hand pollination is unnecessary; natu-
ral pollination does equally - well. On: the other -hand, if the
periods of the bloom of the plants differ, hand pollination and.
the camel’s-hair brush must be used. Again, orchids, avocados,
grapes, and most orchard fruits are subjected to, hand polhna-_
tion. In the case of sports, the plant breeder not only cultivates
the plants but may subject them to various conditions of culti-
vation to encourage variations, as, for example, in some recent.
developments, the subjection of the plants to the effects of.
- x-rays or to gbnormal fertilization. Finally, the plant breeder:
must recognize the new and appreciate its possibilities either-
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cies, two varieties, or of a species and a variety. In thlS case the
word “hybrid” is. used in its broadest sense.18

The term ‘variety,” a dlsfavored one in modern botanical
circles, is not defined by the Act. The 1930 Committee Reports
state that “(i)t is not necessary that the new variety be a new
species,”’?? but this negative rule does not carry us very far. In
Yoder Bros., Inc. v. California Florida Plant Corp., we are told
that:

Several definitions of the term “variety” of. chrysanthemum
were offered at-trial. Mr. Duffett, Yoder’s head breeder, de-
fined a variety as a group of individual plants which, on the basis .
of observation by skilled floriculturists and according to reason-
able commercial tolerances; display identical characteristics
under similar environments. Cal-Florida defined variety in its
complaint as-a “subspecies or class of chrysanthemums distin-
guishable from other subspecies or classes of chrysanthemums
by.distinct characteristics, such as color, hue, shape and size of
petal or blossom or any of them.”20. :

Another deﬁmtxon was offered in Pan-Amencan Plant Co
0. Matsm :

A’ vanety- ” of chrysanthemum plant is a group of plants which
exhibit similar essential characteristics and which are distin-
guishable from other groups of plants by the presence of signifi-
cant differences with respect to oneé or more .such -
charactenstlcs a

In 1978 ‘the Plant Patent Commlttee of the ABA (PTC Sec-
tion) proposed the following resolution: -

RESOLVED that the Section of Patent, Trademark and Copy-'
right Law favors in principle constructlng the term “variety” in
35 U.S.C. §161 to refer to a group of individual plants which, on’
the baszs of observatlons by persons possessmg ordmary skxll

18.5. Rept. at 4.

1% 1d,, 5,

20 193 U.S.P.Q. 264, 268 (5th Cir. 1976). -
21 198 U.S.P.Q. 482, 463 (N.D. Cal. 1977).
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thelr creation.?*:.

: The 1978 proposed ABA resolutlon was not of course, the
first recognition of the semantic problems with the term “vari-
ety.” In 1937, R. C. Cock called for “(c)lanficatlon of vanety
defimtlon in: the law

' If patent vanetles are- clones, that should be clearIy stated If a -
broader definition is attempted, there seems to be no reason -

. why the law should be lm‘nted to asexually reproduced varie-

'4"t1esz5 e T

§ 8 05 A “Novel” Vanety

By force of the second paragraph of 35 US.C §161 35
U.S.C. §102 is fully applicable to plant patent applications. In

U re LeGrice, however, essentially held that information pub-

lished about a new variety of plant would not trigger §102(b)
(techmcally, “loss of rights”) if it did not enable horticulturists
to produce the variety question. The disclosure in question
contaaned sufficient mformatmn to 1dentzfy the niew. varlety

Charmmg Mald (Flor) Tnal Ground No 624 Reg No. 269
Dainty Maiden x- Mrs. Sam McGredy. Raiser and Distributor:
E.B. LeGrice, North Walsham. Vigorous growing variety with-
deep glossy green foliage 16. Freedom from disease 16. Large
single flowers borne in small clusters. Freedom of flowering 16..

. General effect 6. Fragranoe 5..Gold Medal Provmcral Show .
1953.26 . . S e ERTE

The CCPA drscussed the general rule that a “prior pubhca-:, :
tion” must enable the reader to construct and use the inven-.
tion.

The CPAA recogmzed that 35 U S C. §162 mlght perrmt an
applicant to regard this as an.adequate disclosure, but de--
clared: “No such allowance has been made in35U.S. C §1 02(b)

© 24'S; Rept. at 6.

25 R. C. Cook, The First Plant Patent DBCISIOH, 19 JPOS 187, 192 (March
1937). : o .

% 133 U.S.P.Q. 365, 368 (CCPA 1962) .
815 |



use?® -

;§ 8. 05A A “Drstmct” Vanety

The requrrement of drstmctness is: closely related to the
problem of detecting infringement. Such techniques as elec-
trophoresis and electron microscopy are becoming significant
in plant identification. Naturally, attempts have been made to
clarm plants by. therr analytrcal proﬁles -

.[O]ne certrﬁcate of protechon had been granted under UPOV -
based solely-on: electrophoresis data. The PTO representative -
‘[at an ABA/APLA meeting] said that in the U.S, unless a distin--
.-guishing characteristic is visually observable the patent will be
_ denied. U.S, practice does not permit- electrophoresw data to:
‘form the sole basis for. patent 301 ~ '

Drstmctrons observable only by chemrcal analysrs may, of
course, be the basis for a utility patent on a.chemical. Indeed,
in cases where the molecular formula:of a chemical is un-
kniown, the PTO has permitted applicants to claim the chemi-
cal by reciting its physical and.chemical characteristics,
including characteristics . of the ‘kind measured by electro-
phoresis (molecular weight and charge). Such claims are
known as “fingerprint” claims (see §4.02[2]a]).

~In.this-author’s opinion, there is no ‘basis in the language of
the statute or in the- leg_rslatrve history for the PTO’s require-
ment of “visual observability.” (Since the smears on an electro-
phoretic gel are visually observable, it is evident that the PTO
is using the term in'a very restrictive and none too well defined _
sense.) '

The legrslatlve hrstory of the Act states that “in order for the
riew variety to be distinct it must have characteristics clearly
distinguishable from those of existing varieties.” Note that’
there is nothing about visual observability here. It is true that
elsewhere the Commlttee deprecated variations “observable,

3014, . : :
300 1984 ABA (PTC Sechon) Comrmttee Beport 75

(Release #1, 8/85) ' o ) ‘ 817



age experimentation, hence, experimental use by another re-
searcher does not constitute infringement.® :

In 1976, the ABA/PTC Plant Patent Committee proposed
a resolution calling for the amendrnent of 35 u. S C §162 (ﬁrst
paragraph) to read:

No plant patent shall be declared invalid for noncompliance
with section 112 of this.title if the description is as complete as
is reasonably possible, nor shall experimental growing for test
purposes constitute an invalidating pubhc use .under section
102 so-long as. ‘the variety was not: sold .in this country for
commercial growing more than one year before the application.
for patent on it was actually filed in this: country 86,

The supportmg report explamed

Smce 1t is common to test-grow all new vanetles to determme-
their stability, homogeneity, and characteristics, and this nor-
mally occurs in open fields, there.is some risk that convential
“testing may be regarded as pubhc use, under Section 102, Some .
members thought it well to place a period after “section 102” " .
and cancel the rest of the proposed addition. Some thought that

' putting the new variety “on sale” should be mentioned, as in -
section 102. Others dLsagreed noting that catalogues of varie-
ties newly perfected are often mailed to this:country long - *
before the actual plants are made available: here A catalogue' -
of plants is not an enabling disclosure.3? K

Turning to consider the characteristics whic_h might distin-
guish a new variety, the 1930 Committee Reports are helpful:

'The characteristics that may distinguish a new variety would.
include, among others; those of habit; immunity from disease;

. resistance to cold, drought heat; wind, or soil conditions; color -
of flower, leaf, fruit, or stems; flavor; productivity, including

~ever-bearing qualities in case of fruits; storage qualities; per-

Sfume; form; and ease of asexual reproduction. Within any one
of the above or other classes of charactenstlcs the d1Eerences :

35 Chesterfield v. Umted States 159 F Supp 371 375 376 118 U S P Q
445 (Ct. Cl. 1958). :

36 ABA (PTC) 1976 Comnnttee Reports 113 114

37 1976 Committee  Rept: at 114..
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dent meaning” apart from distinctness, it resorted to the “con-
stitutional standard [of] invention™2 —whatever that means.
What it meant to the Flfth Circuit. was a measurement of the
extent to Wthh the new vanety was more useful than the pnor
art Vanetles : Co ol : : S

. If the plant is a source of food the ultlmate questmn rmght be:-
" its nutritive content of its prolificacy. A medicinal plant might. -
* be judged by its increased or changed therapeuhc value. Simi- - .-
" larly, an ornamental plant would be judged by its increased -
~ beauty and desirability in relation to the other plants of its type,
its usefulness in the industry, and how much of an improvement
~ itrepresents over prior ornamental pIants, takmg all of its char-
acteristics together.4* -

It is difficult to decide which flaw in this reasoning to attack
first. First, patent law traditionally ignores the degree of utility
of a new invention, so long as it is usable for some purpose,
even if it is more'expénswe or less effective than a prior inven-
tion. Second, the new standard is certain to be capriciously
apphed and is therefore pernicious. Third, the level of skill in
the art of horticulture. may be ascertained as readily as the
level of skill in any-of the “useful arts.” Fourth, the court
ignored the precedent of In re Mancy [, 182 USPQ 303 (CCPA
1974)], holding that use of a new variety of microorganism in
a process already practiced with similar varieties is not prima
facie obvious, as the new variety was .not previously available
~ to those skilled in the art: Fifth, the court failed to redlize that
the requirement of “obviousness” might well be subsumed in
the requirement of distinctness, even though it was willing to
declare that “(f)or plant patents, the requirement of. d1st1nct-
ness replaces that of utility.”#

Mancy suggests that a new and distinct vanety is necessarlly

“nonobvious,”*® Others might temper this suggestion by re-
quiring the claimant to show that horticulturalists had tried
and failed to obtain and asexually reproduce a variety having

42 193 US.P.Q. at 292,

431d, 29293,

s 1d, 291,

45 499 F.9d 1289, 1292 (CCPA 1974).
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_ The Court also turned aside a possible Constitutional objec-
CHom: | B AoV S

We do not think that sport recurrence would negate invention, .
however. An infinite number of a certain sized sport could
appear on a plant, but until someone recognized its uniqueness
and difference and found that the traits could be preserved by
dsexual reproduction in commetcial quantities, no patentable
plant would exist. An obJechve Judgment of the value of the
sport’s new and different characteristics—i.e., nutritive value,
ornamental value, hardmess, longewty, elc. ——-would not depend
in any way on whéther a similar sport had appeared in the past
or whether that particular sport was predictable.4? -

Thus far; the PTO has taken the position that 4 new vanety
which: satisfies the §161 “distinctness™ requlrement also satis-
fies the §103 “nonobviousness” requirement. Under U.S. prac-
tice, if a new variety displays a distinguishing characteristic, it
is patentable Recent UPOV gmdelmes however, define “dis-
tinctness” as-the existence of a “minimum distance,” tax-
onomically -'speaking,---betWee‘n the novel variety and prior.
varieties. The “minimum distance” concept gives a false air of -
mathematical exactitude to what is really an imprecise art of
taxonomic comparison. In any event, “PTO' representatives'
have said that the ‘minimum distance’ guideline will not apply
to U.S. examining practice when examining domestic applica-
tions or those under the UPOV.”‘“‘-1

§ 8. 07 : “Asexually Reproduced” Vanety

The piant patent rlght ds defined by 35 U S C §163 is an
exclusive right to propagate the plant by asexual reproduction,
rather than by seeds. To obtain a plant patent, the applicant
must establish that he has asexually reproduced it. Mere pre-
servation of the plant is not enough. In other words, “asexual
reproduction” is a central concept of the plant patent law.

In re Arzberger mvolved a plant patent clalm to anew. stram :

49 Id,, 295.
411984 ABA (PTC Section) Committee Reports 7374, ... . =
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by root formation. at the end of a branch:in contact with the
ground; hybrid . poplars, such: as that of Plant Patent No. 207,
may teproduce asexually, without man’s intervention, by the
formation of aereal shoots from roots near the surface of the
ground; sugar cane, such as the stgar cane of Plant Patent No.
203 may reproduce asexually, without man’s help, by the for-.
‘mation of aerial shoots from the rhizomes, or by rooting at the
joints of a fallen. cane; the mushroom of Plant Patent No. 27 -

. reproduces asexually by division, without man’s intervention,

- 'with the formation of aereal bodies from the dividing mycelia
“below the surface of the ground; and strawberries, such as the
strawberry of Plant Patent No. 60, reproduce asexually, without _
man’s aid, by root formation on the stolons. In all of these cases -
the plant in nature brmgs forth offsprmg by asexual methods :

and w1thout the ald of man. 53 o

Arzberger suggested that the apphcant need only place such
plants in an environment favorable for reproduction.? '
The strict interpretation is espoused by Deller’s treatise: -

[A]sexual reproduction is the heart of the present plant patent
systemn: the whole key to the “invéntion” of a new plant is the
discovery of new traits plus the foresight and apprec1at10n to
take the step of asexua] reproductron 55 -

It is supported by a passage in the reports suggestmg that the :
Act was meant to encourage breeders to help plants to re-
produce asexuaily whlch could not do so on thelr own: -

{W]rthout asexual reproductron there would have been but one -
true McIntosh or Greening apple tree. These varieties of apple -
‘could not have been preserved had it not beeri through human -
seffort in the asexual reproduction of the two original trees. .
They could not have been reproduced true. to the type by -
nature through seedlings. The bill, therefore, proposes to afford -
through patent protection an.incentive to:asexually reproduce . .:
new varieties. Many varieties of apples equally as valuable as -
the McIntosh or Greening have undoubtedly been created and

- disappeared beyond human power of recovery because no:at-

53 Rec., 27.
54 Arzberger Br. 20-21.
551d., 21. :
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In 1954, § 161 was arn_en_d_ed_to read: ..

Whoever invents or discovers and asexually reproduces any
distinct and new variety of plant, including cultivated sports,
mutants, hybrids, and newly found seedlings, other than a tuber
propagated plant or a plant found in'an uncultivated state, may
obtain a patent therefor, subject to the conditions and require-
ments of tltie (amended September 3 1954 68 Stat 1190)

' ‘,The House Report stated that the amendment was enacted
to “remove any-doubt” as to the Ieglslatlve intent.” (It may
be remarked parenthetically that the oveérruled Foster deci-
sion was supported by far stronger evidence of leglslatlve in-

tent ‘thanwere ‘the dlssenters oplmons m Bergy and
Chakrabarty ) . : —

§ 8 09 Inventorshlp and Ownershlp

Mlller had “notlced a small peach tree growmg in hlS yard -
and cultivated it. Moore recogmzed that it ' was a new variety
and, with Miller’s permission, asexually reproduced it. The
Board held that Moore was properly considered the one who,
“discovered” the “new vanety, ‘since Miller’s' contribution
‘alone would have done “nothing to preserve the variety.”
Sophistically, it failed to ask whether Moore could have per-. .
petuated the new variety if Miller had allowed it to perish a
decade before. The Board deemed it unnecessary to entertain
the speculation that Miller and Moore were joint 1nventors 60

In Kluis, J and A declared that they were the “joint inven-
tors and asexual reproducers of a rose; J having discovered it
and A having asexually. reproduced it. Holding that joint in- -
ventors need not be in-“‘each other’s presence like “Siamese
twins” at each stage in the.development of the invention or

.. jointly perform every act” required, the court deemed the

oaths ‘peculiar” but “sufficient.”®! )

In Mix v. Newland, the Oregon Supreme Court held that a

60 Ex parte Moore, 115 U.S.P.Q. 145 (POBA 1957).
61 Ex part Kluis, 70 US.P.Q. 165 (POBA 1945).



- Ifit is not possible by:ordinary desonptlon or the physical quali-

' ties of the plant or the fru1t or the bloom, or all three, to so .

B accurately define this new variety and from all subsequently. -
created new varieties, then it is difficult to see how a patent to
be granted would comply with the other provisions of the stat-
utes, namely, that the inventor must descnbe h1s mventlon in
full, clear, concise, and exact terms (R S 4888)

In other words, section 4888, Rewsed Statutes requlres one
who obtains a patent to file,in the Patent Office “a written
- description of; the -same, and of the manner: and process: of
-making, constructlng, compounding;-and using-it, in-such full,
~ clear, concise, and exact terms as to énable any person skilled
in the art or science to. wh1ch it appertams to _m_ake, con-
_struct compound and use the same.’ . =

In many instances (if not ally it may be found that no descnptlon
could be written: that would:énable anyone to 1dent1fy $0 as to
reproduce:from that deseription (without the extraneous aid or
physical cuttings or slips grafted in‘accordance with the usual
. methods)the new variety, as the only way asexually reproduced
- varieties can be reproduced is-from a physical cutting or slip
from the new variety itself. To state the matter in another way,
.if after the new variety . were produced, -and then reproduced:
_7_asexually, an_ application. for patent was filed with the most.
:_explicit. description that. it is possible to furnish, and-all the
plants containing such a new. species were destroyed, -as for
_.example by fire, then there:would: be no other way whatever
of reproducing this new species. The written description filed
in the Patent Office would be. useless and hence could not

. satisfy the conditions of section, 4888 Bevised Statutes.5? :

Accordingly, when Congress enacted the Plant Patent Act,
it prov1ded a: savmg clause 35 US.C: §162

' ‘No plant patent shall be declared mvahd for noncomphance o
* with section 112 of thls title if the descnptmn is ag complete as
s reasonably poss1ble ‘ . PR

The claim in the spec;ficahon shall be in formal terms to the '
. plant shown and: descnbed o

V67 Arzberger Rec 83
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In reé LeGrice held that there is “no requirement. for any
how-to-make disclosure in the apphcatlon for a plant patent.”s®
The CCPA, after examining the plant patent grant (35 U.S.C.
§163), concluded that a “how~to-asexually reproduce”. disclo-
sure requirement exrsted and this holding: was adopted in 37
CFR. §1 163(a a PTO rule whlch presumably has force of
law.

In re Greer 1nvolved a rejectlon of the followmg clalm

A new and d:stmct variety of BERMUDA GRASS PLANT sub-
stant:aIIy as shown and described, characterized partzcularly by.
its outstanding reproductive propertles its large, glossy rhi-
~ zomes, its high level of resistance to common Bermuda grass
“‘diseases and the large percentage of above ground stolons
-whrch remain green in freezmg weather 69

Thls clann was rejected under 35 U. S C. §112 based on the
Department of Agnculture report e

: 1-.-.. 'The clalmed grass is. reported as superior to five other
varieties of bermuda grass in its ability to withstand
freezing weather. No comparative data were included

-/ in the application to show-the relative winter survival
~ for the claimed: grass vs. other varieties: In addition to
the lack of survival data, it [is] not clear from the ap--
phcatron that all vanet:es were planted and managed in
“‘the ‘same fashion: ™ -

2. The claihed grass, is reported to have a hlgh level of
resistance to common bermuda—grass diseases. It is stat-
~ed, however, that no disease was noted on bermuda
~grass, varieties grown at the same locations as the
claimed grass. This information does not support the
claim for disease resistance as the named varieties differ -

~ greatly in their reaction to disease (from hrghiy suscepti- .
" ble to highly resistant). - ' .
3. Itisstated that the rhizomes of the clauned gross pene-' o

. _trate to a greater depth than those of Coastal bermuda -

68 133 US.P.Q. at 378,
69 179 U.S.P.Q. 301, 302 (CCPA 1973).
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tion. After the application was placed in interference, the -
Board of Patent Interferences decided that the amendment
added “new matter,” contrary to 35 U. S C. §132 Whlle hold-
ing that 35 U.S.C. §132 must be applied to plant patents as it
is to utility patents, despite the language of 35:U.S.C. §162, the
Commissioner held that the color reproduction of the plant,
which accompanied the original application;-supplied the an-
tecedent bases for.the detailed written description of the com-
parative _color charactenstlcs of the plant supphed by
amendment M :

§ 8 12 Clalms for Plant Products e
In 1933 R S Allyn ralsed the questlon o e

Is a rose. bIossom ora peach a berry OF &' mushroom ora nut—a e
_:“plant” within the law?- cal e : oy S

"Does a United States “Plant” Patent’ glve its owner the rlght to
exclude others from importing or dealing in flowers, fruits or
nuts, and if not, whyniot? Does the patent cover both plant and N
fruit or flower—or is a-Plant Patent like'a machine patent lirit:
ed to the producer and must we have an amendment to the Act S

-to: cover the product of the new Plamt?73 S S

;Thls was not an 1dle questlon The clalm of Plant Patent No g
2 could be viewed as covering a rose blossom, rather than the -
entire plant. Allyn added, “Query—can we safely reproduce
the plant or can the owner enjoin a florist who sells cut flowers
in New York which were grown in New Jersey by someone
else?” Plant Patent No. 47 claimed-a pecan nut, not the tree,
- Allyn concluded:

It doesn’t seem to me that the flower or fruit necessarily goes
with the plant, nor do I think Congress intended to protect the
product of the plant. The question is, of course, enormously .~
important. Process and machine patents do not protect the .

72 195 US.P.Q. 678 '(Comml’f 1977);' b
73 Aliyn, 15 JPOS at 180. .
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. the ease with which the original plant could be bootlegged, ...
.:-Sl'llpped out of the country (for example to; Memco or Brazil),. -
~and’ reproduced in huge _quantities. . The blooms are. then
) '_shlpped back here to compete with local florists. They undersell Ty
" 'those who have to pay royalties on the planits in this country. h
"'Commlttee 111 unammously believed that the creation. of the . _
 plant should entitle the creator to the uses to which it was put.
.They therefore consrdered that the inventor of the plant patent ..
‘ should be given the right to exclude parts of plants _]ust as well.
as the asexua.l reproduchon of the plant themselves. ThlS was.
the curtent law in France and Denmark Mr. Klein wasnot sure . .
* whether it was formally adopted in Britain. Mr. Robertson had_{
: thought the committee should go even farther and specify....
‘ ffrurts There was no debate on the matter and a vote was taken.
"I‘he mot1on to adopt carned Resolutron 24 was adoptecl (LI

Tl.’llS resolutlon was chscussed in 1981 when the pertment ,
subcominittee noted “a steadily increasing volume of importa- -
tion of flowers.” It suggested an analogy between an unrooted
cutting (found to infringe in Yoder) and a cut flower (a possible
reproductive material), in support of.its: contention that con-
trol of the sale of cut flowers was proper “from the standpomt
of rational enforcement of patent rights.”’79:: i

In 1984; theSection adopted-a similar resolutlon, notlng the' :

“everincreasing flow :of foreign cut flowers into the United
States grown from’ patented varieties. on which the patentee ‘
receives no return.”-The ABA committee’ report supportmg'-‘;
the resolution sadly observed that “under the present state of -
the-art a patented plant cannot be propagated from all of its
parts,” and thus 1mported cut flowers would escape the reach
of the plant patent laws even under Yoder’s s hberal mterpreta-
tion of thie scope. of the grant?® 5

In the absence of legislative assmtance, the plant patent.',. _
owner may be able to take advantage of certain limited ave-
nues of rehef FlI'St 1f the plant materlal is unported a §337' '

78 1976 Summary of Proceedmgs at 95 96 '
7% 1981 ABA (PTC Section) Committee Reports 69- 70
-75.1.1984 ABA (PTC Section) Coramittee’ Reports 71—72
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have rightly criticized the PTQO’s stance insofar as it reflectson

“genus” and “species” claims to the plant varieties themselves.

Allyn was the first to mvelgh agamst the “single claim”
doctrine:

An interesting question of infringement may also arise as to two
cherry tree patents. The fruit of Patent No. 29 ripens from ten
days to two weeks later than the true Montmorency and No. 30
ripens ten days to two weeks earlier than the Montmorency. As
the ripening period, of course, depends upon the soil and cli-
mate it would appear necessary to grow a true Montmorency
alongside of the alleged infringement in order to make the

rather nice comparison.®

Magnuson “found no logical reason or explanation offered
for such limitation except perhaps that a plant is considered as
a single, inseparable entity and cannot be broken down into
component parts on which to issue separate patents.”®

Another critic was H, C. Robb:

The writer does not approve of the Patent Office restriction to
a single claim and from the beginning argued against it, but

(Text continued on page 8-35)
83 15 JPOS at 184-185. |

84 Magnuson, A Short Discussion on Various Aspects of Plant Patents, 30
JPOS 493, 504 (July 1948).
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_until thrs matter can be settled at the instance of an applicant -
| 'wﬂ]mg to make the test, the restriction must be abided by. As
' =1s weIl known, courts wdl not. demde a. moot: questlon By

In support of the PTO S posrtlon on the issue. of whether
more than one claim to a plant variety is permlss1ble, refer-:
ence may be made to 35.U.S. C. § 162: “The claim in.the
specification shall be in formal terms to the plant shown and
described.” This language was not added to the Code; howev-
er, until well after the single claim.practice was established.
The leglslatlve history does not address this ;point, so it is im-
possible to say whether. Congress meant to ratxfy the estab-
lished PTO practice:. . . . : :

Turning to the issue of genenc clalmlng, the best argument
* in support of the PTO position is that advanced by D. D
Jeffery:

As to the scope or breadth of plant patents, members of the
-hort1cuItural industry have for. some time expressed the desire
o “generically” protect sports’ arising out of a patent.variety.
,_Th'lS would be partlcuiarly desirable where varieties are known.
to be susceptrble to sporting, either naturaIIy or by convention- :
al radiation techmques This “generic” coverage would give .- :
_ ‘broader protectron in terms of infringement and would avoid -
the necessity of having to obtain a separate patent covenng
‘ “each sport variety. However, under existing law, this “generic” -
protection is not possible. The Plant Patent Act makes asexual .
reproduction of a new and distinct variety a prerequisite for
patenting, and thus precludes the present patentmg of expect-'
ed future sports 8 o :

But thls agreement isnot wzthout flaws. The requzrement of

“asexual reproductron in the plant patent area may be com-

pared with the “utility” requirement for mechanical, chemi-

cal, and electncal patents. It.is well:settled that a disclosure of

a smgle utlhty, evena minor or commercrally rmpractlcal one,
8 15 JPOS at 757

8 D. D. Jeffery, The Patentability and: Infringement of Sport Vanet:es :
Chaos or Clanty? 59 JPOS 645 657 (October 1977) NEREE



tree to be grafted upon, that it will grow 8 .

As enacted the Act provrded that the patentee S exclusrve
patent included “in the case of a plant patent the exclusive.
right to asexually reproduce the plant.” This was, as is evident,
an imperfect resolution of the point raised by Commissioner

-Robertson, and in 1952 Congress enacted the present grant
provision.?® -

The. nature of the plant patent rlght is further dehrmted in
the 1930 Comrnlttee Reports e

Whether anew vanety isa sport mutant or hybnd the patent
right granted is a right to propagate the new variety by asexual

- _reproduction. It does not include the right to propagate by
“seeds. . . . The present bill by its patent protectlon proposes to.. .
give the necessary incentive to preserve new varieties. On the -
other hand, it does not give any patent protection to the right
of propagation of the new ‘variety by seed, urespectlve of the
degree to whlch the seedhngs come true to type st R

§ 8 15 Denvatlon as an Element of Infrlngement "

In utlhty patent law there isno reqmrement that the paten-
tee prove that the accused infringer benefited from the teach-
ings of the patent or copied the plarnnff‘s commercial, unit.
Even an “independent discoverer” may be an infringer.??

Plant patent law, more closely resembles copyright or trade
secrets law, which require proof of the accused’s access to the
allegedly appropriated subject matter.?® '

In the first plant patent decision, plaintiff failed to establish
apprOpnatlon of his “Berberis Thungerbl Plumﬂora Execta _

89 Arzberger Rec., 83.

9t 66 Stat. 792 (1952) ‘ o

91.§, Rept. at 5. = : : Do :

92 Eastern Qil Well Survey Co V. Sperry-Sun Well Survey Co 131 F 2d
884, 887, 56 U.S.P.Q. 5 (5th Cir. 1943). -

$3 Yoder Bros., Inc. v. California-Florida Plant Corp 537F. 2d 1347 1380
193 US.P.Q, 264 {5th. CII' 1976); Ex pa:te Weiss, 159 US P Q 122; 124
(POBA 1967) o



Teplitz, I cannot, by securing a patent for the result, prevent.
someone else from crossing these same varieties, for nature.
does not twice perform exactly the same and the product would:
be recognizably different, certainly in some of the various fea-
tures, I believe.?® :

In dtscussmg the status of sports Wthh happen to closely
resemble a patented plant H -C. Robb commented

So far as the queshon of poss1ble accusatlon of mfrmgement of ;
the patent is-concerned, the owner of the unpatented plant has
the defense by way of proof that his variety isnot'a propagation’
of the patented plant.

~Now, of course, if a propagator ¢an mdependently (w1th the .
+ agsistance of nature) produce a duplication of a patented vari-—
“ety, heis free to do'so; but'the patent law has prévented the -
flagrant piracy and hijacking of horticultural developments that © -
'.,:heretofore chscouraged all but the few 1ncorr1g1ble optlmlsts 97-.

In Armstrong Nursenes Inc v. Smtth C}nef ]udge Sheehy,
found eight patents valid and infringed without entering find-
ings of “derivation.” He referred. to the infringing plants as
being “characterized”. by certain:features “substantially as
shown and described” in the asserted patents.®® Kim Bros. v.
Hagler, on the other hand, absolved the deféendant as: ©

There is no credible evidence that the appearance of the-
branch on what we called, at the trial, the “accused tree,” in an
orchard other. than that. of defendant; and situated across the-
road from his, was the result of any grafting or budding of a:
branch.or bud from the plaintiff's: patented tree. There is a-
hearsay statement: guoting Joseph E. Hunter, the owner of the =
orchard in which the “accused tree” was found, as saying that -
two persons, Robert Milton Riesner and Roy-Milton ‘Reisner, -
“may have done it.” But they, when called as witnesses by the -
defendant, testified under oath that they were not on the Huni- -
er Ranch in 1954 at the time the alleged branch first appeared, .
carrying the new variety which the defendant claims as a sport:.-

96 15 JPOS at 757.
97 Id., 762.
98 130 US.P. Q. 220 (E.D. Tex. 1958)
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plant” misses the narrow confinement of the protection afford—_:
ed to plant patents. It is:not substantlally the same plant that is
patented but one partlcular plant that has one particular
chromosome  structure and when reproduced asexually will
produce plants that have an absolute genetlc 1dent1ty w1th the
parenthantW? T TR UPR PP PR .

He admltted however, that “(1)t is. often dxfficult or even
impossible to show the actual appropriation where the burden
of proof is on the patentee charging infringement.?®® . -

To overcome this dlfﬁculty Langrock suggested that 1t was

: [T]irne for the law to create a presumptlon that an mfrmgement
has occurred upon the showing by the patentee-that a defen- ::
dant’s allegedly infringing plants are substantially the same as
the patented plant and that the defendant has had:at Jeast a
minimum opportunity to. make an actual- physical appropria-.
tion. The burden would then shift to the defendant to show.that :
he developed the . plant mdependently and without making a-.
physical appropriation from the patentee’s patented stock. This -
seems to be the only fair and sensible solution when the position::
of the defendant is considered; he is in a position far superior
to_the plaintiff to dispel any doubts about the -origin of his-
allegedly infringing plant, and if he is in fact mnocent of the

;lllnfnngement it shouid be a relatlvely easy thmg for him_ to. )

"show 104 ) R

While Langrock does not draw the analogy, a prima facie
case of copyright infringement is established by proof of access
to the allegedly infringed work and at least substantxal sumlan—
ty between the two works.195 .

Ina somewhat confused oplmon  the Flfth Clrcuxt adopted
Langrock §. reasomng R S

Asexual reproductxon is hterally the only way that a breeder can

102 P F. Langrock Plant Patents—Blologmal Necessmes in Infrmgement
Suits, 41 JPOS 787, 788-789 (December 1959)

to3 Id., 789. . _ 5

104'1d,, 789-790. ' o :

105 Granite Musnc Corp. v. United Artists Corp 532 F 2d 718 (9th Cu-
1976). .
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denied on other grounds, however, there is no need to dxscuss
the asexual reproduchon questlon in detaﬂ 108 oo o

The ABA (PTC Sectlon) Plant Patent Commlttee $ 1978 Re-
port took a similar view:

Certain court dec:smns appear to impose the requirement as a
. condition to finding infringement of a plant: patent that the
. -patentee prove derivation of the infringing plant from the plant- -
_material which gave rise to the application. That concept can’ -
be found in such decisions as Yoder Brothers, Inc. v. California-
Florida Plant Corporahon 537 F.2d 1347 (5th Cir. 1976); Cole
" Nursery Co. v. Youdath Perennial Gardens, 17 F. Supp. 665
*(S.D. Cal. 1958), aff"d 276 F.2d 259 (9th Cir. 1960). The require-_
- ment of proof of derivation ‘can add significantly to the com-
‘pléxity of plant patent infringement litigation, and, ‘particularly
“where a plant patent has been issued for a néwly discovered
. mutation, may significantly reduce or destroy the valize of the
- patent. Neither the wording of the plant patent law (35 U.S:C.
-§§161-164) nor its legislative history require proof of denvatlon,- S
- andjudicial imposition of :such a requirement is inconsistent: . -
~with the Congressional objective of rewarding and motivating - -
_the originators of new plant varieties. It may be noted in passing: -
" that the Proposed Resolutlon does not address itself to the claim - -
“of the plant patent since as requn'ed by 35 US.C. §162,. the. ..
claim is simply “in formal terms to the plant shown and de-
scnbed 7109 : :

The Comnuttee proposed the folIowmg resolutlon whlch
the full section perrmtted to rest as a Committee Report in
view of the small number of informed members :

RESOLVED, that the Section of Patent; Trademark and: Copy-g{
right Law favors in principle that the determination of applica-
bility of a plant patent to, and the infringement .or:
non~:nfrmgement of such a patent by, particular accused:_
plant or crop of plants be based upon a comparison of the
depiction and description of the variety as set.forth in the pat- .

- ent to the: charactenstxcs \fthe accused plant or crop, and that -

108 198 U.S.P.Q. at 463 n.2. :
109 1978 Committee Reports-at 71-72.
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parent plant, much as identical twins will develop more. and
more individual characteristics as the minor variations in their -
environments take their toll. Thus there can be an infringe-
ment even where there is a diversity in the superficial charac-
teristics between the parent and the infringing plants, where
these dlfferences are the result of env1ronmenta1 factors 18-

A sumlar conclusmn is reached by D D ]effery

Regardm g mfnngement where 1t can be proved that the plants.
are 1dentxcal and that defendant derived, directly or indirectly,:
the patented plant material from. plamtlff there is infringe-’
ment, as in Yoder. This would also be true if minor differences
exist whlch «can be. shown to-be due to dxffermg growmg condl-:
tIOl'lSuG \ C L ) e

In ass.emb_ling- evidence of infringement,,the. patent attor-
* ney must.be cognizant .of the importance of ‘environmental
conditions. -As: Allyn said, comparing cherry plant Varletles,
dlstmgulshed on the basm of the npemng penod

As the ripening penod of course, depends upon the soil and
climate it would appear necessary to grow a true Montmorency

' anngs:de of the alleged mfrmgement in order to make the
- rather nice companson 17 -,

The first case to conmder the equwalency of an accused
plant to a patented’ vanety was K:m Bros o Hagler Plant
Patent 974 clalmed :

A new dlstmct variety of nectarine tree substantlally as “de-
seribed and illustrated bearing yellow fleshed freestone fruit
characterized by ripening period between the white fleshed .
John' Rivers and Grower varieties; apprommately two ‘weeks'
earlier than the yellow fleshed Kim or Bim vanet:es, and ap-
. proximately three weeks earlier than the yellow fleshed Le:
Grand variety; its firm flesh; its relatlvely larger size; and its.

115 4] JPOS at 789
116 59 JPOS at 655. '
117 Allyn, supra, 15 JPOS at 185.
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The question of “equivalency” arose again in Pan-American
Plant Co °. Matsm mvolvmg a ‘claim to: -

A new and d:st:inct vanety of chrysanthemum plant substan— '

* tially as herein shown and descnbed characterized by its very
. large, Bright yellow blooms, its. exce]lent productlon or well
‘formed flowers, flowering with a very even eIeven—week re-

sponse and producing very few culls.}22" ' -

The Court held that the “Sunshine” variety asexually repro
duced and sold by defendant was not the “same variety” as the
mutant chrysanthemum developed by Damelsen of Plant
American. TR - :

It is undisputed that before Plant Patent No. 3486 was ever
granted, the Danielson plant material became diseased and
produced blossoms: that were 50 to:60 percent culls. It is also
undisputed that the' Sunshine chrysanthemum does not suffer’
the same problems: The Court finds that Sunshine’s ability tobe’
asexually reproduced with a far smaller percentage of culls than
the Danielson plant material is a significantly different charac--

_ teristic which makes it a different variety. Sunshine “is substan-
tially different from plaintiff’s patented [plant] and hence does’
not infringe.” Kim:Bros. v. Hagler, 276 F2d 259 261 125’3‘-
USPQ44; 45-46 (9th Cir. 1960).

_The Court is not persuaded that the hlgh percentage of cuils )
was a temporary characteristic of the Danielson plant material.

- Pan-American is unable to say for certain that it could have.
eliminated the disease, because it destroyed all the Danielson
plant material in the United States thhout even attemptmg to_"'

" "cure the defect 123 ¢

The Court declared (refernng to yet another chrysanthe- .
mum variety) that “(I/f two plants have significantly different
characteristics, they are two different vanetles w:thln the
meaning of the Plant Plant Act.”12¢ - :

Asa general rule, the burden of proof on, the issue of patent'

122 198 US.P.Q. at 464.

123 Id,, 465. N
12414, 466,
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unable to recover unless hie could'provethathé had 'marked his
patented products and that the defendant was duly notified of
:+hisinfringement(s). of plaintiff’s. patent rights but* contrnued, '
. after-such notice to: make; use: or vend the: article so patented. =
.The.patenteee should: therefore-place a plate-or:tag containing:: :
.the, patent notice.on.every:patented plantoritree: Merely: ‘post:i:::
. ing; an orchard ‘or" garden. would::appear. .to: be-insufficient; ;..
. rkmg for tection inview. of decr ions regardmg patented: -

“Mark':i‘ng;"and ‘actual notlce of mfrmgement " were at issue’
in Nicholson: v. Bailey: :

Itisan lrndrépirted faet'that on or about February 21, 1948, the
plaintiff sold two Dream Navel orange trees to-the. defendant 7
“In his affidavit-in support of his motio ‘ Y
however, that these two trees or the package in which ‘they
might have been contained were not marked or labelled so. as.

to give notice of the patent. 'I‘he defendant further states. that
he has not asexually reproduced sold or used plants covered by

U S. Plant Patent 625 after any notice of; mfnngement or. srnce}'._
the ﬁ'lmg of this suit, This stats ment by the defendant is coun-
tered by the. 'plamtsz following, manner: In plaintiff’s:
answer tq_r_equests for adrms ons Nos 1 and 3 the plalntlff

quately _i"nfdr purchasers, the defendant and other nursery-,‘,;
men of the fact. that hlS said plant was patented In the deposi- .

plaintiff's affidavit filed in oppom 0
mary judgment: Ty all three dectrments
reqtiests ‘for: adrmssmns the deposrtl’

q 1ort -
that the trées were patented and‘that they could not'be asexual-

129-30 JPOS at 508, N - S RS
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- budwood and the roseplants subsequently grown by Defendant

: Hood, he acnvely induced the infringement of said Plant Pat- .
_ents by Defendant Hood and is an infringer. of the rights of said . .
B patentees under saud respecnve plant patents 8L :

Presumably, the contnbutory 1nfr1ngement prov131on [35
US.C. §271(b)] is, llkevnse apphcable to. plant patent hnga-
tion. . ‘

§ 8 19 Plant Patent Term Restoratlon

“The' present Patent Term Restoratlon Act apphes to drugs_f
(including biologics), medical devices, and food and color addi- .
tives. It does not apply to plants, even though imported plants
are in fact subject to-a regulatéry review period somewhat
analogous to that undergone by veterinary blologlcs As an
ABA committee noted- recently

Plant materials of new varieties are imported to the United
States from a foreign country and are frequently subject to . .
. quarantine procedures of the Department of Agriculture pur-
suant to Section 7 of the Plant Quarantine Act (7 U.S.C. 160} and
Section 106 of the Plant Pest Act (7 U.S.C. 150ee}. During the
quarantine period plant material cannot be marketed to the
United States. When the U.S. plant patent issues during the
quarantine period the owner is frequently deprived of a portion
of his term (sometimes 3-5 years of the term is lost).132

§ 8.20 Changes in Plant Patent Protection Under UPOV

The Union for the Protection of New Varieties of Plants
(UPOV) is discussed in detail in §9.06. The United States
became a party to this 1978 Convention on December 8, 1981.
As a result of this treaty ratification, it is necessary, as a condi-
tion for receiving a plant patent, to register a variety name for
the plant. Under UPOV Convention Article 13, the examiner

131 120 U.S.P.Q. at 224.
132 1984 ABA (PTC Secl:ton) Comnnttee Reports 74.
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CHAPTER 9

The Plant Varlety Protectlon Act
and the UPOV

§ 9.01 'Obtalmng Protect:on Under the Plant Vanety
i1 - Protection-Aet - -
§ 9.02 —* The Scope-of Plant Varlety Protectlon
~§ 9.03 - Application of the PVPA in the Courts - ~ =~ '~
§ 9.04 Activities of the Plant Variety Protection Office ' -
§ 9.05 Comparison of the Three Avenues of Plant Vanety i
~.-  Protection . - -
§ 9.06 4Plant Vanety Proteet:on m UPOV Countnes

§ 9. 01 Obtarmng Protectlon Under the Plant Vanety
Protectlon Act T

. Thé Plant Variety” Protectlon Act was enacted in 1970 to
encourage the development of novel varieties of sexually pro-
duced plants and to make them available to the public.! Conse-
quently, itis mamly of mterest to breeders and farmers of such .
sexually reproduced crops as wheat alfalfa, soybeans, cotton,
corn, lettuce, and watermelon as opposed to.orchardmen and..
horticulturalists. It was amended in 1980 to harmomze it with -
the UPOV, an international convention.?

Under the Act; ‘Plant Variety Protection: Certificates” may
be issued by the Plant Variety Protection Office or the Depart-
ment of Agriculture® to “the breeder of any novel variety of
sexually reproduced plant (other than fungi, bacteria, or first
-generatron hypnus) who has 50 reproduced the vanety, or hrs

182 Stat 1542 (preamble) ' -

2 The text of the UPOV can be obtamed from the World Intellectuai
Property Organization (WIPO) o -

3 PVPA Secs. 1, 3;:82. R
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seed,”” which- arguably ‘would not include vanetres produced
by cell fusion or by “gene splicing.” . -~ 7
A statutory bar arises (cp.-35-U.S.C. §102(b)) 1f the new vari-
ety was “sold” or “used” . . . or existing in and publicly known
in this country’™ for more than a year-prior to the ‘effective
filing date of the PVPA application on the new variety.® How-
ever, “use” and “sale” do not include experimental use or,
“sale” for other than seed purposes of seed or’ other plant;
material produced:-as the result of testing.™ =~ - :
.-'The bar also may arise if; at such time, the “variety” was
effectlvely availablé to workers in this:country.”*® This con::
cept, arguably:- a departure’ from the interpretations of 35
US.C. §102(b) under the Plant Patent Act of 1930 mandates
that R _ i

A vanety descnbed in.a pubhcatlon as specrﬁed in- sectlon‘ 5
42(a)(1)(B) is “effectively available to:workers in this country™ .. -
if a source from which it can be purchased is indicated in such -
publication or readily determinable or if such publication
teaches how to produce theVariety from source~mater1al effec- .
tively available to workers in thls country : '

’Sumlar rules apply to Whether a bar snnllar to. 35 U.Ss. C.
§102(a) arises.™

Another departure. from. traditional patent law appears in
Section 42 (a)(3), the PVPA counterpart to 35 U.S.C. §102(g). .
The bar arises if another was the “first-to- determine that the
variety has been sexually reproduced w1th recogmzed charac- :
teristics” and: . fon _ e

[S]uch other (A) has a certification of plant Variety protection

hereunder or (B) has been engaged in a continuing program of .
i :kdeve10pment and testing to.commercialization, or:(C) has with-
in six months after such eatlier date of determination'adequate- .
,.ly descnbed the Vanety by a pubhcahon reasonably deemed ar

7 PVPA Sec 42(f)

8 PVPA Secs. 41(i), 42(a)(1)(A). _ N I
9 PVPA Sec. 41, Subsecs. (h) and:(): 5o o i

10 PVPA Sec. 42 (2){(1)(B).

11 PVPA Sec. 41(). '
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apphcant §: ownershlp‘7 and

A declaratlon that a vxable sample of basm seed necessary for :
;' propagation. of the variety, will be- depos:ted and.replenished
~ periodically in a. pubhc Tepository. in.accordance: with-regula--
tions to be established hereunder. This.declaration may be
added by amendment B - ¥

The reader will note .-the analogy between this requirement
and the microbiological depository requirement discussed in-
Jfra. Curiously, no seed depository regulations.have been:pro-
mulgated, other than a fee for late replenishment.? :
" If the apphcatlon is re]ected the examiner is required to

“cite the reasons the application was denied”; (Dhe pertinence
of each reason. 1f not obvious, shall be. cIearly explamed 720 The
applicant may request reconsideration by the Commission-
er:2! Appeal from the latter’s decision may be taken to the
Secretary of Agriculture.?? The Secretary has the benefit of the
advisory opinion of the Plant Variety. Protection. Board, an
expert panel.2® Appeal. from the Secretary’s:decision may be
taken to the Court of Customs and Patent Appeals or man-
damus may be sought from the U, S District Court for the
District of Columbia.2 -

Ona vohmtary basis, an apphcant with a pendmg apphca-
tion may, permit the ‘PVPO to publish a description of ‘his
variety in_the latter’s. Official Journal. Permlssmn is usually
granted.?s

The Secretary of Agrlculture has the power to declare ‘a
protected variety open to use,” for. “a reasonable royalty,”
when “necessary in order to insure an adequate supply of

17 PVPA Sec. 52(4).

18 PVPA Sec. 52(3). Ne ote that the apphcant as f" led need not contam thxs
declaration. Note also PVPA Sec. 83(c), terminating plant variety protection
if seed is.not replemshed w1thm three months of notlce under Sec 101(d) _
. 197 CFR'§180.175(1): - ; LRI : i

20 7 CFR §180.105.

21 7:CFR §180.106.

22 7.CFR §180.300.

23 PVPA Sec. 7 and 7 CFR §180.2. :

24 PVPA Secs. 71,.72:CP.-USC §§145 ‘146. -

257 CFR §180. 800
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nal,-which gives: the certificate: number, varietal name, issue
date; and owner for each newly protected:variety. It also de-
scribes the distinct characteristics asserted by ‘the applicant.
Thus; for “Maverick” alfalfa, we are told that it is “most similar
to ‘Roamer,” however; ‘Maverick” has an m31gmﬁcant percent-
age of creeping-rooted plants whereas ‘Roamer” is classified as
a creeping-rooted alfaifa. Also, ‘Maverick’ has 27% fewer pur-
ple, 15% more variegated; and 6% more yellow ﬂowers than
‘Roamer’.” (Certificate No. 8100064). “CS24” soybeans are dis-
tinguished by their “excellent emergence from a depth of 10
cm at 25 deg C.” (No. 8100133) “Red ng” radishes are
resistant to “clud root race 6 whereas “Fancy Bed” 1s suscep-
tible.’ (No:'8300024). - o

The 1970 Act is not a model of leglslatlve clarlty when it
comes to explaining the rights accorded by a plant variety
protection certificate. Section 83 purports to delimit the exclu- -
sive rights conferred by thiscértificate, but these rights are not
coterminous with Section 111, deﬁmng acts of 1nfr1ngement
The 1970 ‘Act thus departs from the fundamental legal princi-
ple ubi jus, ubi remeditim. As the House report admits, Section
111 “is broader than Section 83 in some respects and harrower .
in others. . .. [TThe enforceable rlghts conferred by the bill are
governed by Section 1117 -

Under Section 83 of the 1970 Act, the “term of plant'variety .
protectron normally expired seventeen years from the date of
issué, (This was chariged by thie 1980 amendment to ‘eighteen
years.) Unlike the Patent Act, the PVPA’ allows the’ Secretary
toshorten the term “by the-amountof delay ini'the prosecution
of the application™ attributable tothe applicant if the certifi-
cate is not issued within three years from' the ‘effective date.

The term also expires if the applicant totally: dlsregards his
obligation: to-replenish-the seed: of: hrs vanety 1n a pubhc
depository.

It appears from the wording of PVPA Secs 1 11 and 127 that
.protechon is ‘available" for novel- varietiés properly marked
“propagation prohibited” even before the PVP Certificate ‘is -
issued. This is: conﬁrmed by the House Report on Sechon 111
Wthh states el : B

Infnngement can oceur: before a certlﬁcate ‘of. plant Vanety
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suppose that Z was-a sterile or genetically unstable hybrid; i.e.,
whenever A wished to obtain Z he needed to-use B’s stock
variety X. This would be use of X in “producing” Z, and would
_ mfnnge Second suppose A has a plant variety:protection cer-
tificate. on variety X and B has a plant patent .on it. (This is
possible if A first bred the new variety but B was the first to
asexually reproduce it). If so, B and B’s licensees may asexually
reproduce and sell X without A’s permission, though both A
and B may enjoin its asexually reproduction by others. Atten-
tion should also be called to Section 102, making d1vers1on of
sexually reproducible plant. matenal from authonzed teshng
actionable,

- Additionally, if a description is revrsed pnor to issue, the .
“Courts shall protect others from any m_]ustlce whlch would ‘
result.” "

There are a number of mterestmg exemptlons to Sectxon
111. 8
- Section113, a verbose and obhque paragraph apphes only
to persons “whose primary farming occupation is the growmg
of crops for sale for other than reproductive purposes;” i.e.;

“crop farmers.” Suppose crop farmer A obtained the seed of _
the protected variety X from its owner for:seeding purposes.
‘When: he raises the ‘crop, he can save some of the seed of
variety X he has just produced on his farm,. sell his crop (for:
other than. reproductwe purposes) and S S T

i (A) Use the saved seed to produce another crop for use on.
" his farm;
(B) Use the saved seed to produce another crop for sale for

" other than reproductlve purposes; _

(C) Se]l the saved seed to crop farmer B for reproductwe
(D) Sell the saved seed to anyone for © other than reproduc-
" Vtive purposes,” but any purchaser of th.lS seed who div-..
& "; erts 1t to seedmg purposes m&mges the PVP certlﬁcate

It may be argued ‘that the proper mterpretatlon of the first’
sentence of Section 113 is that the saved seed may be sold, but
not used to sexually multiply the protected variety (save by
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§ 9. 03 Apphcatlon of. the PVPA in: the Courts

.On June 10 1980 acomplamt was ﬁled in. Helena Chemtcal
Company v. Southern Chemical and Seed Co.,3* The plamtlff
was enforcing a Plant Variety Protection Cerhficate on. the
“Wilstar 790" soybean variety. The defendant ‘company had
been formed by several former’ employees of plaintiff. The
subsequent history of the case is not. known to this author..
However, it'is beheved to'be the first actlon 1nst1tuted under_,_:
the Plant Variety Protection Act." e

The second:case to-be brought under the PVPA was North:
American:Plant Breeders v. Haynes:* The jury- -verdict award-
‘ed: plaintiff. $7,051.55: in: compensatory: damages Pumtlvel'f’
damages and attomey s fees ‘were: demed T L

. 'I‘here was.no ev:ldence of “bad falth OF meqmtable conduct o
by the defendants In fact, ‘when. first mformed by the pla.mtlff
“that there was a questxon of mfrmgement the defendants of-
fered to stop sales of “CBUD " and in fact did not sell LUD
‘under: the “CRUD”" label or' any-other guise. In"addition; due - _'
.to. the dearth of authority:construing the Plant:Variety Protec- =
tion. Act,- what constitutes infringement-and what quahﬁes; i
) under the exceptnons are still open and unresolved questions. .
Tn these circumstances, I find no bad faith or inequitable con- . -
“duct that would ment the unposmon of mcreased damages or _'
f'attomey s fees 32 ‘ i -

In 1983 the F 1fth C1rcu1t rendered a declslon 1nterpret1ng-’f-%‘ -
the scope of the farmers’ exemption:*?* Delta held:a PVP cer-+
tificate.on. Deltapme 41’ cottonseed.: Peoples’ Gin:Co. was a.-
nonprofit agricultural cooperative :with. approximately: fifty..
farmers as members. The cooperahve glnned its.:members’
cotton, thus separatlng out the cottonseed. What was. done'.;

w1th the cottonseed varied from_mstance to mstance It mlght.__

30 Civil Action'Ne: DCEO89: WK o AR
31 Ciy:.No. 78-974:(D: Orey); jury: VEl'dict (Sept 25""

-'-1980)",-3 jud’gmezit (1jé-.'f,f
‘32 Order (December 3, .i980) '

321 Delta and Pine Land Co. v. Peoples’ Gin Co., 694 F.2d 1013 (5th c
1983); affg; 546:F. Supp. 939 (N D:*Miss: 1982) e
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established in Heart Seed Co. v. Seeds, Inc.3?? The certificate
was to a variety of Kentucky bluegrass.

In seeking the Certificate, Heart Seed presented evidence
of the “distinctness” of its variety. This evidence took two
forms. First, Heart Seed observed the form and structure of
the plant and its parts, and compared these morphological
characteristics to those of other varieties of Poa pratensis. Sec-
ond, seeds were treated with phenol, and the nature and distri-
bution of melanin coloring was evaluated. At trial, however,
Heart Seed also presented evidence of the electrophoretic
sirnilarity of the protected Argyle variety and of the grass sold
by the defendant. The court held that electrophoresis was a
“valid and acceptable technique” of determining similarity. .

The “Argyle” Kentucky bluegrass variety attained notoriety
for other reasons as well. A protest proceeding®*® requesting
the withdrawal of the Certificate was instituted by various in-
dividuals, one of whom was a named defendant in Heart Seed
Co. v. Seeds, Inc. Numerous grounds were stated. One was lack -
of stability. The PVPO noted that “Argyle™ appeared stable
in field trials form 1981-1985 and that no seed control agency
has accused it of instability. On the issue of distinctness, it was
asserted that “Argyle” was not distinct from “South Dakota”
or “Pomeroy” Kentucky bluegrass. These varieties were dis-
tinguished, however, on the basis of the larger “panicles” of
“Argyle.” Other petitioners urged that “Argyle” should have
been classified as a rough bluegrass™ (Poa trivialis), based, for
example, on “Argyle” ’s lack of “basal webbmg this conten-
tion was also unsuccessful.

(Text continued on page 9-1 3)

322 4 US.P, Q 2d 1324 (E.D. Wash. 1987).
323 In re Certificate of Protection for “Argyle Kentucky Bluegrass, 4
US.P.Q.2d 1320 (PVPO 1987). S
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§.9.04 Activities of the Plant- Variety Protectlon Offlce

As then Commxssmner Leese told the Amencan Patent Law

Association in 1980,

The Plant Variety Protechon Ofﬁce has been in operahon since
" 1970, has eight examiners (ﬁve Ph. D’s and three Masters”), and
operates on an annual budget-of $359,000. Searches are ‘con-
ducted by machine, and the Office also helps in providing vari-
- etal names for varieties apphed upon. It has‘a data bank of over:
20,000 variety descriptions. . .. The total number of applica-
tions since 1978 stands at 1,178 with' a total number of 833
" granted. Of this 833 ‘granted, 733 have been for agriculture
. crops and 90 have been for flowers. The most popular varieties
‘to date have been soybeans (168); peas (80), wheat (84), beans
(76), lettuce (41), marigolds (20), and rye grains (20). With re-
spect to depositing seed, Leese indicated that the PVP Office
requires 2500 viable seeds. He also indicated that seed could be

- identified by both chemical and protection analysis. The maj

or

- rejection made by the office is on the basis that the' apphcant :

is unable to descnbe and 1dent1fy his vanety 33

The APLA has recently dlscussed the adwsablhty or joint .

adnnmstratlon of the- PPA and the PVPA

It was concluded that the general concept of combmmg the

administration of the two statutes is a good one. However, the

re

is still disagreement as to where joint administration should

occur. The Patent and Trademark Office feels that since

it .. -

examines almost as many or more applications than the Plant

Variety Protection Ofﬁce, ‘with one Examiner as opposed

eight, that its operation is more efficient. On the other hand,
the Plant Variety Protection Office feels that in view of its ‘
mechanized search, and the fact that it has a bank of varietal . |
names and the capability of glvmg variety names 1t would best

adnumster the Acts3 -

33'APLA BuIletm 794-95 (December, 1980).
3 1d, 795
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. gsusC o .. . SSUSC Sl - . TUSC4233L. . .
byOthers— B B _'nee_déd -
Argoudelis) - P R WU S P
Admm:stered PO . L PTO: PVPO N
By la - (Commerce Dept} = ~~ ~°  {Commerce Depty = (Agncultu:e Dep t)
Time One year from first Same, but written ™ One year from ﬁrst
Bars: . public written disclo- disclosure nota - S puble nonexpen
Far - . swre anywhere first - bar;if plant not yet. .. . mental use or sale.
Filing: . - application in US. by - L ava.llnble S of the new variety in” '
Application applicant to same. o - the U8 for said. . &0~
' invention, or first purposes, or. one,
" publi¢ (nohexperi- year from first time
_ mental) useor sale. . the variety is effec-: .
B0 1 TR tively available to
. * workers in this -~
. ) . . oountry ]
Infringement Doci:ﬁie of Equivalency ) ‘Denvahun Require- . Crop and Research . .
" li: ment- : & Exemptions’ o
Experimenta] Use a.nd : ‘Whole P]ant" o - . Sale of Prapagation :

- : Exlmustion Defenses : ‘ _Requirement o " Material [n.'ﬁ'inges ]
Term of : ¥ : '
Protection; 17 years ‘L 17 years. P18 yea.rs. with

scHon . bossible
PR limitations,
Filing & issue 3600 (3400) 3450 ($225) L o$1500
Maintenance $2400 ($1200) s e

(Parenthmzed eosu are for small entlbes.}

The questlon has anseri asto whether these routes of protec-'
tion are exclusive.
) Artlcle 2(1) of the 1978. UPOV Conventlon provxdes that

each member state of the Umon may recogmze the nght of the .
breeder prowded for in this Convention by-the-grant either of
a special title of protectxon or.of a patent, Nevertheless, a mem-. - -
ber State of the Union whose national law admits. of protection .
under both these forms may’ prowde only one of them for one, : .
a.nd the same botamcal genus or spec1es :

However Artlcle 37 perrmts a state just Jommg the Conven-
tion to give notice that it intends to prov1de a dual system of
protection for the same genera or. species. In rat:fymg the
UPOV Convention, the United States gave notice that it would
apply the provisions of Artlcle 37 with respect to “protection.
of the same génus or species under different forms and also in
regard to the period of protection applicable to normally asex-
ually produced varieties.” Thus, the U. S. treaty‘obligations do
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_mental demgn 37 js unhkely to have any: unpact on the plant-
-utility patent: double patenting issue. :

.. It:seems to: this auther that double. patentmg rejectlons are
‘hkely to-be. more frequent.in plant-utility situations than in
.des1gn-ut1hty situations, because- the subJect matter protected
4s likely to be more similar.-: © -

Solongasthe utility:patent: and plant patent apphcatzons are
'not drawn to identical subject matter, after one’issues, a: double
patenting rejection against the-other: application‘may be-over-
come by a terminal disclaimer.38 A terminal disclaimer forfeits

-the portion of the second patent’s term Wthh would extend
beyond the term of the first patent. B

. Applicants- may. wish-to ‘reguest the su'nultaneous issue -of
thelr utility and plant applications and thus obviate‘the “termi-
nal disclaimer’ requirement. This is possxble 1f both apphca-
tions have been allowed. . e -

Ina, related vein;:let 'me note that .one may file a utlhty
_patent application with:generic claims covering'a plant “vari-
ety,-and, if these claims are rejected ‘as obvious, file a plant
‘patent: continuation-application.- The latter: would have the
benefit.of the filing date-of the original application and- would
not be: sub_]ect to: any de facto deposmon requlrement 4. -

§ 9, 06 Plant Varlety Protectlon in, UPGV Countnes

In 1961 the Unlon for the Protectlon of New Vanettes of'r
Plants (UPOV) was created. The 1961 Convention was ratified,
or.. acceded to, _by Belglum Denmark France the Federal

37 Noted m Neagley, I efﬁ-ey and Dlepenbrock Sectlon 101 Plant Patents
—Pinacea or P1tfalli> A.IPLA Select Legal Papers, Vol. I, No. 2 (January
1984). This case law is, however, relevant to any challenge against dual
patent act/planit variety protection act protection. Sirnilarly, one can rely on
 cases like-In re Yardley, 493 F.2d 1389 (CCPA 1974) which held that an

-application for patent does not-constitute a “contract™ or “eléction” not to
seek copynght protection. And.cf, Straus, Patent Protection for New Varie-
‘ties of Plarits Produced by Genetic Englneermg—Should “Double Patent-
ing”Be Prohibited, 15 TIC 426 (No, 4, 1984).

38 See 35 US.C. §253; In re Robeson 331 F2d 610 (CCPA 1964)

39974 0:G..16 (August 25, 1978). -

40 Fx-parte Solomons, 2.01 USPQ 42 (POBA 1978)
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- _-dlstlngulshed must‘be capable’ of precise: recogmtron:". '

and description. _
(b) At the date on which the application: for protection in -
. +a member-State of the Union:is filed; the variety

(i) Must not—or, where the law of that State so pro-

- vides, must not for longer than' one year—have

- been offered for sale or marketed; ‘with the agree-

ment of the breeder, in the terrltory of that State'-ﬁ _

i) -'Must not have been offered for sale or: marketed §

‘with the agreement of the breeder, in the terrltory.'f

- of any other State for loriger than six years in:the

<+ case of vines, forest trees; fruit:trees-and ornamen-

- taltrees, including, in each case, their rootstocks; or:

- for longer than: four: years in: the case of all other*
plants: '

Trials of the variety not mvolvrng offenng for sale or-.
marketing ‘shall not affect the right to protection. The

fact that-the variety hasbecome:a matter: of common:

knowledge in'ways other than through offering for sale-

~or marketing shall also not affect the rlght of the breed- _

. erto protection. .
(¢) The variety must be srgmficantly homogeneous havmg.;.
regard. to the particular features of its sexual reproduc- ,

- tionor: vegetative propagation. o

(d)° The variety must be stable in its essential characteris--

tics, that'is to say, it must remain true in its descrrptron‘-’.- /

_after repeated reproduction or. propagation or; where:

o the breeder has-defined a particular cycle of reproduc-
tion of multiplication, at the end: of each cycle. g

(e) The variety shall be glven a denommatron as prowded- -
in Artrcle 13. ' '

Artlcle 9 permrts compulsory hcensmg of the protected van- i
ety if the breeder receives eqmtable remuneratron >
Artrcle 10( ) provrdes that S

The nght of the breeder shall become forfelt when ke 1s no
longer in & position to provide the competent anthority with -
.Teproductive or: propagatmg matenal capable of producmg the -
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to “protection of the same genius or species under different forms and also
in regard to the period of protection applicable to normally asexually repro-
duced plant varieties.” (UPOV Notification 17 in January 1981 issue of Indus-
trial Property at 25.) ' s
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'CHAPTEB 10

"Protectlon of Blologlcal
~Inventlon Abroad -

§ 10.01 Statutory Protection i in the Eastem Bloc
§ 10.02 Statutory Protection in the Western Bloe *
§ 10.03 Statutory Protection in the Third World ,
§ 10.04 - Plant Patent Protéction Outside of the Conventions
§ 10.05 Judicial Decisions Reélating to Biclogical Patent
AT Protection ini the Federal® Repubhc of Germany
“[1].-The “Red Pove” Case.- = . - .- :
[2] The “Baker’s Yeast™. Case_ e
[3] The “Rose Mutation” Case
 [4] The “6-APA” Case . . -
- IBl The “Antamanide” Case 4 ' o
§ 10.06 Judicial Decisions. I{elatlng to Blologtcal Patent
| Protection in Great Britain . . : i
'[1] Microbiological Processes and Mlcroorgamsms Are
Patentable; Other Biological Methods Are Not
[2] Disclosure Requirements . .
§ 10.07 Judicial Decisions Relating to Blologlcal Patent
Protection in Other “Statute of Monopolies” Countries
'[1]° Biological Patent Protection in New Zealand
[2] Blologlcal Patent Protection in ‘Australia
3] Mlcroblologlcal Patent Protection i in Ireland .
[4] * Mlcroblologlcal Patent Protectlon in Canada
§ 10.08 Protection of Biological Invention. in ]apan ‘
§ 10.09 Judicial Decisions Relating to Biological Patent '
o Protectlon in France L :

'§ 10 01 Statutory Proteotlon m the Eastern Bloc o

Blotechno}ogy is a matter of 1ntemat10na1 scientific and
commercial interest. Inevitably, companies engaged in the
protection of novel biotechnologies will seek to protect their
inventions on a worldwide basis. For this reason, some under-
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tion: by providing for the preparation of search reports accord-
~ ing to internationally recognized standards. Besides these ob-
vious.advantages of filing a. PCT application, taking the PCT
route permits deferral of foreign filing fees and translation
costs until after a search report is received. This search report
may provide some inkling as to the chance of cbtaining.a
patent. In addition, late or: deficient. fees are not necessarlly
fatal. S

-On the other hand, transmittal and search fee expenses are
added to the costs of the U.S. application, and one’ cannot
amend the designation of states after filing, : :

Many prominent patent countries are parties to the PCT-
such as Japan, the United States, Great Britain, the Federal
Republic of Germany, the Benelux countries, 'the Seandinavi-
an countries, Australia; and the Soviet Union. However, there
are some very significant exceptions; such as Italy, Canada, and
Mexico. (France does not prov1de a natlonal tltle by the PCT
route.) - ¥

- While the PCT does not address substantwe patent law, ther
rules promulgated under the PCT do address the formalities
of referring to a deposited micro’organiSm (See §5.02[17].)

The European Patent Convention was intended to provide’
for the common éxamination of apphcatlons for 'a European
patent, which may be enforced in any designated member-
state, according to that state’s law of claim interpretation. The
official -fees are likely to be less than the cost of obtaining-
national patents in three EPC member countries. Only one set’
of papers is needed, and only one local attorney. The ease may.
be filed and prosecuted in English, with translatlon costs bemg
thus-deferred until the time of grant.

These are significant’ advantages to filing under the EPC.
However, a European filing does have a few disadvantages.
One cannot let maintenance fees lapse in some countries but
not in others. The reaction of a national court to a European
patent is still unpredictable. Flnally, you have all your eggs in
one basket if the European Patent Office has an unfavorable
opinion of your claims and disclosure. The European Patent
Convention. specifically addresses the patentability of biclogi-
cal invention (§10.02, infra), and rules promulgated under the
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(2) A plant is novel if it has not yet been offered for sale or
marketed, with the agreement of the breeder or his

- successor in title: (a) in the country earher than one year
~ before the priority date; (b) abroad in case of vines and
"trees earlier than six years, in case of other plants earher

. than four years, before the priority date;

(3) A plant variety is homogeneous if its mdlwduals—uhav-
ing regard to the differences due to the partrcular fea—

.. tures.of réproduction—are identical. '

{4) A plant variety is stable if the essential charactenstrcs of
its individuals, after successive reproduction; or at the
end of reproduction cycles specified by the apphcant
concur Wlth the descrlptlon 3

Unlike the Amencan plant patent Iegrslatlon the Hungarlan
statute applies:to the sale of any part of the plant that may be
used for propagatlon 4 The existence of an “experimental use”
immunity from suit is 1mpl101t in the language of grant.®.

In Romania, a patent (for socialist state organizations) and an
inventor’s certificate (for the private inventor) may be granted
for the invention of “new species of plants, bacteria and mush-
room cultures, new species of animals or silkworms, irrespec-
tive: of the way these inventions have been created.”® The
provision ‘obviously was not drafted by a zoologist—it lrnphes
that silkworms are not animals. The final broad stroke of the
provision is intriguing, but it is unclear whether it resolves the
ﬁnder-creator dJlemma whlch the U.S. Congress consuiered in
1930.

- Bulgaria srmllarly prowdes authorshlp cerhﬁcates for

“new -species or: varieties -of farming’crops’or new animal
breeder.”” Query whether rmcroorgamsms are: embraced by'é-
~ this provision, : : i R R AR |

3 Art. 31 Hunganan Patent Regulahons Industnal Property, Hu.ngary,
Text 2-007, page 006 (May 1984).

41d., Art. 32.

5 Art 68, Hungarian Patent Law, Industnal Property, Hungary Text
2-006, page 013 (May 1984). ‘

§ 2F Id. Romania-5 (Romanian Law No. 62 on Inventmns and Innovatlons,
1974 Ttem 14(b)). :

- 79B Id Bulgana-S
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Lederer argues14 that microorganisms are not plants or ani-
mals within the meaning of the Convention. Whether we
adopt von Pechmann’s argument or Lederer’s, we-are led -to
the conclusion that,as the official Guidelines for Examination,
Section C-IV-3.5 -states,.,‘?.patents.-may be obtained:... . for:mi-
croorganisms:themselves.” (Lederer.suggests-that: productb}?'—

process claims would be allowable- even- if product perise

claims were not.) “Repeatability” is an important réquirement
under European law, and: with regard to a'microorganism ‘ob-
tained by mutation it can’only be achieved by ‘depositing the
organism in a culturé collection. (T}ns would not necessanly be
true if the patent were drrected to a genetrcally engmeered” .
microorganism.) - :

Patent Office practice mJapan and the dec1s1onal law in the
Federal Repubhc of Germany, France, Umted Kingdom,
Canada, New Zealand Ireland and Austraha wrll be dlscussed
subsequently .

The United States, of course, perrmts patents on microor-
ganisms. 5.621, “A Bill to Provide for Guidelines and Strict
Liability in the Development of Research Related to-Recombi:
nant DNA,” would have provided: - o

,_Notwithstandjng any other.law; no patent shall be granted on
any procedure or organism'which . results-from research on
recombinant DNA unless all applicable .gunidelines have been
strictly adhered to, and-a full and complete disclosure had been

made wrth regard to. such process or.organism.?® - L

Isracli Patent Law (1967) accords limited protecnon to b1o-'
logical inventions: “. . . no patents shall be granted for . .. (2).

new varieties or plants and animals, except rmcroblologlcal_ o

organisms not derived from nature.”1s-

14 See Generally F. Lederer, A Perspectrve on Patenting Mlcroorgamsms
Under the European Convention: Prospects and Considerations, 7 APLA
Q. 288,:205-298 (1979), o

15 Introduced by Mr. Bumpers, February 4 1977 (95th Cong lst Sess) :

18 Smnott supm at Israel 4 L :
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Denmark—Plant Variety Breeders’ (Protection of Rights).

France—Law on the Protection of New Plant Varieties,
1970.

Germany, F.R.—Law Relatlng to Seeds, 1953; Law on the.
Protection of Plant Varieties, 1968, and Amendmg Law of
1574,

Italy——Decree No. 974 for the Protection of New Plant
Varieties, of August 12, 1975.

Netherlands—Seeds and Planting Materials Act, 1966.

New Zealand—The Plant Varieties Act, 1973.

South Africa—Plant Breeders” Rights Act No. 15 of 1976.

Spain--Law on the Protection of Plant Varieties, No. 12 of

1975.

Sweden—Plant Breeders Protection Act, 1971.

Switzerland—Law Concerning the Protection of New Plant
Varieties, of March 20, 1975 (in force June 1, 1977).

United Kingdom—Plant Varieties and Seeds Act, 1964.

United States—Plant Variety Protection Act, 1970; Plant
Patent Act of 1930.

Cubg—Law of 1936, Art. 41(8)

South Korea—Law of 1981.

Hungary—Law No. 2 of 1969, -

In the forthcoming sections, foreign case law will be re-
viewed. It should be understood that the author is a U.S. practi-
tioner, and is not especially acquainted with foreign legal
philosophy, statutes, precedentsor procedures. The comments
that follow should therefore be considered to present nc more
than a taste of the cases discussed.

§ 10.05 Judicial Decisions Relating to Biological Patent
P_rotecti_on in the Federal Republic of Germany .

In 1922, the German Patent Office and the Beichtsgericht
validated a process claim involving the cultivation of tortoise

(Text continued on page 10-7)
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tubercles.?* This may have been the first bloteehnology case in
Germany, 1t was certamly not the last S

[1] The' “Red Dove” Case 25

‘ The Federal Repubhc of Germany has a well—developed-
body: of case law dealing with biological invention. The “Red
Dove” case? involved a method for “breeding a dove with red
plumage” and covered much of the ground d1scussed in Bergy,_
Chakrabarty, and Merat,

The s1ngle clarm was dlrected to

Method for breedmg a dove with red plumage, which is consrd-
erably larger with respect to other doves of the same color, has
a considerably larger wing ‘spread, the color of the plurage of
the wings being consrderably moré beautiful and more intense,
and having a craw ‘which is extremely large in relation to the
size of a body in Whlch an Altdeutsche Kropfer is crossed in the
first step of the process.with Rote Romertaube, the doves result-
ing from this crossing are selected accordmg to.size “and color,
a selected product of said crossing is bred in the second step
with a Roter Hessenkropfer of the doves thus obtained one
again is selected and bred in the third step mth an Altdeutscher.
Kmpfer e ‘

Thrs clanrn was rejected on- four grounds

(1) fThe characterlstics desrgnated in the patent cla1m are
- too:definite to support unambiguous patent protection;
(2) ' The steps of the breeding method enumerated'in the
'j second part of the patent clalm are not techmcal proce-
~ dures;”
3) Repeatablhty is questlonable and furthermore .
4) There is no advance in the art and no.inventive level

24 F, Lederer ‘A Perspectwe on Patentmg Mrcroorgamsms Under the
European Convenhon Prospects and Conszderatrons, 7 APLA Q] 288, 289
(1979) g
"25 Ex parte Schreiner, file: XZB 15/ 67 (Bundéspatents gericht) dec1ded
March 27, 1969; 1969: GRUR 872, in.1 Int’l Rev. Indus. Prop & Copynght.
L. (IIC) 136 (No 1, 1970).
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-cally utilize controllable natural forces to achieve: a casualper-
ceivable result could be considered patentable; provided: that: . -
teaching meets the general prerequisites of industrial applica-
tion novelty, advance in. the art.and inventive merit. . -

The Court classﬂied blologmal 1nvent10n 1nto three catego—
ries: (1) cultwahon of organisms by inanimate means (e.g,
chemical treatment of plants; (2) production of inanimate sub-
stances by biological processes (¢.g., fermentatlon) .and (3) re-

productive processes. (Such as was claimed in “Red Dove.”) All
- were considered potentially patentable: “breeding: of animals

cannot be excluded from patent protection with the argument;. :
that the means and also the result are of a biological. nature.”

. However, the “Red Dove” claim could not surmount anoth-
er obstacle: the “reproducibility” requirement. The descrip-.-
tion set forth in the spemﬁcahon “does not ensure a genetically.
identical repetition.” The problem of * breedmg an.animal in-
the.upper range of the. evolutlonary scale” was.compounded-
by the “general manner” in which the “initial animal species™:
and. the desired characteristics™ were. speciﬁ'ed: which spoiled
the: promise of the ¢ phenotyplcal approach The rejectlon;
was therefore afﬁrrned i «

While the “Red Dove” case is stﬂl of mterest because of its .
kinship to the Mer(zt ease.in the United States; its. vitality as a:-
statement of German patent law .is-extremely: dubious; since
Germany amended its patent law: to bring it:into. conforrmtyz :
w1th Artlcle 53 of the European Patent Conventl,on

[2] The “Bakers Yeast Case T

In the Baker s Yeast case,z's the Federal Supreme Courti:_
upheld the. patentablhty of microbiological processes, and d1s-.: '
cussed the: disclosure .of microbiological inventions.: -~ . : .

The application in question was dn‘ected to. the utlhzatton:

26 In re Koninklijke Nederlandsche Gist-en Spmtusfabrlek N V Case X
ZB 4/74 (Bundesgenchtshof March: 11, 1975)% in 6. HC 207 (No 2 ;975)_- .
(Baekerhefe/Baker's Yeast). Discussed by F. Lederer, A Perspective on Pat-
enting Microorganisms- Under the European Conventlon Prospects and"
Cons1deratlons, 7 APLA QJ]. 288 292—295 (1979) : N i

(Release #1, 8/85) S 109 -



e -7 =

“The Court declined toset'a spec1ﬁc post-expiration perlod_
dunng which the availability of the organismneed be ensured:
“The economic 1mportance of the orgamsm must be taken 1nto
account i
‘It should: be noted that the holdmg of Baker 5 Yeast——that
the organism must'be deposited on or prior to the date of
filing-—is now enshrined in Rule 28(1)(a) under the European
Patent Convention. However, under the EPC rule, the deposit
becomes irrevocable once the depository institution and acces-

sion' number are commumcated in’ the apphcatlon, under Bule
28( ) final paragraph -

[3]'; The “Rose Mut-ation” Case

A number of interesting plant variety protection issues are
raised in M. L. Meilland v. J. Derhi, the “Rose Mutation”
case.?” The German Plant Variety Act provides protection for
both “discovered™ and “cultivated” varieties. The issuance of
a patent right on a cultivated rose sport, “Derliva,” was op-
posed by the applicant’s employer the owner of the patent on
the parent variety, “Lovita.” The Federal Supreme Court held
that new varieties brought about by the spontaneous mutation:
of-ctiltivated plants are protectible, and that a sport is protecti-
ble as new variety if it differs from every known variety in‘at
least one 1mportant morphological or physiological character-
istic' (in this case, “Derliva” had a lighter and brighter coIor'
than “Lovita”).-The degree of differerice was irrelevant.

“The ‘Court delved into certain issues which would be- rausedf-
in an mfnngement suit; It explained that the “Derliva” patent’
was riot “dependent” on the-“Lovita” patent, making it clear
that the doetrine of “eguivalency” is of httle a551stance to the‘
ownet-of a plant variety certificate. - : o

~The: Court also con51dered certain ownershlp queshons It
heldthat the owner of the field on which the plant was grown -
did'not have any patent right. Tt noted that the apphcant had’
not ‘utilized: opposer’s trade séerets in recogmzmg the pres—

27 M: T Meilland v. J. Derhi (Bundesgenchtshof November 27 1975)
.8 IIC 286 (No: 3, 1977). _
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Second, the deposit becomes obligatory’ and 1rrevocable ‘when
the: German patent application is first laid operi for inspection.
Third, access to ‘the organism cannot be limited to a specific
sphere of persons, other than limiting it to those technically
qualified to handle the organism-: (e.g., a pathogen) safely.
Fourth, the Court intithated that the inability to obtain an
export license from the depository country might be deemed
an obstacle to accesmblhty Fifth, the Court implied that apph--
cants should be wary of differences in deposit requiremerits
between nations: Free access at the' ATCC commenced under
US. law when the U.S. patent issued, on October 26, 1971. The
German application was laid open on May 14, 1970. '
The Court did'not penahze the apphcant because the Ger-

man law was unelear-until the Baker’s Yeast decision in 1975.
An'interesting question ‘was raised as to whether the absence’ -
of any third party requests for subcultures during the ‘inac-
cessibility” period would be pertinent in a later case.” -~ -

51 “The “Antamamde Case

The German Patent Ofﬁce s 1972 Guidelines for the Examl- _
nation’ of Patent Apphcatlons state, w1th regard to natural
substances” that '

The basic assmnptmh is that products of nature as such are not
~ capable: of’ protectlon by’ patent However, patents may be "
granted for inventions concerning heretofore unknown forms
‘or: isolations- of such natural. substancés. The patentability of "
- synthetically produced substances which also oceurin nature ©
will not be recogmzed .as:a matter of pnncxple :

In C H Boehﬂnger St:)hn,29 the Federal Patent Court re::
versed a rejection of a claim to a cyclic decapeptide antama-
nide which was allegedly found in nature, specifically, in the
deadly green amanite fungus. The Court:declared that this
synthencally prepared natural substance was novel in that at’

‘29 InreC. H: Boehrmger Sohn 16 W (Pab) 64,"75 (Bundespatentgencht 8 |
July 18, 1977), in 10 TIC 494 (No. 4, 1979).
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" which-involved living organisms was excluded from the -defini=. . ..
. tiorrof invention: That this. was: Unjushﬁed='is- apparent:fromthe-
:judgment:in Commercial Solvents-: ...-,.and from the eonsider-: ; -

able number of patents granted in respect of the.preparationof: .-
a.ntlblotxcs Thei increasing use;of. naturally OCCUrTing Organisms.. . -
_ has: wholly outmoded as a rule of thumb, qulte a.restriction.of. -
,___-patentabﬂlty to manlmate matter DS " R

On the other hand in N. V Phtltp.s‘, Justlce Lloyd ]acobi:
demed an. apphcatlon fora: ‘patent for a. method:of producing:
a new form of P01nsett1a by modlfymg its: growth conditions; .
holdmg that this was not a patentable' ‘manner: of manufacs -
ture” inasmuch as the production of the end product under’
the modified enwronmental condrtlons was the. “inevitable.
result, of that which is inherent in the plant i __

Slmllarly, in- Ca'nterbury Agmcultural College 3 g Hearmgr.;_,
Officer refused a patent on a method of improving; the wool
yield of sheep by an injected: preparation; despite the sugges:.
tion in the C & W case (involving removal of lead:from the
human bloodstrea,m) that a treatment: for; animals. might:be.
patentable, in view.of the established patentoffice practice of
refusing such patents: ‘An: exception-was noted with regard:to-
the :production:of vaccines.and: sera;: since:claims-had-been
allowed which covered:thé treatiment of an animal ih ‘associa-
tion with a novel. process for. Workmg—up the immediate.pro--
duct-of the treatment. SR

In. Szuecs;: the: Supenntendlng Exammer he51tantly ap—-
proved a claim to a:mushroom: cultivation method; classifying
it together: W1th rmcroblologlcal processes employmg factory
apparatus.?*: '

In: General Electmc Co Litd:, 3 the Patent Appeal Tribunal,
dlsapproved the- Ofﬁce s d1v1d1ng line between' “higher ‘and
lower forms of' lwmg matter, derwed froni “a tlme when the:

31 Inre Vrrglma-Carohna Chemical Corp Apphcahon, [1958] RPC 35,
36-37:(Pat: App. Trib))' (LloydJacob; JJ::.

32°'Ihvre Application of N. V. Philips’ Gloela.mpen fabnken, 71 RPC 192l'=~
{Pat: Appl- Tribi: 1954) (Lloyd ]acob ] )

33 [1938] RPC 85.

34:[1956].RPC. 25.-

35:[19611 RPC. o1
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Office has continued to issue patents on geneticaﬂy engi-
neered microorganisms, transfer vectors, and expression vec-
tors.

The reader is remmded that the United Kingdom is a party
to the Munich Patent Convention.

[2] Disclosure Requirements

In 1963, the British Patent Office rejected an application, in
which the exemplary microbial strains were identified only by
a private reference numeral, as insufficient. The examiner sug-
gested that the applicants could have “fully described in their

“specification the morphological and physiological properties of
these strains,” or “indicat{ed] in the specification that the par-
ticular strains had been deposited in a recognized culture col--
lection.” He stressed that the effectiveness of the organisms in
the indicated species varied widely from strain to strain, and
that the applicant was required to disclose the best method of
practicing his fermentation process. The Patent Appeal Tribu-

- (Text continﬁed oh page 10-17)
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nal agreed that the spec1ﬁcat10n was msufﬁc1ent but ordered:
that the applicants be permittéd to propound explanatory
amendments. The examiner refused the amendments, since
they did not correct an “obvious mistake” or further describe.
matter in substance d1sclosed The examlner s action, but :
not all his reasoning, was, approved. Lloyd- ]acobs suggested -
that if “an appendix-to a culture collection, catalogue wherein..
certam of the reference numbers were. bracketed with the:
private. laboratory reference numbers. or. the source from:
which the cultures were received” had:been-available: to the: -
reader of the. specification, an. amendment: would: have been
permissible. Subsequently, the applicants suggested that their
strain Torulopsis- utilus No. 812 -was:shown by their Austrian
specification, received by the U.K. Patent Office prior to:the
publication of the U.K. specification, to have-been deposited:
in the institute of Applied Microbiology: of Tokyo University as -
strain TM-9; However, the examiner ‘and the appeal tribunal :
agreed in Kyowa’s Appl;cat:on“ that the critical date was; at'-'
the latest; the: daté of filing of the UK. application.
The' subsequent Darm s-Application proceeding’ led'toa -
holdmg that a'patent could not be revoked'for an applicant’s -
related failure to'deposit organisms'in a public culture collec-
tion and to 1nstruct the culture collection to permit access to
the patent strain. Tt may- therefore be" compared with the Ar-’
gotidelis and Feldman casesin‘the U.S! and the “Baker’s Yeast” )
decision in the Federal Republic of Germany. R
‘Claims 1'and 2 are ﬂlustratlve of the subject matter of _
Dann s apphcatlon a351gned to Amencan Cyanamld -

1 A metho_ of producmg an antiblotlc demgnatedf' .
‘_'prot].romycm which comprises subjectmg a protiromy-
cin producing strain .of Streptomyces verticillatus to.

~ aerobic fermentatlon and in agueous nutrient medium

' contmmng assmnlable sources of carbon mtrogen, andf__

. inorganic. salts. a
2. Amethod accordmg to claun 1 in whlch the st:ram used s

"38 Tn re Kyowa’s Apphcatlon, [1968] Repts Pat., Des, & Tmk. Cases (RPC)<
101 [UK];- [1969] RPC 259, o
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the culture “would effectively make the applicants’ invention
available in the United’ States at a time when it did not have
protection in that country.” Upjohn pointed out that-access to
the culture was needed for the public to attack the patent, and
that a US: application could have been filed to preserve
American ‘Cyanamid’s rights. The Examiner did not clearly
indicate whether it was the date of ﬁhng or the date of pubhca~
tion which was critical.” " -

' American Cyanamid appealed this decision in March 19686,
and in July Justice Lloyd-J: acobs of the Patent Appeals Tribunal.
reversed the rejection.® In essence, Jacobs declared that the
applicant need only gwe adequate directions for identifying
the utilization strains, and for using them to produce the an-
tibiotic. He ‘recognized that this “would not be particularly
effectwe and that the case law forbade inventors to throw
onto the pubhc an unreasonable “burden of experimentation
of research ’ but was not swayed from his conviction that the

tartmg matenals were adequately defined. “If, for example,
an inventor dmcovered a new process for the extraction of a
metal from an ore Wthh ‘contained, .say, less than a stated'
percentage of that metal, it might well take much experimen:
tation and research to d:s_cover the locatmn of ore bodles ofthe

réquired constitution,” _
Mr. Jacobs, assummg arguendo that Upijohn’s ‘position was

correct, mdlcated his willingness to excuse American Cyana-
mid’s refusal of access, when, the defect had been remedied.
and “the reason for non-access explamed in a manner which
cast no discredit on the bona fides of the applicants.”

British Patent 934,853 was sealed | on August 23, 1963, Up-
john instituted a proceeding in the Chancery Division of the
ngh Court of Jushce to revoke the Amencan Cyanamrd pat-'ﬁ_'
ent. : ,
" Mr. ]ustice Graham ordered the revocatlon of the patent “,]

Relymg on the fundamental principle that ‘there must be
proper and adequate consrderahon for the grant of a vahd

'+ 40:[1966] RPC 532 537—540 o LR N
“41 [1970])-RPC 306: The full- text of the: “c0mplete specnficatlon is gwen-«f
in: thls decision, -
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qulrement would tend to g1ve the patentee a post-expiration
date advantage: * “If they [competitors] are not given the tools
how can they finish the job?” Nonetheless, he refused to read
into the statute a reqmrement that the patentee make the
starting material -available. : i

- Lord Guest declared that “lack of con51derat10n was nota
statutory ground. for revocation of a patent. He, too,: thought

_that statute required merely a “description,” - .

Lord Wilberferce could not see what sense a faﬂure to glve
access to carefully described strains can be called a failure of
description.. He also ‘asked “What . if the material is in short
supply? How much must be supplied? On what termsP For
how long? :What is.the position of assigneesP”

The lone dissenting voice was that of Lord Dlplock He took
the view thatif the claim were to the endproduct, the appli-
cant had not. taught how to obtain that product unless the
spec1ﬁcat10n states “where a culture of the parent rmcroorgan—
ism can be’ obtamed by the reader.”

The Dann’s Application deolslon appears to be mooted by
the United ngdom 5 accessmn to the Mumch Patent Con—
ventron o

§ 10.07 - Judicial Decisions Relating to Biological Patent
Protécétion: in: Other “Statute of Monopohes”
Countnes L analh ot o

The Statute of Monopohes, enacted in 1624 43 was the cor-
" nerstone of the Brrt:sh patent system. It abolxshed the existing
monopohes on “currants, iron powder, cards, horns,. oxshin
bones,” and other commercial products, but granted fourteen
years’ protection to the “true and first inventor” of “new
manufactures within this realm.” In 1790, the Umted States
enacted its first patent statute, which.was clearly based on the
‘English precedent. Néw Zealand, Australia, Ireland, and Cana-
. da, ‘are "also ‘to" be included among - the major - “Statute of
Monopolies” countries.. ..
' Mr Chakrabarty was glven a patent in the United ngdom

4321 Jac. 1 ¢.3.
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[2] Biological Patent Protection in Australia
In National Reséarch Development Corporation.v. Commis-

(Text continued on page 10-23)
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sioner,*® the Australian Supreme Court reversed the rejection
of claims to herbicidal methods. It rejected the arguments of
Douglas in Funk Bros. quoting Justice Frankfurther instead: It
declared, “The truth is that the distinction between discovery
and invention is not precise enough to be other than mislead-
ing in this area of discussion. . . . The fallacy lies in d1v1d1ng up
the process. that Tthe apphcant] puts forward as his invention.”
This is, of course, the point made by the U.S. Supreme Court
in Dteh'r It also held that the “everyday concept of manufac-
ture” was too narrow, and that the: creation of a weed-free
condition on crop-bearing land could be a manner of manufac-
ture. Finally, it held that the fact that the process was used in
agriculture rather than‘in mdustry was' u'relevant to the 1ssue
of patentability. e

The Austrahan Comrmssmner of Patents stated in 1976 that
he was “unaware of any Australian decision regarding the pat-
entability of living organisms, in particular microorganisms. .
Because the number of applications for patents in respect of
mlcroorgamsms per se, composmons containing microorgan- |
isms and processes mvolvmg ‘microorganisis seems to be in-
creasing, it'is of some importance that clear guidelines be
established for the benefit of both applicants and examiners.”%"

The opportunity came when a patent application was filed
claiming “Fusarium graminearum Schwabe I-7 deposited with
the Commionwealth Mycological Institute ‘and assigned the
number LM.I. 154209.” The Commissioner discussed the
proper mterpretatlon of the statutory term ° manufacturers
in the light of the exammer s ob_]ectxon that “hvmg orgamsms_'_
are not patentable R

A perusal of the deﬁmtlons and quotatlons appeanng in the
Oxford English Dictionary under “manufacture” will show that <~
the word has always admitted of apphcatlons beyond the limits-
which a stnct observance of its- etymology would suggest :

'The truth is that any attempt to state the amblt of 5. 6 of the

48 [1960] Aust L Bepts (ALR) 114
74%-In're Ranks: Hows McDougall Lid., 8 1IC 453, 454 (No 5 1977)
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e | & does not follow that ‘bécause a substance has been produced' '
- by man, it has, necessanly, been manufactured.” . . [T]he ‘words
“manufactire™ and “composition® must be d1st1ngur.shed from -
the word “grow” . . [which] appl[ies] whether the products-
:,.,grown are grown’ natura]ly or-are artificially-assisted t6 grow.
..-5 [These microorganisms appear:to-me:to ‘be wholly ‘¢om- -
. posed of living ‘¢ells which have been grown admittedly under -
very: spemal and complicated: condltlons, and.not to have: been -
“made”. put together .o constructed T ‘ s

. The holdlng is remlmscent of our Commlssmner Robertson 's
statement to Congress that “the word ‘make’ in the statute is
usually understood to mean the construction by human activi-
ty whereas . . . plants are-reproduced by growth. . :.”:The
present. 35 U S C §163 was.enacted in. recogmtlon of the dif-
ficulty.of mterpretmg the statutory term make in a blologl- _
cal context. =

. This de0151on appears to foreclose patent protecnon of hvmg
1solates However, where an organism has been mutated, or,.a
fortiori,-when its extrachromosomal elements have:been al-
tered by man, the breeder has gone beyond providing artificial
assistance to growth, and it may be mamtamed that the organ— :
ism: has been “constructed G Dl sl

{4] “ Mlcroblologlcal i’etent Protection in._Canada -

In:American Ciyanamid Co. v. Charles E. Frost & Co.,% the
Exchequer Court of Canada reviewed: the evidence as to the.
taxonomic’ equivalency of Streptomyces lusitanum with S.
aureofaciens. The Court was quickly made aware of the “dif-
ferences of opinion in'the scientific world in the proper specifi-
cation of streptomyces.” Drs. Backus and Benedict, testifying

for plaintiff, empha51zed a. small number of prominent mor-
phological and cultural characteristics.-Dr. Henssen, testifying
for defendant, disagreed with plaintiff's experts as to the mor-
phology of the strams Dr Cam, another expert wuness for;

51 2 Exchequer Court:of Canada Reports (Ex Ci R) 355 (1964)
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Strongly cntlcxzmg Bergy I for 1ts hes1tancy, the Comrms-
smner stated

If an mventor creates a new a.nd unobvmus 1nsect Wthh d1d
not exist before (and.thus is not a product of nature), and can
recreate it uniformly and at will; and it is useful (for exarnple

- to-destroythe spruce bud- worm) then it is every bit'as much
-a-new tool as a microorganism. With:still ‘higher life forms; it
is of course less likely that the inventor will be able to:reproduce:.

- it at will.and consistently, as more complex life forms tend to-
vary more from individual to individual. But if it eventually be:
comes possible to achieve such a result, and the other require-
ments of patentablhty are met we do not see why it should be
treated dxfferently . ' N : w

Cunously, in view of this broad language the Comrmssmner
refused an application for a variety of soybean obtained by
cross-breeding. The Federal Court of Appeal®? affirmed. In
its view, such-a plan-t does not come within the * common and
ordinary meaning of either a “manufacture” ora “composi-
tion of matter.” A cross-bred plant “cannot really be said, other
than on-the most metaphoncal level; to have been produced
from raw materials or to'be a combination of two or more sub-'
stances united by chemical or mechanical means.’ -

.. Conceivably, the greater degree of human intervention re-
flected by rDNA mampulatlons of plants could lead to a differ-
ent result. The analogy with a “micro-organism: obtained asa
result of a laboratory process” in Abitibi, would then be'strong- -
M D O SO

§ ;.16.08'. .Pn'ﬁot‘ecti_en-‘t.)f Blologncal Ittven‘tion in Japan

In: 1976 R C Wegner suggested

Generally, as pomted out by the German Federal Supreme" -

Court in its [Red Dove] and [Baker’s Yeast] decisions, the pat-
-<'entabxhty of a mxcroorgamsm invéntion™ depends upon the

question of whether the rmcroorga.msm invention is patentable"' ’

" 513 Pioneer Hi-Bred, Ltd v. Commissioner of Patents and Trademarks_.
© 491 (Fed. Ct. App., Mar. 11, 1987).
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es; protozoa and the. like; and the convenience; cultured hssues- :
~ of anlmals and plants as well. ST

7 The term breedmg, referred to herem 1ncludes crossmg, cre-_ .
' al:mg mutants screemng, _etc 57 :

The spemficatlon w111 name the. rmcroorgamsm in accor-
dance with accepted blologzcal nomenclatures and state those
mlcroblologlcal properties” which “characterize” the- organ-
ism, The claim will give the. sc1ent1ﬁc name.of the: organism,
state those mlcrobxologlcal propertles that render the claimed
microorganism distinet from:prior art, and if the organism was
isolated from.nature, recite.the phrase is_olated ffom'- nature
in a substantially pure form:” SRR o
The Gu1dehnes prowde several sample clalms

L2

3.

: Bacﬂlus subtxhs havmg no sporogemc ablhty

Saccharomyces cerevisiae which does not ferment ga-
lactose and which has a hydrophobic cell membrane.
Candida guilliermondjii, in the spherical cell form, hav-
ing a gram-negative and fragile cell wall.

. "Candida lipolytica havinga defective Cell wa]l which 1s3‘

gram-positive and has a Mannan content as low as 70

percent or less of that of ordmary Candlda gmlher- '
' mondii, " .
“"_‘Candlda SP No 100 whlch does not substantlally grow‘_
:"at a pH of lower than 3.0, capable of being stained with.
- Acid Black on its cell surface and havmg & readlly leak-:-
ing bacterial protein. S L,
‘Breyibacterium ammomagenes requlnng compound A :

Brevibacterium ammoniagenes: FRI- No_ :X-requiring -
compound A.

. Brevibacterium:ammoniagenes tolerant to compound

B having an’ ablhty of selectlvely producmg substance

col PS8

57 A. Aoki & Associates AIPPI ]., Sept. 1979 at 151 {transl ).
8B, ‘Hayashi; A Japanese Perspective on Pateriting Microorganisins: Pros
pects.and Cons1deratxons 7 Amer. Pat. L. Ass'n Q.J. 306, 314 (1979):
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Hayash1 has commented. on. these gmdehnes, wh:ch he
helped write.5®

With regard to the drafting of a mlcroblologlcal patent

claims, Hayashi suggests that a microorganisin is like a catalyst,
* which, in Japanese practice, is defined by its action as well as
its composition. Thus, Hayashi suggests claims such as “Micro-
organisms belonging to Genus A, requiring substance Y and
capable -of ‘selectively producing substance X.” (Under the
prior guidelines, process claims were pernntted to recite a
genus limitation when the production of X by organlsms of the
genus was unknown) Hayashi foresees. dependent variant”
claims such as “Saccharomyces cerevisiae var. Y characterized. -
... Hayashi raises the question of whether an auxotrophic mu-
tant of a patented strain which produces a different metabolite
than the parent strain should come within the claim thereon.
With regard to “genetically engineered” microorganisms,
Hayashi warns that the specification should “clarify concretely
means for preventlng danger to and ensunng the. safety of the
pubhc e P . .

§ 10.09 ]udlclal Declsmns Relatmg to Bmloglcal Patent
, Protectlon in France .

The French Supreme Court (Cour de cassatzon) has held
that a vitamin manufacturing patent owned by Societe Merck
& Co., which disclosed that fungi “belonging to the classes of

' Myxomycetes Schizomycetes, and Fumycetes, partlcularly to -
the second of those classes, and’ W1th1n that class, espec1ally to
certain kinds of streptomyces grueus,” was valid, and infringed
by the use of Propionibacterium freudenretchn 60 The Court
of Appeals of Paris had declared that

‘While it was true that there existed about 100,000 kinds of bac-
teria from which the appropriate strain had to be chosen, ex-
pert testimony . . . had shown that the [LLD] test: was .

59 Hayashi at 312-319. . :
60 Société Pierrel and Soc1éte Végétadrog v. Soclete Merck & Co 5 HC508
{No. 4, 19'72) - , ‘ . e
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_as a chemical invention. Accordingly, in those countries such

** as Italy where no patent protection is provided for eventhetra-
ditionally synthesized organic compound, a fortiori the patent-
ing of a microorganism, per se, would be out of the question.
In Japan, the new law of May 28, 1975, provrdes for the protec-
tion of chemlcal products, ‘per se, for the ﬁrst trme §2

The ] apanese Patent Ofﬁce pubhshed Exarnmatlon Stan-
dards for Inventions Concerning Microorganisms and the Fer-
mentation Industry’in 1965, and “Examination Standards for
Inventions of the Applied Mlcroblologlcal Industry
1970 83 The latter declared

Inventlons of rmcroorgamsms per se, are not patentable be-‘
cause they are industrially 1nappl1cable since the invention
- cannot be reproduced, in the same manner. that plants and ani-
.-nals are not patentable 54 : : S

.Because ]apanese process patents cover. the manufactured_
product, this was not a major limitation.® :

In 1975, the Japanese Patent Office, in response to a surge
of interest generated by the UPOV legislation, published “Ex-
amination Standards. for the Invention of New Varieties of
Plant” (excluding microorganisms). In 1978, the new “Seed
and Seedling Law” prov1ded for PVPA hke protectron of new
plant varieties.’ . . E

In 1979, not. long after the ]apanese Patent Law was amend—-
ed to permit patents on chemical products, the Japanese Pa-.
tent Office published “Guidelines Relating to the Examination.
of Inventions of Microorganisms.” The guidelines apply to “in-
ventions of newly bred microorganisms per se,” but their
scope is far greater than the literal meaning would suggest:

By the term “microorganisms,” referred to herein, is meant
yeasts, molds mushrooms, bacteria, actinomycetes, algae, virus-

52 Wegner, supfa 7 IIC at 236

53 1. Hayashi, A Japanese Prospectwe on Patenting Microorgamsms Pros-
pects and Considerations, 7 APLA QJ. 306 308 (1979)..

LYY 7

551d., 311.

- 56 Td.; 312.
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defendant, called for an Adansonian approach, but was most
impressed by the strains’ divergence in growth characteristics
on Czopek’s agar. It was a “battle of the.experts,” and the
Court .gave the nod to the spec1a11sts in streptomyces taxono-
my. .. ..
An “overclaumng attack was dlsposed ofon the theory that '
no unworkable strains were known of at the “date of the pat-
ent.”-A “disclosure” challenge was dealt with by Dr. Bene-
“dict’s testimony: that he had isolated -and-identified " three
strains of S. qureofaciens from Japanese soil, based on the de-
scription in the specification. Moreover, the strain was on
dep031t with the ATCC, and Dr. Cain was given a subculture
of a“related” aureofac1ens organlsm capabie of producmg tet-
racyclme
- On March 18; 1982, the Canadlan Comrmssmner of Patents
ruled®? that living organisms—specifically, “a microbial cul-
ture system acclimatized to spent sulfite liquor and having five
principal components, all fungi”—were patentable “manufac-
tures” or “compositions of matter” under Section 2 of the
Canadian Patent Act. These fungi were new strains which had
not “existed previously in nature;” although they were of spe-.
cies. “both old and known.” They were not obtained by RDNA
techniques. The Commissioner reviewed prior case lawin the
U.S., Great Britain, and the Federal Republic of Germany, and
noted Japanese office practice, but did not discuss the adverse
Irish precedent The Canadlan dec151on was speexﬁcally ex-
tended to. . oy i e e .

.all microorganisms, yeasts, molds, . fungi, . bacteria, ac-

_ tinomycetes, unicellular algae, cell lines, viruses or protozoa; in
fact to all new life forms which are produced en masse as chemi- . .
“cal compounds are prepared, and are formed in such large
" numbers that any meéasurable quanhty will possess umform

" 'proprertles and charactenstlcs REI '

511 In re- Abitibi-Price, Inc., 1 Bmtechnology Law Reports 48 (Can
Commr. Pats.; March 18,.1982). R

512 A detalled discussion of the Abltlbl—Pnce dec:smn by a Canadlan
patent attorney is available. See D. Stotland, Canada’s Abitibi-Price. Deci- -
sion; Green Light for Bioengineered OrganismsP 1 Blotechnology Law Re-
ports 129 32 (August September 1982) .
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Statute of Monopohes by precisely defining “manufacture” is. -
bound to fail. The purpose. of 5.6, it must be remembered, was
_ to allow the use of the prerogative to encourage national devel- |
opment in a field which. .. was seen to be exc1tmg1y unpredmt-
able. To attempt to place upon the idea the fetters of an exact
verbal formula could never have been sound It would be un-
.sound to the point of folly to attempt to do so now, when science”
“has made such advances that the concrete applications of the
notion which were familiar in 1623 can be seen to provide only'”
the more obvious; not to say the'more pmmhve 1llustrat10ns of
: the broad sweep of the concept LR ;

An objectlon that a cla_lm to a new mlcroorgamsm bemg some- . - .
thing living, is not a manner of manufacture is based, in my- .
. opinion, on too restricted a view of the meaning of manufacture :
in, sectlon 6 of the Statute of Monopohes :

The Comm1sswner held that the produchon of a “new mi-
croorgamsm which has improved or altered. useful propertles '
by some “man-controlled mzcroblologlcal process” was_a
patentable contribution. The mere isolation of a naturally oc«_
currmg orgamsm was not, however conmdered “invention.” .

8 Mioro'biol.ogic'alf Patent Protection in tréiaﬁd' e

The Trish Patents Act of 1964 hke the 1952 statute in the_,
Umted States, prowdes protectlon for “manufacturers” and -
“compositions of matter.” It differs from U.S. law, however, in
that it expressly provides that “where a complete specﬁication'
claims a new substance the claim shall be construed as not
extendmg to that substance ‘when found in nature.” The High
Court of Ireland ruled in. 1978 that Fusarium graminearum
Schwabs, as a soil isolate, was an “unaltered substance occur-
ring in nature” and hence unpatentable.*
Mr, Justice McWilliam also doubted that the growth of living
microorganisms could be consxdered a. form of rnanufacture _

50 Ranks Hovis, McDougall Ltd v Controller of Patents, 10 IIC 754
[1978] F. SB 593. :

1 0:—.24_






without, however, any court ruling as to the propnety of th1s
interpretation of its patent law. In Australia and Canada the
Commissioner of Patents have determined. that mlcroorgan--
isms. are. patentable. In the United States, the question was
resolved, in favor of the biotechnology industry, by the. Su-
preme Court itself. The patenting of life forms has been a topic
of discussion, at least, in New Zealand. In Ireland however, the
ngh Court demed patent protechon : e

[1} Bmlogmal Patent Protectlon in New Zealand

Accordmg to Y. M Cnpps, the New Zealand Patent Ofﬁce
has received at least two applications for patents on microor-
ganisms: Ser. No. 187,300, Recombinant DNA’ Transfer Vec-
tors and Microorganisms’ Contammg a. Gene from a Higher
Organism (U. Calif. May 17, 1978), and Ser. No. 16,321, Im-
provements in or Relating to Microorganisms (Ranks, Hovis
and McDougall Lid., April 30, 1971).4 .

Cripps cites the Swtft case,®® in which the New Zealand
Supreme Court held that a method of tenderizing meat with
the aid of enzymes is patentable, “as authority for the patent-
ability. of biological processes but the case law does not extend
to a discussion of the patentability of organisms.”

Cripps suggest that the failure to comply w1th_ge_netic engi-
neering regulations “would be contrary to law or morality”
and hence, under Section 17 of the Patents Act 1953, a patent
could be refused on any inventions developed in violation of .
the regulations. % Cripps feels, however; that:genetic engi-
neering techniques and genetically englneered orgamsms are .
. pnma fac1e patentable ar :

. 88Y, M. Cripps, Genétic Engmeermg—A Problem for the Patent OPﬁceP

New Zealand Law Journal, June 19, 1979 at 232 n. “g.”’ .

95 Swift & Co. v. Commlsswner [1960] NZLR 775, descnbed 1d at 233

n “l Lid .
46 Id., 236 The Mumch Patent Conventxon contams a sumlar provxsmn

- Art. 53(a). R i :

47 1d., 237.
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patent,” Graham held that there is “clearly lack of cons1dera-
tion for the grant of a claxm to a method or process which in
fact the public cannot carry out because of an essential and
novel material for use in such method or process, Wthh was
available to the patentee and which he could have made avail-
able to the public, or could have given ‘them sufﬁc1ent direc-
tions to make or obtain, “when nonetheless it was not made
available to the public. Graham further held that under British
law this consideration must be supplied by the- date of filing
of the “complete specification,” since by Section 22 this. was
also the date of the patent. The disclosure requlrement could
easily have been met by allowing free access to the culture
deposited at the ATCC. (The Court did not discuss what writ-
ten directions would have been adequate to enable the pubhc.
to_obtain the patent strain w1thout more than routme re-
search and experimentations.”)

In dicta, Graham admitted that rmcroblologlcal patents are
sufficiently akin to plant patents to justify, as a matter of policy,
deferring public access to the strains until the date of grant,
but declared that this would require an amendment to the law.

The House of Lords held that Bl‘ltlSh law dld not 1mpose a
deposit requirement.*2

Lord Reid distinguished between the. common law of revo-
cation of a patent and the specific grounds enumerated in
Section 32 of the Patents Act of 1949. Reid thought that it
would have been contrary to the ° general intendment of the
Statute of Monopolies” to allow the patent to remain in force
unless the patentee had taken “such steps as were necessary
to enable others to carry out his invention when his patent
expired,” including if need be open deposit of the strain in a
public repository. Lord Reid felt, however, that it could not be
said that “the complete specification does not sufficiently and
fairly describe the invention and the method by which it is to’
be performed ‘the only pertinent ground for revocahon
enumerated in the 1949 Act." . _

Lord Morris observed that the disclosure problem arises
only with newly discovered strains unlikely to be found again
in nature by others, and that fallure to impose a depomt Te-

42 {1970] 3 All ER 785.



-is AB.929 (AECC 15 No. 13495), AA 849 (ATCC No
13538) or AB 286 (ATCC No. 443539) L _

The application process in Britain begms W1th the submlttal_
of a “provisional specification.” Later, a “complete specifica-
tion” of the application must be published before a patent can
be issued. Certain protective rights are conferred on the appli-
cant when the completé specification is filed. Publication of
the speclﬁcatlon is 2 mechanism for subJectlng the application °
to a more deliberate scrutiny on the issue of patentablhty, ie, -
by competitors and not just by an examiner: -

The strains in question were deposited with the ATCC in
1959. The complete specification was filed in 1960. el

Upon .publication of Dann’s: application in August, 1963,
Upjohn attempted to obtain a subculture of the microorganism -
from the culture collection referred to in the application. The -
culture repository.refused access. Upjohn filed an opposition to
the sealing of the patent-in November, 1963, arguing that.
under British law the culture had to be available to the public -
at the time the application was published. American: Cyana--
" mid was denied access to the strains until January 5, 1966 (for
U.S. requests) American. Cyanamlds position .is not clearly
explalned but it appears that it related. to its desire to obtain
patent protectlon in the United States, where the invention
originated.. On. ]anuary 13; 1966, Supermtendmg Exammer, :
Mirams adopted Upjohn’s posmon, refusmg the grant of the
patent.

. The Examiner noted that the patent stralns could “only be
obtained from natural sources as a result of a screemng pro--
gram . . . but organisms not of . .. common occurrence might
not be found for a very long time, if found at all.” The Examin-
~ er held that a mere taxonomic descrlptlon was madequate as
a dlsclosure ofa startmg material not already in common use.*

Turning to the issie of when the deposit must be made,
American Cyanamid suggested that the date of expiration was
the critical date, presumably on the theory that there was no
public right to use the strains until the patent explred Ameri-
can ‘Cynamid explained that it refused access smce release of

39 For Exammer Mirams’ demswn, see’[’1966] RPC 532__,.5_;3:3_-_5_3;7_. .
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many gradations of living.forms were not as fully apprehended
as is now possible.” Nonetheless, Lloyd-Jacobs held that the
claim to-an electric shock process of mutatmg lactic strep-
tocoecus bacteria was not d1rected to a “manner of manufac-
ture” “but ‘enly” to a condltlonlng procedure “The
Supenntendmg Examiner had been of the’ . opinion that

“manufacture” included mutants of living organisms'specifi-
cally associated with a particular manufacturing process.

In a dictum in Dann’s Application, Lord Wilberforce said,
“The prlceless strain, being somethmg hvmg, fouind in nature, _
cannot be patented: the prosaic process as apphed to the
strain, is capable of protecuon »36. -

The British Patent Office issued a patent to General Elec- :
trie, UK 1,436,573, on the genetically engineered m1croorgan- ‘
ism developed by Chakrabarty, apparently without raising any
~ patentability issue before the Patent Appeals Tribunal.- .

“Questions regardmg the patentablhty of such orgamsms‘
have been ralsed in Parhament :

M. Hooley asked the Pr1me Mlmster if she will appomt a spe-'
cial comraittee of scientific'and legal ‘experts to examine the
consequences of any decision in the United Kingdom that living. . -
organisms . can-be patented and the: impact such a:decision .
- ..would have on scientific research: in the field of biotechnology. . .

The Prime Minister: The recent joint report from the Advisory
Council for Applied Research and Development, the Advisory -
Board for Research Councils, and the Royal Society drew atten-
_tion to obstaclés to the development of biotechnology which .
can arise from the operation of certain aspects of the patent law.. .
The Government’s policy in the field of biotechnology-is. bemg s
reviewed in the light of the recommendations of the ACARD
Teport | and these problems will be examined as part of that
review. We ‘hope to be able to. pubhsh the Government s re-
sponse to the joint report in the neafr future 7 -

'Desplte the ﬂurry of leglslatlve quenes the Br1t1sh Patent

36 In re Dann’s Apphcahon, sub nom. Amenoan Cyanam1d Co V. Up_]ohn
Co., [1670] 3 All ER 785, 799 (House of Lords).

37 Chartered Institute of Patent Agents (Bulletin) at 504 (Iuly 1980) refer-
ring to Hansard Sess:on, ]une 24, 1980, '
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the time of the application none of those skilled in the art. were
capable of using the claimed compound, or were aware of its
antidotal value. From the factual context, it-may be inferred
that even if the existence of the. compound in the natural
source is known the compound may be patented, since the
presence of the antaminide in the fungus had been known for
thirty years. Unfortunately, the Court s opinion does.not clarl-
fy this point. . -

On the issue of * obv1ousness the Court observes that a
related compound did not have the desired result and that the
claimed antamanide had been 1gnored by those skilled in the
art for thirty years. .

The Court declared that there is no legal reqmrement to
treat natural substances differently \mth respect to patent law
than othér chemical substances. . . .” It indicated also that the
apphcant need not expressly limit tlns claun to exclude natural»,
substances e _

§ 10.06 Judlclal Decisions Relating to B:ologlcal Patent .
Protection in Great Bntaln

[1] Mlcroblologlcal Processes and Mlcroorgamsms Are
" Patentable; Other Biological Methods Are Not

As in the United States, Dr. Weizmann’s acetone production
process was the subject of infringement Litigation. The main
issues were of ¢ orlgmahty,” “prior invention,” and “insuffi-
ciency of description,” and the patentee prevailed. through-
out.?® Judge Romer did not address formally the issue of .
whether a process utilizing living organisms was patentable,
but the Commercial Solvents case has been 01ted in support of
this proposition. - .-

Thus in Vrrgtma Carolma Chem:cal Corp, it is stated that

At one time 1t seems to have been. thought that any operahon -
30 Commerc:lai Solvents Corp V. Synthetxc Products Co Ltd 43 Repts'

Pat., Des. & Tmk Cases (RPC) 185 (H:gh Ct. }ushce, Chancery D1v 1926) .
(Romer I ) . RS .
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ence of a new variety. Theiissue of whether under contract law
‘the applicant was obligated to transfer the right to the Opposer.
was remanded, as French law governed. (It may be noted that
applicant’s duties included the discovery and separation of all
plants which deviated from the protected plaat variety, Lovi-
ta.) German law would have required the assignment.. =
The Court gave conflicting signals with regard to the effect
of the legality of the applicant’s use of the variety on his ability
to obtain and enforce a patent thereon. It appears that appli-
cant had a rzght to a patent but could not. “protect”. (secure)
that right without the cooperation of the owner. of the parent
variety. (This is similar, perhaps to the treatment of “deriva-
tive works under the new U.S. Copyright Act.”)

[4] The “6-APA” Case ..

In a case mvolvmg apphcatlon P 1805 571 5-44, du'ected to
a microbiological procedure for the ‘manufacture of .6-
aminopenicillanic acid (6-APA), the Federal Patent Court re-.
versed the rejection by the German Patent Office.?® The appli-.
cant had apparently  failed to supply “declaration of
accessibility” from the ATCC, its depository. The Court held,
however, that the culture collection’s willingness to. supply-
culture collections to the public could be inferred from the-
issuance of U.S. patent on the process, and from the deposito-.
ry’s conﬁrmatlon of its receipt of the apphcant s declaratlon of:
accesmblhty It warned that the apphcant had.been lucky that
it had been able to satisfy. the “access” requirement by produc-
ing. circumnstantial evidence of acces31b111ty _

. In dicta, the Federal Patent Court elaborated on the dep031t.
requu'ements First, “it cannot be left to the depositor to de-.

cide whether he wishes to preserve a deposited microorgan- .

ism after a patent rejection,” i.e., the deposit is irrevocable “for
the duration of the possible hfetzme of the claimed patent. plus
a prescnbed period of time exceedmg the patent’s duration.”.
Thus, the patent strain is: preserved as a part of the prior art.

28 Case 16 W. (Pat) 7/71 (Bundespatentgericht, March 22, 1976),m8nc' '
553 (No. 6. 1977). £ B Ty

10-12



of a new mutant of a baker’s yeast After ﬁnal re]ectlon the
followmg clalms were presented

(1) Baker 8 yeasts CBS 6128 and CBS 6131

(2) Process for the production of the baker’s yeasts accord-

" ing to Claim 1, characterized in that baker’s yeasts CBS
6128 and CBS 6131 are cultivated in the usual way.

(3) ‘Use of the baker’s yeasts according to Clalm 1 for'
pressed yeast or actlve dry yeast o '

The Court declared that an mventmn is “not excluded from :
patent protection merely because it makes use of a living start-
ing material . and utilizes natural biological forces and
phenomena, and leads to a living product or use thereof.” The
official headnote stated that “product protection for a new -
microorganism is allowable, if the inventor shows a reproduci- -
ble way to produce the new microorganism.” The Court made -
it clear that it drew no distinctions between patents on mi-
croorganisms per se and on propagation process claims. '
 The applicants described “the selected yeast species accord-
ing to appearance, spore, and ascus formation, their specific
suitability for the fermentation of various substrates, and the’
required growth factors in synthetic culture media: . . . This
description by‘itself is not sufficient to identify yeast strains.”

Nonetheless, the Court declared, the: “reproducibility” re-
quirement could be satisfied by depositing the microorganism
in a culture collection “at the latest, at the same time as the -
protection is applied for.” At the time the application is laid
open for inspection, the deposit must be made irrevocable in
a declaration to the “office recognized for the deposition.”

The Court rejected the advice of commentators that the
deposited organisms not be released to interested third parties
until the application is published (triggering “provisional” pat-
ent protection), or even as late as the date of expiration of the -
patent:(on. the theory that, until then, the culture cannot be
used without a license). :

The Court declared that an applicant may demand (1) that
the requestor furnish his name and address; and (2) that the .
 requester agree not to pass the sample on to other persons or .
to take it out of German territory. . e L '
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The Federal Supreme Court declared that the “fact that
living organisms and in essence the biological forces effective
within them are the starting point, the means and the objec-
tive of the method for which a patent has been sapplied, does
not in principle exclude the possibility of patenting.” Though
the basic patent statute had been enacted in 1877, it thought

“of little 1mportance what the leglslature in 1877 con31dered
to be ‘“technology.’”’

The Court re_]ected wtahstlc arguments agamst bxologlcal
patent protection: S _ .

According to current scientific knowledge, living organisms
from one-celled bacteria to highly developed, creatures have
several basic féatures in common with respect to structure and
way' of hfe as evident from known natural laws. Today preva-
lent opinion indicates that living organisms consist of a sub-
stance constructed of basic elements present on the earth, just
as in the case of other material phenomena Since the discovery
in 1828 of a urea synthesis, the possibility for synthetic prepara-
tion of organic materials has increased. Prevalent scientific
opinion also indicates that the ‘metabolism effectmg the materi-
al construction and energetic actions of living creatures occurs
as a result of reactions which, to the extent that their regularity
is known, may be classified within the general prmc1ples of
physics and chemistry. According to the present state of scien-
tific knowledge, the laws of genetics also originate frorr_l com-
plicated physical and chemical procedures. The laws governing
biological phenomena and forces as far as they could be deter-
mined, permit the conclusion that these phenomena and forces
_ are also to a considerable extent subject to casual relationships.
that might at least be comparable to the causality. of natural
events for inanimate matter. Accordingly, no sufficient reason
is apparent for excluding methodical utilization of natural bio-

_ logical forces and phenomena from patent protection in princi-
ple. It is immaterial whether, and to what extent, such
‘utilization would fall directly under the term “technology” or
whether that term can only be indirectly used in connection

“with biological forces and phenomena. In any event, present- .
day recognition that certain results can be attributed to biologi-~ ..

. cal reactions and- thus be predicted and controlled, changes

- earlier interpretations to the extent that a teaching to methodi- -
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§ 10. 03 Statutory Protectlon in the Thll'd World

Latln Amencan countries have not welcomed the “NeW
'Blology.” Article 5(b) of the Cartagena Agreement provides
that “vegetable varieties or animal breeds, [or] essentially bio-
logical procedures for obtaining them” are not patentable.”?
Microorganism protection is expressly foreclosed: in Brazil
where patents on “varieties or species of microorganisms”
were anathematised in 1971.:8 Mexican and Colombia law fol-
low the approach of the Cartagena and Munich agreements.*®
.. In'Africa and Asia, the laws of Sri Lanka, South Africa, and
Nigeria are based on MPC Article 53,20 as is the Agreement of
the African Intellectual Property Organization,?* -and the
“Model Law for Developing Countries on Inventions.”?? -

"According to'a 1984 survey conducted by an. ABA subcom-
mittee, microorganisms are patentable per se in Turkey, Ar-
gentina, Brazil, and the Philippines, though not. in Korea,
Mexmo, or Talwan 1 . . ,

§ 10 04 Plant Patent Protectlon 0utsnde of the |
Conventions R o

As of 1981, the following national laws extended some form -
of patent protection to some varieties of plants:3

Argentma—Law on “Seeds and Phytogenetxc Creanons,
1973,

Belgmm-——Law on the Protection of New Plant Vanetles, of
" May 20, 1975.
'Czechoslovakza—Law Relatlng to Seeds 1964

172G Id. Andean Pact 3 o

18 28V Id. Brazil-4, Article 9¢f).

19 2E Id. Mexico-3.

20 Id. Sri Lanka-30; Id. South Africa-11; 2F Nigeria-3..

21 2 Baxter and Sinnott, World Patent Law and Practice, 188. 25 (1981).

22 2A Baxter and Sinnott, 342-70 [253] Patent Law and Practice (1981)_;_
(Section 5(a)). .

221 1984 ABA (PTC Section) Committee Reports at 69.

23 2 Baxter and Sinnott, World Patent Law and Practice 26 1,167.2, 167 3
(1981).
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* 'The Sovret Statute on Dlscoverres Inventlons, and Innova-
‘tions (1973), on the other hand, states that “new strains of
:mlcroorgarusms shall be consxdered inventions,”® while the
Czechoslovak Law on Drscoverles, Inventions, Ratlonallzatlon
Proposals limits protectlon to* mrcroorgamsrns ’ used in indus-
trial manufacture Query whether a smgle cell protein”
source is patentab}e

Animal and plant vanetles are not protectlble in Poland but
its statute does not defin1t1vely exclude protectlon for mICI’OOI'-
gamsmsm _ - : SR P : et

§ 10 02 Statutory Protectlon in the Westem Bloc N

Austrla Belg1um France the Federal Repubhc of Germa-
ny, the United Kingdom, the Netherlands, Sweden, ‘Switzer-
land, Italy, Luxemburg, and Liechtensteiri are parties to the
European Patent Conventlon whose Artlcle 53 prov1des

European patents shalI not be gra.nted in respect of

:__f (b Plant or animal var:etres or essentlally b1ologlcal processes
:for the productron of plants. or animals; this provision does not -
apply to rn1crob1ologxcal processes or the. products thereof

- West German law apparently perrmts patents on. plant
varieties not protected by its Law on the Protection of Plant
Varieties, and. on processes used in breeding these varieties.!!

~ Von Pechmann argues that genetic mutation is a “microbio-
loglcal process” within the meaning of the MPC and that the:

“result” of this process—a mutated microorganism—would be
patentable.!2 Wegner believes that the MPC is concerned only
with metabolic, not reproductwe, nucrobrologlcal processes 13.

. 8.2G Id. Soviet Union-12.. .
9 2C 1di Czechoslovakia-7.
10 2F Id. Poland-2. -
11 1d, West Germany-’lS 11 :
12 H, C. Wegner, Patenting Nature” s Secrets—-Mlcroorgamsms 7 IIC 235,
245-246 (1976). .
1314, .
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Convention address the deposrtlng of Imcroorganlsms (§5 02
[18] )

The European Patent Orgamzatxon has dep051ted an mstru
ment of ratification under the PCT. The practical effect of this
action is that applicants may file PCT applications which, after
leaving the international stage (when the PCT application is
published), enter the national stage as European rather than
national applications. '

By far the most daring foray into the realm of brologlcal
invention is Article 6(2) of the Hungarian Law on the Protec-
~ tion of Inventrons by Patents (No 2 of 1969) whrch prowdes
thatl ' 2 , _

_7 (2) Plant varrehes and ammal breeds and the processes for -_
. obtaining them shall be patentable if the vanety or.
breed is new, homogeneous and relatrvely stable. .

In 1983 the Hungarran patent law was amended to bnng 1t
into accord with the 1978 UPOV Conventron Artrcle 67 now
novel, homogeneous and stable, and_if 1t has been given a.
varietal name apt for registration.” The term of protection for
plant varieties is eighteen years for vines and trees and fifteen
years for other plants, running from. the date of grant. The
analogous protectlon of animal varieties under the Hungarian
patent law is for twenty years from the date of filing. The -
patent controls both sexual and asexual propagating material.?_
Novelty, homogene1ty, and stabrhty are defined i in the regula— _
tions. | -

"The Hunganan deﬁmtlons, set forth below, may proﬁtably
be compared with the provisions of the United States’ Plant
Vanety Protection Act quoted earher S

(1) A plant variety is dlstmgulshable if it deﬁmtely drffers:
h by one or more important characterlstrcs from any.
‘other plant variety whose existence is a matter.of. com- .
‘mon knowledge at the prlonty date; .- '

1-2C Sinnott, World Patént Low and Pfactwe, Hungary 3 (1977)
21d,, Art. 68(1), at. Hungary-25... .



standing of the international regime for the protection of in-
ventions is desirable. The great international conventions
dominate the protection of any invention abroad, including, of
course, biological inventions. The most farflung of these mul-
tilateral arrangements, the Paris Convention, does not have
any provisions which are specifically directed to biological in-
vention. There are, however, a number of provisions which are
of interest to the biotechnology community. Article 4 states
that the filing of an application in one Convention country, if
equivalent to a regular national filing under the patent law of
a second Convention country, gives rise to a right of priority
in the latter country. The right of priority allows the applicant
to treat the date of the first regular filing as his effective filing
date on all applications filed in Convention countries within
the priority period, which is one year from that first filmg date.

Article 4 quater prowdes that -

the grant of a patent shall not be refused and a patent shall not
be invalidated on the ground that the sale of the patented
product or of a product obtained by means of the patented
process is subject to restnctmns of hnntahons resultmg from the
r-domestlc law - ' :

Fmally, Artxcle 5 quater provrdes that

when a product is nnported into a country of the Union where
there exists a patent protecting a process.of manufacture of the
said product, the patentee shall have all the rights, with regard
to the imported product, as are accorded him by the domestic
law of the country of the importation, on the basis of the process
patent, with resp_egt‘\ to products manufactured in that country.

The reader is warned that a few countries, notably, the
People’s Republic of China and the Republic of Talwan, arer
not parties to the Paris Convention. ]

The second most important international arrangement is
the Patent Cooperation Treaty. The purpose of the PCT was
to simplify the formalities of applying for patent in several of
the member states by prov1d1ng an accepted. “International
Apphcatron format and to assure a proper basis for examina- -

102,






 variety with its characteristics as defined when the protecl:ion
was granted . .

Further dlsclosure reqmrements are 1mposed by Artrcle 12,
parts (1) and (2), and Article 13. -

Article 37 makes it possible for the Umted States to ratify
UPOV without abrogating: its plant patent legislation [com-
pare Article 2(1)]. : ‘.

Article 2 provrdes that a member state may limit the appli-
cability of UPOV to “varieties with a particular manner of
reproductlon or multlphcatlon, or a certain end use.’

The UPOV has assembled a.“Collection of the Texts of the
Convention and Other Important Documents Established by
UPOV.” It is obtainable from the Union Internationale pour la

Protection des Obtentions Vegetales, 34, chemms des Colum-

bettes, 1211 Geneve 20 Suisse.

Member States As: of ]anuary 1 1981
of the International Unicn for the.

?rotectlon of New Vanetles of Plants (UPOV)

kR v Date Bound Date Bound
Member State Starting Date by 1972 Act - by 1978 Act
Belgium Dec. 5,'1976 - - Feb. 11, 1977 (signed)
Canada KRR L EECE " (signed)--
Denmark Oct, 6, 1968 - Feb: 11,1977 - Nov. 8, 1981
France Oct. 3, 1971 Feb. 11, 1977 - Mar. 17,.1983
Germany (F.R) Aug 10,1968  Feb. 11,1977 (signed)
Hungary ~  Apr. 16,1983 7 " Apr. 16, 1983
Ireland -~ ~Nov. 8, 1981 o “ " Nov. §,'1981
Israel Dec. 12,1979 - Déc. 12,1979 ‘Apr. 12, 1984 -
Ttaly < July 1,1977: 7 July 1, 1977 . (signed)
Japan. . Sept. 3, 1982 Sept. 3, 1982 . (signed)
Mexico - (signed) .
Netherlands Aug. 10,1968 . Feb. 11, 1977 Aug. 2, 1984
New Zealand Nov. 8, 1981 Nov. 8, 1981
South Africa - - - Nov. 6, 1977 - Nov. 6, 1977 Nov 8 1981 ,
Spain May 18, 1980 . May 18, 1980 B
Sweden Dec. 17, 1971 Feb. 11; 1977 - - Jan. 1 1983 . .
Switzerland July 10, 1977 July 10, 1977 Nov. 8, 1981
United Kingdom Aug. 10, 1968  July 31, 19807_ - .Sept. 24, 1983
Umted States - Nov. 8 1981 - o Nov 8, 1981"=

* Gave notice that it would apply the provrsxons of Arhcle 37 with Tespect

9-20-
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Republic of Germany, Israel, Italy, Netherlands, South Africa,
Sweden, Switzerland, and the United Kingdom. Structural
_changes were made through a 1972 amendment. In 1978, the
UPQV Convention was revised, and the United States became
‘a signatory. The 1978 Convention; the “Geneva Act;” is ex-
pected to supersede the 1961 Convention; “the Paris Act” (not
to be confused with the Paris Convention). Consequently; this
Treatise will focus its attention on the Geneva Act. The list-of
states to which the Act applies is pubhshed every year 1n the
January issue.of Industrial Property. ..

“The substantive provisions of the Geneva Act are. Arhcles 1
through 13,37, and 38. ..o :

-According to Article 5, the breeder S pnor authonzatlon is
requn-ed for “the productlon for purposes:of commercial mar:
keting,” marketmg or. offer: for sale of the * reproductlve or
vegetative propagating material, as such; of the variety,”
cluding whole plants, and parts of ornamental plants not nor-
mally marketed for propagation purposes. Authorization is not
required for experimental use of thevariety but is required for
the commercial use of the protected variety in the product:on
of another variety. Under Article 8, the period of protection is
not less than e1ghteen years for “vines; forest trees, fruit trees. -
and ornamental trees” and not less than fifteen years for other

plants.

The UPOV “may be applied to.-all botanical genera and
species.” Article 6 sets forth the COIldlthIlS reqmred for protec-
t;on . . . . S -

(a) Whatever may be the orlgm arhﬁmal or natural of the---
initial variation from which it has resulted, the variety
- must be clearly distinguishable by one or more nnpor-
tant characteristics from any other variety whose exis-
tence is 2 matter of common knowledge at the.time
o when protection is applied for. Common knowledge
. may be established by reference to various factors such-
_ as: cultivation or marketing already in progress, entry in.

- an official register of varieties a]ready made or-in the -
-course of bemg made, inclusion in a reference collec-
tion, or precise description in a publication: The charac-
teristics which. permit a variety to be defined and

9'18



not require that these forms of protection be exclusive, and
indeed the language of the American instrument of ratifica-
tion suggests that they are not. The * plant variety protection
certificate™ is not a patent, but rather a “special title of protec-
tion” under the Treaty. ,

When a breeder seeks both a utlhty patent and a plant
patent, there is a possibility of “double patenting.” The patent
statute declares that whoever invents patentable subject mat-
ter may obtain “a patent therefor.” Historically; the use of the
singular in this expression has been regarded as significant; two
valid patents for the same invention cannot be granted. More-
over, one cannot have two valid patents where one claims an
obvious variation on the subject matter of the other.

It is now fairly clear that the two patents in question need
not be utility parents. In re Thorington® involved an applicant
for a utility patent on a helicoidal lamp who already held a
design patent on the ornamental appearance of such a lamp.
The applicant argued unsuccessfully that' apphcatlon of the
double patentmg doctrine was inappropriate in view of the
differences in statutory origin, subject matter protected, and
tests for infringement. These are, of course, the very argu-
ments that might be raised to avoid a double patentmg re_]ec-,

tion in a plant-utility conflict. |
" Of course, the fact that a double patenting rejection is possi-
ble does not mean that it is appropriate merely because the
same applicant has sought both plant and utility patent protec-
tion. In Carman Industries 'v. Wahl,* the Federal Circuit
noted that “double patentmg is rare in the context of utility
versus design patents;” presumably it would feel the same way
about the utlhty-plant context. It went on to hold that for a

“double patenting” rejectlon to be appropriate, the claims of
the two patents must “cross-read;” that is, the claimed subject -
matter of each patent must be obvmus in the view of the
subject matter of the other.

~In view of the well-established body of law relatmg to the
design-utility patent context, the * authorlty for overlapping
trademark and de51gn patent protectlon for the same orna-

35 418 F.2d 528 (CCPA 1969):
- 36 724, F.2d 932 (Fed. Cir. 1983). .
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§ 9.05. Comparison of the Three Avenues of Plant: Vanety J

Protectlon

The Umted States has three systems under whmh new vane-_.
ties of plants may be protected

(1) The Plant Patent Act of 1930 (as amended in. 1954)
) protects asexually xeproduced vanetles (W1th certain
. exceptlons) :

(2) .The Plant Varzety Protectlon Act of 1970 (as amended
. _in, 1980) protects sexually reproduced vanetles (mth

certain exceptions). -

(3).. The Patent Statute.of 1952 protects ma.nufactures
and’ composmons of matter” which are not “products
_of nature,”.and thus, arguably, protects genetlcally en-
gmeered plants

The systems dlffer in many respects. standards of protect-
ability; scope and terms. of protection; and disclosure:and
deposit requirements. These dlStlIlCthIlS w111 be developed in
this section, . :

Subject .
Matter

Substantive. .
Conditions -
For ‘

35 US.C §1 01

. -Living organisms of a
" genofype not found

in nature; pure cul- -

tures of naturally
ocelrring organisms

Novelty -
Utility

Protection Cemlanie

Claiins

Disclosure
Requirements

9-14 .

Multiple,

..., Genetie .
Clairs Per:mtted

" Best Mode;

How-to-Use;
How-to-Make;
(Deposit of Navel
Organism to Assure
Reproducibility

Nonobvidusness

35 U.s.c. §161

... Asexually reproduced .
" varieties of plants, -
. ‘éxcluding vhcultiva- *
. ted or tuber-propa-

gated plants, possi-
bly. excluding bac-

' teria and fungd,
" ‘butdncluding eult-- -

vated sports, mu-

" tants and hybrids
“Novelty/Distinctness

’ Nonohvmumess (see

" Yoder)

Discovery. in Cultx

 vated State
" Asexual’

Reproductiun
Single Varietal

. Claiin'to.Whole

Plant Only

“Substantial compli-
ance” only;

| no formal deposit

requirement;
drawing
vequirement

. TUSC §2321
' (esp. by seed)
. varieties of plants

excluding bacteria
fungi avd firste

. generation hybrids' .-

'Distinctness
- Uniformity -

Stability

© L Novelty «

 Bexval . il
Reproduction: ..
Single Vanelx.l' .

. C]I On]y .

’ Descriptlon of

novel characteristics,

-genealogy, and

breeding procedure; -
deposit of seeds,
replenished as






(1) Saved for the farmer who provided.it; - -

(2) Saved for another member of the cooperatlve,
+(3) Held by People for anyone who expressed an 1nterest \
“ v later, in buying ity or
' (4)* Sold by the farmer to an outsrder who had asked People,l
S -':whether any of 1ts members had seed avallable

Thus, People functloned as an mtermedzary for arrangmg the :
transfer of seed from a member farmer. to another farmer y
member or not, It did not actually sell seed itself, . :
‘The Fifth Circuit held that People had infringed: Delta s PVPi .
certificate. It held that the farmers’ exemption was applicable -
only to sales made by one farmer to another without any mar-':
keting assistance by a third party such as an agricultural coop-
erative. Sinceé the “farmer exernptlon” was “at odds with the
primary’ purpose of the Act,” the court felt that it should be
narrowly construed 50 as not to unduly lessen the 1ncent1ve for
the development of new, strains: “Although it may appear that
the broadest reading of the: exemptlon would benefit farmers
today, it could be detrimental to their interests tornorrow
As the trial court had persuasrvely reasoned a broad readmg
of the crop exemptron could have serious. econormc repercus-
sions for breeders. “Absent active partrcrpatron by a.third
party, a farmer’s awareness of prospective sellers and purchas-
ersis necessarily-,limited by his own initiative and personal ef-
forts. .+ . Where a third party.. ... acts as agent . . ., the volume -
of: such sales is likely to increase accordmg to the aggressrve-'
ness and size [of the ageiit].” '
The court was not willing to draw a dlSl’lIlCthIl between the
situation in which the cooperative actively solicited potential
buyers and sellers, and that in which it merely let it be known.
that it holds seed for purchase by unidentified buyers. In either
case, said the court, the cooperative has arranged the sale.
Only the practice of allowing Peoples’tosave seed fora partlc-
ular member specified by the producer was sanctroned by the
court, - ‘
Infrmgement of a Plant Varrety Protectlon Certrficate was -



another crop farmer) or to produce a dlfferent varlety The
provision, frankly, is unclear. b

~ Section 114 simply authorizes the “use and reproductlon of
a protected variety for-plant breedmg or other bona fide re-
search' *and thus is related to the proviso Sectlon 111(4) above.

"Section 115 exempts carriers and ersons in the adverhsmg
business:

Section'112is a grandfather clause, exemptmg persons Who
developed and produced the variety more than one year prior.
to the effective filing date of another s apphcatlon for pIant
variety protection over that variety.

In addition, there is the usual limitation on darnages when
the protected sub_]ect matter is not marked. The marking re-
quirement is more lenient than that provided for by the patent
laws in, that notice is effective if * physmally associated” with
the seed itself. The patent laws require “affixation.” The label
may bear the words “Propagation Prohibited” so long as (1) the

variety is under testing, (2) an application has been filed, or (3)
'~ a “statement” of “reasonable basis” is filed with the Secretary
and the variety was first sold less than one year ago. In case (1),
the label should read “Unauthorized: Propagating Prohibited
—For testing.(or Increase) Only.” [See 7 CFR §180.140.] In’
case (2), the label should read “Unauthorized Propagation Pro-
hibited—U.S. Variety Protection ‘Applied For.” [See 7 CFR
§180.140.] Case (3) is discussed only in PVPA Sec. 128, without .
any explanation of the term “reasonable basrs, or of whether
the “sale” referred to is a sale in this country. "~ :

The stature of limitations for PVPA 1nfr1ngement actions
requires that they be brought “w1th1n six years after the in-
fringement (or within three years after the owner learns. of the
infringement). “Damages are normally “the higher of ade-
quaté compensation or a reasonable royalty,” and may be tre-
bled in an appropriate case. On the other hand, damages
might not be awarded against an innocent infringer whose
wrongful acts occurred before a certificate was issued., .
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. protection is rssued when-a novel plant variety has been dis--
.. tributed with notice that propagation is prohibited. This more .-
resembles copyrrght than patent law. Justification for this may: -
. be found in the fact that mfrmgement is expected almost never,
“tobeby. mdependent work, but by willful reproduction starting
: _from the protected varlety 1tself : ,

The followmg acts of mfrmgement are enumerated in PVPA
Sec 111 DR A . =

)

Sell the novel varlety, or. offer it or expose it for sale,_

- dehver it, ship it, consign it, exchange it, or sohclt an-

~offer to buy 1t ot any other transfer of trtle or possessron ;.

_of it; o
] __Import the novel var1ety 1nto, or export 1t from the
" United, States, ' . :
: Sexually multlply the novel vanety as.a step in market-
ing (for growing purposes) the variety; or . )
_Use the novel variety in producing (as drstmgmshed-_
~ from developmg) a hybrld or d:fferent varlety there— ;
" _from, or. .. .
.Use seed which had been marked propagatlon proh:xb- :
"ited” or progeny thereof to propagate the novel varlety,__-, '
Lor .
. Dlspense the novel varrety to another ina form whrch -
.. can be propagated without notice as being a protected .
_variety under which it was received; or . ..
..7__.Perf0rm any of the foregoing acts even in mstances in:
.which the novel variety is multiplied other than sexual- .

. ly, except in pursuance of a valld Umted States plant ‘
.. patent; or .

® .

Instigate or actwely 1nduce performance of any of the
foregomg acts.’ RS

There are a number of peculantres of thrs provmon whrch :
warrant comment. First, there is the distinction between “pro-.
ducing” and: “developmg in (4), above. Suppose A crossed
B’s protected variety X with variety Y to obtain a different
variety Z which could be further multiplied by inbreeding Z.
This. use. of X in; the development of Z is permissible. But
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fiber, food, or feed in this country” at a “fair price.”? The
regulations indicate that this power is exercised after an ex'
parte determination, not after a public hearing.?”

‘The penultimate provision of the:PVPA as enacted in 1970
was the so—called soup vegetable exemptron o -

The provisions of this Act shall not apply to the seeds plants,
or transplants of okra celery, peppers tomatoes carrots, and
cucumbers 28 : '

= Thrs exemphon was adopted at- the urging of the Senate
Commrttee on the Judiciary, to protect the segment of the
vegetable industry which was “not engaged in ‘research to
develop new varieties- for sale in commercral seed channels.”?* . .
The exemptron was reconsrdered m 1980 Report No 96 1115
states ' :

An analysrs of breedmg programs for the six excluded vegeta- '
bles indicates not only:far less dévelopment of néw . varieties, - -
“buta concentrahon of the hmxted development in hybnd van- -

-+ ettes.: L : i i

The lack of protect1on for open pollifiated varieties. of the six .

excluded vegetables is the direct cause of the concentration of
: research efforts for these plants in_hybrid vanetres "The dis-
 crimination against breeders of varieties of these crops mustbe
. terminated, if American’ agnculture is to receive the’ best seeds'

avaxlable for all crops L :

: The exemphon was. repealed o .

§ 9 02 The Scope of Plant Vanety Protectron

' Plant Vanety Protectron Certlﬁcates, as. 1ssued are an-
nounced in the Plant Variety Protection Ofﬁce Officral Jour-

.26 PVPA Sec. 44

- 27 7 CFR §180.700.
28 PVPA Sec. 144,
29 §, Rept. No. 91-1246, 41st. Cong -2d Sess (1970)
30 PL. 96-574 .

96



.~ part.of the public technical knowledge in-this country.which -
description must include a disclosure of the principal character-
. istics. by which the variety is dlstmgmshed 1z ..

‘ The regulahons onglnally promulgated under the PVPA;
prohlblted the protection of foreign varieties for which an
application for plant variety protectlon had been made in a.
foreign country more than one year prior to applying for pro-
tection in the United States.!21 In order to comply with UPOV
_ treaty requirements, the regulations were amended in 1983 to
provide for protection. of foreign varieties which have not
been marketed in a foreign country for more than six years in
the case of vines and trees, or four years in the case of all other
plants.?22 The PVPA application must contain the name of the:
variety, a “description of the variety setting forth its novelty
and a description of the genealogy and breeding procedure,
when known.”?!3 Accordmg to the PVPO the followmg exhlb-
its are normally requn‘ed -

(1) Exh1b1t A—Orlgm and Breedmg Hlstory of the Vanety,
(2) Exhibit B—Novelty Statement,

(3) Exhibit C—Objective Description or the Variety, and
(4) Exhibit D—Additional Description of the Vanety "

' The examiner may require the subnnttal of drawmgs photo- _
graphs or specimens.’® - .
"The ‘applicant may freely add to or correct the descnptlon
before the certificate issues, upon a showing that the descnp-
tion is “retroactively accurate.”'¢
The apphcatlon also must c_ontam a__stat_ement _of__ the basis of

12 PVPA Sec. 42(3) : T e :

1227 CFR. §180.7 (1972) THe PVPO was permxtted to extend this grace
period in up to four one-year increments to allow for growing-out tests
officially required in the foreign country. However, the term of American -
protection was reduced by the cumulative length of these extens:.ons

1227 C.F.R. §180.7 (1983). .

13 PVPA Sec. 52. ‘

14 A sample application is available from the PVPO

15 PYPA Sec. 52(2) _

16 Id
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. successor in interest. ., %
Accordmg to the PVPA of 1970

The term noveI vanety may be represented by, Wlthout hrn
itation, seed, transplants, and plants, and is satisfied if thereis: -

{1) Distinctness in the sense that the variety clearly differs by
one or more indentifiable morphological, physiological or other
characteristics (which may include those evidenced by process- -
ing or product characteristics, for example, milling and baking
characteristics in the.case of wheat) as to which a difference in - -
genealogy may contribute. evidence, from all prior varieties.of -
public knowledge at the. date of determmahon ‘within the L
provisions of sectlon 42; and - S L

(2) Uniformity in the sense that any variations are descnbable,
predictable, and commercially acceptable; and -

(3) Stability in the sense that the variety, when sexually repro-
duced or reconstituted, will remain unchanged with regard to..
its essential and distinctive characteristics ‘with a reasonable
degree of reliability commensurate with that of varieties of the
same category in wh:ch the same breedmg method is.em- -
:'Ployeds' S | R
Note that tl'ns alleviates much of the confusmn surroundmg '
the term “variety” in the Plant Patent Act of 1930. ‘
“The “inventorship” questions which arose under the 1930
Act also are resolved more clearly by the PVPA via a deﬁm _
tion ‘of the term “breeder R ‘

- The term “breeder” shall mean the person who—(1) d1rects‘ o
the final breedmg creatmg the novel vanety, or (2) dlscovers S
the novel vanety & ; , L

Semewhat shortmghted}y, the PVPA deﬁnes the term sexu-. | :
ally reproduced” as including “any productlon of 3 vanety__by

4 PVPA Sec. 42.- -~ -] ' ' g

5 PVPA Sec. 41(a). See Byrne, The Agntechmcal Cntena in Plant Breed--
ers’ Rights Law, Industrial Property 293 (October 1983). - ‘

6 PYPA Sec. 41(e).



must determine whether the proposed vanety name is identi-
cal with or confusingly similar to other vanety names utilized
in UPOV member countries. The examiner must also be wary
of proposed names which might mislead the consumer as to
the characteristics, value or identity of the patented plant.!3®
The implementation of the variety naming requirement is
still the subject of controversy within the Union. The UPOV
Administrative and Legal Committee, despite the opposition
of the U.S. delegation, has advocated a system under which
identical names for. new varieties belonging to different gen-
era would be denied.’* Under U.S. practice, however, the
proposed variety name will only be compared with the names
uhhzed for the same or for closely related spemes 138

133 MPEP §1612 5th ed:; August 1983) .
134 1984 ABA (PTC Secnon) Comnnttee Beports 73
) 135 See note 133 , SUPTa. ' S

8-52 '«f.'f: ‘



ly. reproduced or sold thhout the plamtlﬁ’ s perrmssmn 130

The Court accepted the patentee s belated declaratlon that
he tagged the plants and that he orally informed defendant
that. he owned a patent on the plants at the time of the pur-
chase and that certain future acts would constitute an infringe- .
ment. It is not clear 'wh_eth'er_- the Court’s qualification of its
interpret'ahon of the “notice” provision (* especlally in a plant
patent case”) was intended to suggest that the provision should
be more liberally applied in the case of plant patents.

§ 8 18 Actlve Inducement and Contubutory Infnngement

In Armstrong Nursenes, Inc. v, Smtth arose patent case, the
Court entered a ﬁndmg that ’ . _

Defendant Hood was unaware when he ﬁrst budded the afore— ,
said 73, 000 rose plants that any of them were of the aforesaid -
patented varieties. Later when the crop came on and Defen- _
dant Hood questxoned Defendant Dyess in respect of the vari-
eties of said patented rose plants, Defendant Dyess told Defen-
dant Hood that those plants which were in fact of the variety
shown and described in the Plant Patent No. 792 and common-
ly known as “Forty-Niner” were a new variety known as “Fifty-
Five”; that those plants which were in fact of the vanety ‘shown
and descnbed in Plant Patent No. 1280 and commonly known .
as “Roundelay” were a new variety. known as “Roustabout”;.
that those plants which were in fact of the variety shown and‘
described in Plant Patent No. 823 and commonly known as
“New Yorker” were a variety known as “Mirros”; and that those' i
which were in fact of the variety shown and descnbed in ] Plant
Patent No. 484 and commonly known as “P:nocchlo” 'were a
variety known as "Pmecastle ‘ '

At the tlme Defendant Dyess furmshed Defendant Hood the- 3
aforesaid budwood Defendant Dyess did not possess a current -
valid growing license. or subhcense from the holders of the -
aforesaid Plant Patent Nos. 484, 792, 823, and 1280 respective-
ly, and by hxs deahngs W1th Defendant Hood in. respect of saxd,

130 125 US.P.Q. at 159,
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mfnngement is the trad1t10nal cwﬂ standard the preponder-
ance of the evidence:2 Cole Nurserij Co. v. Youdath Perennial
Gardens, Inc., however, declared that the proof of “deriva-
tion” was clear and convmcmg »126 This standard was subse-
quently applied to the “distinctness” issue in Kim_Bros. v.
Hagler,'?7 "The : statutory or judicial authonty for thlS stnngent
standard was not clearly. delineated. . :

§ 8 17 Markmg of Protected Vanetles
: The present 35 U S. C §287 provxdes

Patentees, and persons making or selling any patented-article
for or under them, may give notice to the public that the same.
is patented -either by fixing thereon the word “patent” or the
abbreviation “pat.,” together with the number of the patent, or:
when, from the character of the article, this cannot be done, by
fixing. to.it; or to-the package wherein one or more of them is.
contamed a label containing a like notice..In the event of fail-:
ure so'to mark no damages shall be recovered by the patentee:
in any action for infringement, except on proof that the infring--
er was notified of the infringement and continued to infringe-
thereafter, in which event damages may be recovered only for.
infringement oceurring after such notice. Filing of an action for;
'mfnngement shall consntute such notlce o '

By v1rtue of the second paragraph of 35 U S. C § 161 thJs
“notice” prov131on is apphcable to plant patents... .

The “notice” requirement has been strictly. construed, and
the marking of only a fraction of the patented articles dis-
tributed by the patentees or its licensees is madequate 128 In
1948, R, A. Magnuson commented o e

:It would seem that in mfnngement SllltS, 2. patentee would be

i Bene 7 Jeantet 129 U S. 683 (1889)
- 126 3} US.P.Q. at 96,
127 120 US.P.Q. at 213.
128 Hazeline Corp. v. Radio Corp of America, 20 F. Supp 668 (S D N Y.
1937)
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The Jour found that the patent was notinfringed:

I am satxsﬁed that the credlble ewdence warrants the conclu-

. sion that the nectarine grown by the defendant differs in colora-
tion from that of the plaintiff. An examination of the actual fruit
and the photographs introduced shows clearly the differeniée in
coloration between the defendant’s fruit which is reddish, and
theplaintiff's fruit; wh1ch is'orange: There is sn:mlar dlfferen e
in coloration in'the: p1t cav1ty ‘of the fruit; the" defendant § fru:t
having: a'reddish-color around- the pit: The friits differ in'size
and:shape as:do also:the: plts And there dreé also marked differ-
ences:in; the leaves. as'to:shape; eolor and the’ glirids on' them.
Because only two crops of the defendant’s fruit have been har-

- vested, the evidence as to earlier ripening could not be estab-

- lished with the same certairity with - whichthé’ npemng perlod-"-

.. of an-older; varietycould: be: established:: However, I am: con=

. :vinced that; on the whole, the, evidence:sustains the: ‘conclusion::::
that the defendant s.variety ripens:five-or:six days.earlier-than. -
the fruit of its parent variety Le Grand as clalmed in the defen-
dant’s patent.?9. . - e e s

Ofﬁce, byi 1ssu1ng a patent to defendant had ,_:_cogmzed defen-

dant 5 tree as a new and d1st1nct vanety

,[W]hen they, W1th the knowledge of the; ﬁeld and of the pnor :
“art were satisfied that, in the crowded field of nectarines, the -
defendant had developed, from a sport or mutant, a nectarine

Whmh had suffic1ent new characterlstlcs ‘

18120 USP.Q
119 Id;, 213,
120 I,

121 1d, 213214,
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the exclusionary right under 35 U.S.C.-§163 not be confined to
plants horticulturally derived from’ the plant material upon
whach the apphcatlon for patent was based o

$ 8.16 Dlstmctness and Infnngement |

We con51der now - the scope of the protectlon afforded by a’
plant patent. A utility:patent covers not only the structures or
substances literally reached by the claims but: also unimportant
variations ‘which perform substantrally the same function in
substantlally the same way to obtain the same result. A design
patent covers all designs Wthh /in the eyes of an ordinary
observer of reasonable attentiveness, are substantially the
same as the patented design,'!* As Robb has pointed out, plant
patent claims which refer back to the specification of the pat-
ent for ChSClOSUI'e of .the. distinctive characters. are similar to
design patent. claims.**2 Robb was unwilling,. howeéver, “to con-
cede that in a plant case the patentee must be.limited to the
extent that the mfrmgmg plant must be a- Chinese copy: or
reproduction of the patent disclosure.”*? Robb; a proponent
- of the- “denvatron ‘requirement, explained away the ‘seeming

contradiction in’ hlS position :by pomtmg to the 1930 Commlt-
tee’ R‘ ports, ch stated: _. .

Of course, allowance must be made for those minor differences
Ain characteristics, commonly called fluctuations, which follow.
" from variations in methods of cultivation or environment and 3
 are’ temporary’ rather than permanent charactenstlcs of the o
planti1é -~ i P . R

Elaboratmg on thxs pomt P F Langrock remarked

There are enwronmental factors that may result ina plant that'
is' genetlcaﬂy 1dentlcal havmg charactenshcs that varyl from the‘ :

S uoid, 71 1978 Summary of’ Proceedmgs at 58- 59 R R
11 Gorham Mfg. Co:v:White; 81.U:S. (14 Wall:) 511 (1872)
112 15 JPOS at.757.
1132 I4,
114 S, Rept. at 6.




be siire he has reproduced a plant identical in every respect to
the parent: It-is quite possible that 1nfr1ngement of a plant
patent would occur only if stock obtamed from one of the pat--
ented plants is used, given the extreme ‘unlikelihood that any
other plant could actually infringe. .". . If the alleged 1nfr1nger'
could somehow prove that he had developed the plant in ques--
tion independently, then he would not be liable in damages or‘_
subject to.an 1n_1unctron for mfrmgement 106" : :

Langrock would no: doubt be troubled by the : weasel"
words, “extreme unlikelihood” and “quite possible’in the pas-
sage quoted above, which blunt the force of his reasoning. The
murkiness of the: Frfth Crrc:.ut $ reasomng prompted D D.
]effery to comment

Although der1vatlon Wwas not an issue in Yoder due to the admis-'
sions:of: CFPC, the: Court would appear to require proof of
derivation of the patented plant before infringement would be -
established. However, the Court subsequently implies that the
facts of a particular case may requn‘e the: aIIeged 1nfr1nger to '
prove mdependent development 107::

Emphasrzrng, perhaps the drfference between Northern
and’ Southern California, San Francisco Judge Renfrew pa:d
'scant attention to the Kim decision in Fresno when he. re_]ected
the “derivation” requirement in Pan American Plant Co. v,
Matsui- s

: Defendant moved for s summary Judgment on the ground thatf -
‘the alleged infringing plant in this casé was not asexually repro-,
duced from the patented plant. Defendént contended that the

~Plant: Patent Act:prohibits only the sale of plants- grown from -
plant material cloned directly from the patented: plant. The
Court concluded that defendant’s interpretation of the Plant
Patent Act is incorrect, and that the Act bars the asexual repro- -
duction and sale of any plant which is the same variety (i.e., has -

-the same essential characteristics)-as the patented plant; wheth a
er or not the infringing plant was originally: cloned from the'-'-f‘ 3
patented plant. Since plaintiff’s claim of infringement wrll__be__,

106 Yoder, 193 US.P: Q. at 293."
107 59 JPO at 650-651.
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"and which he has -patented. Indeed, they testified that the first
time they went-on the place ‘was a year later Theu' testxmony
sta.nds uncontradxcted - '

(W)e are of the view that the plaintiff has failed to prove that
the trees grown by the defendant wére the result of the appro-
priation by the defendant of the plaintiff’s Sun Grand patent or -
that, to be more specific, during the year 1955 the defendant
grafted Sun Grand nectarine scions on-other fruit trees, or that

in the year:1956 he budded trees of the same vanety covered=
by the, plaintiff’s. patent.%. o . .

The “derivation” issue was not of s1gn1ﬁcance in the next
plant patent 1nfrmgement suit, Nicholson v. Bailey, as it was
undisputed that defendant had purchased two Dream Navel
Orange trees from plaintiff.1%¢ :

The commentators did not agree, any more than the courts
of Texas and California, as to whether “derivation” was a part
‘ of the gravamen of the suxt R A Magnus0n declared

: ‘In the case of a Plant Patent it would seem that the test of :

- infringement is whether there was a reproduction of substan- -
tially the same plant:as covered by the patent by any means
other than by seed 201 -+ .t oG s :

P. F Langrock cr1t101zed thls approach

What test is to be used in mfrmgement proceedmgs to show an-
invasion of the patentee’s exclusiveright to reproduce asexually :
his patented plant? It is necessary that there be some sortiof a
physical appropriation from one of the patent plants. It is only
when there is such a physical appropriation that the righits of -
the patentee are invaded. Another person can develop asimilar
or even identical plant on his own and not only would he be free -
from a charge of infringement but might be entitled toa patent:
of his own: The test set out by Magnuson calling for only a -
showing of an asexual reproductlon of substantlaIIy the same"*’

59 120 US.P.Q. 210, 212 (8.D. Cal. 1958)

100 195 U.S.P.Q. 157, 159 (S.D. Fia 1960).
101 30 JPOS 493, 508,
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The charge is that the defendants obtained their. plants from

cuttings of the plaintiff’s, because that constitutes asexual repro-
.+ duction, and-in no other way could the alleged mfrmgmg plants
-.have been produced .

‘Froma consrderatlon of all the ewdence upon the subject I feel_

" unable to say that it would be impossible to reproduce or dupli- .
cate substantially the character of the plant of the plaintiff with-
_out cuttings from the Horvath plants. Conceding that the plants

of the plaintiff and or the deferidants ‘have similar characteris- .
ties, the proof is not clear and convincing that the plaintiff must
“have appropnated plants or cuttmgs belongmg to Horvath or
‘his: ass1gnee 94 AR :

B C Cook edrtor of the ]oumal of Heredtty, mterpreted
th1s passage as holdlng

[TThat 1{" cuttmgs or. other propagatlon matenal were not ob
tained from the plants covered by the patent no. 1nfnngement
existed. That is, it would seem to be the view of the court in this
case that plant patents under the present statute represent in
effect clones, i.e, the asexual progeny of a given plant. If this
reasoning is upheld in latet decisions it follows that a plant
patent under the existing act represents a biological entity
rather than a verbal abstraction outlined with’ doubtful com-
’fpleteness in the spec:ﬁcahon and almost defy:ng exact defim—; 4
t:on R , . :

It has already been suggested that thlS “clone v1ew represent-'_. '
" ed about the only practlcal and workable method of plant pat-~
“‘ent administration.? .. I T T

CH. C Robb was one of the early supporters of the “derlva-
tion” requlrement o

Of course, it must be understood that the infringing plant will:
necessarily be a propagated reproduction of the original patent-
-ed plant. There is:much misunderstanding of this phase of the
law Sxmply because I cross a Paul 5 Scarlet w1th a Gruss an""f?'

94 Cole Nursery Co . Youdath Perremal Gardens, Inc 31 U S P Q 95
96 (N.D. Ohio 1936).
" 95°'R, C, Cook, The First Plant Patent Decision, 19 JPOS 187 189 (March
1937).
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is sufficient to satisfy this requirement.®” Similarly, it may be
argued that asexual reproduction’ of a single specimen of a
variety is sufficient to satisfy 35 U.S.C. §161. It must be remem-
bered that it is the “variety”—which may be claimed broadly
—which is patentable. The 1930 Committee Reports state: “(i)t
is not necessary that the new variety be a new species, but the
bill does not exclude a new and distinct species from belng
patented.® A cialm toa new plant spe01es would of course, be
a generic ‘claim.: '

. Efforts are still bemg made to obtam a hberahzatlon of plant'
patent -claim- practice, -thus far without success. Inevitably,
some attorneys are-now-considering taking advantage of the
recent Chakrabarty ruling, and filing a utility patent clalm in’
genenc terms, on: the new plant vanety

§ 8. 14 Plant Patent Infrmgement Introductlon
The touchstone of plant patent mfrmgement httgatton is 35
U.S.C. §163: “In;the case of a plant patent the grant shall be
of the right to éxclude others from asexually reproducmg the
plant or selling or using the plant so produced The ongmal
plant patent: bills (S. 3530, H.R. 9765) did not contain any
special language of grant, i.e.; the plant patent owner received
the same exclusive right to make, use, or sell hlS invention as
did the owner of a utthty patent Commlssmner Rob rtson
pomted out ‘

[Tihat in order to av01d any doubt as to the : scope of the protec-;f
tion that a patent of this kind would give to the pateéntee, the
. bill should provide that the grant of the exclusive right to make,
‘use, and sell, as prov:ded for i section 4584 Revised Statutesf
shouild be construed to cover the reproduiction of the plant This
‘suggestion is made because the word * ‘make”™ in the statuteis’
‘usually understood to mean the construction by human activity - -
whereas those plants are reproduced by:growth, a person.only = =
putting the graft or scion, for example, in such a position in the- -

87.See Brenner v: Manson, 383 U S 519 {1965)
_8sg Rept at56 T
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action:may be filed:# Thatis; the importation of parts of a plant
patented in the United States miglit be considered an unfair
act’in the importation of goods imder §337 of the Trade Act
of 1974. Admittedly, since the plant patent covers. only the
whole’ plants, while only the plant parts are imported, the
unfair act i§ not; literally, one of patent infringement. Howev-
er, the International Trade Commission has stated that “while
the Cormmssmn ‘often looks to domeshc patent law for. gmd-
ance in’ determining, what ‘constitutes an unfair method of
competition or unfair act it is clear that our jurisdiction is not
limited to the strict application of analogous laws.”’8%1 Second,
if the vended ‘material (the flower or fruit) is at all capable of
acting as a propagative material, the sale of this material might
be considered active mducement to infringe or contributory
infringement ® Third, a prudent plant patent applicant might
also seek an “article of manufacture” patent on the plant
material (but see dxscussmn_of the product of nature” doc-
tr1ne Ch: 3 supra) S

| § 8 13 : Number and Breadth of Clalms

Accordlng to the Flfth Cll‘Cl]lt the task of the patent sohckf
tor,,T:_ ‘claiming enough but not too:much”—calls.“for a preci-
sion:and a prescient forécast encountered.in:few: other:facets
of law 782 As an ameliorative, utility: patent. apphcatzons are:’ .
perrmtted to present several clalms of varymg scope, rather!__g
than a smgle claim. . - il

"The PTO has taken the posmon that a plant patent cannot'_ :
present more than ‘one claim @7 C.F.R. § 1.164) because a, .
plant patent is granted only on the entire plant. The PTO.is -
correct in ruling that subsidiary clalms cannot be presented to,;
cover the blossoms frmt or nuts, per se.. Bi ; -

80 See genefally PRG Intemaﬂonal Tfade Commmton Patent Pract:ce *
(1979) ..... -
809, 895 (ITC 1980) | o
81 See 35 US.C. §271 (b)and c) L s :
82 Topliff v. Topliff, 145 US 156 171 1892) Reedv ParraCk 276F 2d
T84, 788 (5th Cir, 1960).
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products. If it is possrble to'asexually'reproduce the plant from |
the flower (or such part of the plant as goes w1th the ﬂower) that
S 1Y qulte another quest:on 74

- The same'. year H C Robb agreed

: [O]ne thmg is certam and that is that the law was mtended to

. cover new varieties of plants; not the blossoms, fruit, or nuts -

_ thereof: Those features may be in any:instance the- evidence of

“the novelty and hence it is proper to claim the plant by the
characteristics of distinctiveness shown by these products.”s

- John Dienner, on the other hand, had favored the apphca-;
tion of the patent law to “biological products such as “fruits,
roots, eggs, leaves, seeds.””® His attempt to obtain this broad
spectrum of pretection was “fruitless.” The Committee Report
speaks of patenting plant varieties, not plant products; the
PTO insists that the claim be directed:to the plant variety.
MPEP 1605 states: “A plant patent is granted on the entire
plant.” MPEP 1610 warns “under no. ‘circumstance should the
claim be directed to a new.variety. of flower or fruit in con-
tradlstmctlon to the plant beanng the. ﬂower or the tree bear-
ing fruit.” =

In 1976 the ABA/ P’I‘C Sectlon adopted a resolutlon callmg
for the apphcatlon of plant patents to “all parts of patented
plants such as-cut, ﬂowers 7 by amendmg 35 U S C §163 to
read - ‘

._ln the case of a plant patent the grant shall be of the rrght to -
_ exclude others from: [asexually] reproducing the plant or selling:
or using. the plant so reproduced, or any part thereof L AR

Its sponsor Mr. Klem explalned that

[O]ne of the blg problems w1th our plant patent protectlon was.
75 H C Robb Plant Patents, 15 ]POS 752 757 (October 1933) _
76 ], A, Dienner, Patents for B1olog1cal Specrmens and Products, 35 J POS

286, 290 (April 1953).
77 1976 Committee Reports at 114-115.



' grass This companson should 1nclude Zlmmerly Select. N
" as‘this was the onglnal source of the claimed. grass '
4. No comparative measures of rhizome diameters are in-
- cluded because compatable material was not available
 in test plots. Since diameter or rhizomesis a dlstlngmsh-.:
"ing characteristic of the claimed grass, comparatlve}
plots should be established to obtain these data.
5. A larger percentage of stolons of the claimed grass ap-
parently stay green in freezing weather, in comparison
‘with widely distributed bermuda grass vanetles The
conditions under which these observations were made
~ should be described. All varieties must be grown under
_comparable conditions, i.., age of stand, irrigation, soil
. fertility, and clipping .or grazing practice., Information
on stolon color for the claimed grass and bermuda grass
varieties could be given either as a percentage of stolon:
length or as percentage of stolons that remain green.:
The description of the claimed grass is not adequate to
... determine if it dlffers from other named bermuda
, ,.‘:,_grasses""’ o AR

Both the Board and the CCPA in affirmmg thlS rejectlon _
relied ona passage from the Senate Commlttee Beport of Apnl
2,.1930: T : _ e

Modern methods of identification, together with such arnphﬁ-
“cation thereof as may reasonably be expected, will render it
possible and’ practlcable to descrlbe clearly and premsely the
characteristics of a parhcular varlety When thls cannot be done
by an’ apphcant for a patent, the variety is not clearly distin-

gulshable asa dzstmct vanety, and no patent would issue.”!

In ]essel o Newland a clalm toa “Copper Anne” sbort was
rejécted under 35 U.S.C. §112 for failure to enumerate in the,
spemﬁcatmn the characteristics distlngulshmg the instant vari-
ety -over related known varieties such as’ Bronze Princess
Anne:” The apphcatlon was amended to overcome thls rejec- :

70 Id., 302-303.
71 Id., 303.
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Read together 35 U.S.C. §§ 112 113 161 (sec. para) and
162; 37 C.F.R. §§1.161- 1 167 and MPEP §§ 1601 1610 suggest
that apphcants Shouid

(1)

State the dlstlnctlve charactenstlcs of the new vanety

“as compared to:

(a) Its antecedents

... (b} Related known varieties -
+=rin accepted botanical terms.

@)

Provide an:artistically executed drawmg dlsclosrng all

- the distinctive charactenstlcs of the plant Wthh may be
- represented visually. -

When color isa distinctive feature of the plant posrtlve-
ly identify the color by réference to a colot’ dlcuonary, _

.and by providing a color drawing:of the. plant..

_State the origin. or parentage of the plant.
__Point out where and in what manner. the plant was
_asexually reproduced :
.. When the plant is newly found pomt out the Iocatlon
., and character of the -area where the plant was. drscov—
. ered, IR
.. On demand prowde specnnens for ofﬁcxal mspechon

:On demand, provide affidavits from qualified agricul-
: tural or horticultural experts regardlng the novelty and
1 distinetness of the variety:*

‘Avoid unwarranted advertlsement in the spemﬁcatlon
*. of the drawing: : g

(10) Avoid laudatory eéxpressions.

(1

1) Claim' the entire plant, not its fruit or ﬂower and tztle

the mvenhon accordmgly

Executwe Order No. 5464 and 35 U S. C §163 prov1de for
the submission of plant patent application files to the Depart-
ment of Agriculture for examination for drstlnctlveness by the
Agricultural: Research Service. For this reason, 37 C.F.R.
§1.163 requires that two coples of the spemficatlon be submlt-
ted to the PTO.. .. .

Presumably relymg on the second paragraph of 35 U S C
§162, 37 C.F.R. §1 164 states that more than one clalm 1s not
-permitted. , '
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nursery owner owns:any new variety found in his nursery,
even if another actually recognized the new variety.?

§ .8';”1'"0:" "‘Conc'eiition 5aiid 'R'eaucttoh 'ﬁto,‘,:'l-"rhcbice.,. o o

“Conceptmn and' reductlon to practlce, msofar as. they
apply to plant patent prosecution, were defined in Dunn .
-Ragin. Dunn.declared that “conception” requlred more than
that mventor [become] aware of [the] existence” of the new
variety; * ‘he must be certain that itis.anew variety.”®? “Reduc-
t10n to. practlce was sa1d to occur “‘when the new. variety is
_actually reproduced [asexually] and it is determined that the
progeny in fact posses the characteristic or characteristics
which-distinguish it as a new variety.”s :Dunn deemed “con-
structive” reduction to practice (by filing a patent application)
to be precluded by the statutory.asexual reproduction require-
‘ment,® and declared that the behavior of living organisms was
S0 unpredlctable that .conception and reductlon to: practlce
were necessarlly coneurrent 6 . . -

§ 811 D:sclosureBequn‘ements o

In 1930 Patent Offlce Comrmssxoner Robertson cntlclzed S
3530 the onglnal plant patenit proposal because:

, '[T]here at orice anses the dlfﬁculty of deﬁmng in a wntten'
document which must be printed, both as. constltutmg part of
“'the patent and as constituting a pubhcatlon available for search
“and distribution, the differences which identify a new variety

- frém previously known varieties. For example, if that differ-

. 'ence exists_only ‘in ‘the color of the ‘bloom, thén in-order to

..describe that-difference it would seem that a colored :print-of
some sort :would have to .cons"titute;a part of the patent. -

§2 196 U.8.P.Q. 506 (Ore. 1975)
63 50 USPQ 472 475 (Pat Off. Bd. Interf Exam 1941)
64 1d,, 474, e
65 Jd, : :

. 66.1d., 475.
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tempt was made to-aseéxually reproduce the new varieties. The-
present bill by its patent protection proposes to give: the neces--
sary: mcentwe to preserve new: vanetres 56 S P

The stnct 1nterpretat10n of the asexual reproductron re-
quirement might nonetheless defeat the purpose of the Act.

It is clear from a comparison of H.R. 9765 with H.R. 11372
-that plants which are capable of reproducing asexually without
human aid are protectable: Congress deliberately deleted the
original proviso excluding “a plant which reproduces itself
without human aid.”s” The Senate report noted “(t)hat the
present measure. is substantially the same as the original bill
except for . . .'the granting of patents irrespective of the fact
that the plant may, under some conditions, reproduce itself
without human aid.”*® The liberal interpretation of the “asexu-
al reproduction” requirement is necessary if plants such as
strawberries, blackberries, tuhps, and. pmeapples are to re-
celve protectron -

§808 A Variety Found . & “Cultrvated State” =

In Ex parte Foster the Board demed a plant patent toa plant.
hunter who obtained two unusual syngonium: plants from a
garden in the: city of Barranquilla, Colombia, cultivated them:
in.Florida, determined that they were of a-new: and useful -
variety, and asexually reproduced them.’® The Board, relied-:
on the legislative history: (1) express protection of “any distinct
and newly found variety. of plant” was stricken from $:.4015 to.
eliminate “patents. for varieties of plants whichare newly
found_ =by .plant explorers but. exist in-an uncultivated or wild
state;”(2) a broad definition of “invention and discovery” was,
deleted from H.R. 1765, and (3) Congressman Purcell’s remark
that the revised bill. dld not give “‘the man who runs over into
his neighbor’s yard and ﬁnds an unusual plant of some kmd an
opportumty to explort 1t -

56:1129; 7lst Cong, 2d Sess (1930) at45:
57-S. Rept. at 5:

58 Id:,. 3-4:

59 Qﬂ?'U.S-.-P.'Q. 16 (POBA 1851}
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of bacteria. Arzberger’s bacterium- reproduced - asexually by
binary fission. One of the bases for rejection of his claim was

ed

It is noted that asexual reproducnon is deﬁned in the Beports
as’by graftlng, budding, cutting, layering, division, and the like,
Fot definition of these methods of plant propagation, attention
is drawn to the Thompson pubhcatmn, pages 291 to 294, 297,
304, and 313. If bacteria were within Congressional ; intent it is
not seen how the above.- methods of asexual reproductlon could_
be applied thereto,® . . . . :

The Examiner recognized that bacteria reproduce asexua.l-
Iy, but objected that “bacteria. divide themselves.” The exam-
iner felt that the qmd pTO qQUO for the patent right included
“the aid of man [in reproduction) as expressed by manual ef-
fort.”s! Commentators Daus, Bond, and Rose accept the “man-.
ual art” requirement, but argue ‘that modern fermentors use:
mechanical agitators to. break off clumps of microbial cells.”
(Large concentration of- cells secrete substances which inhibit
cell division.) Daus, Bond, and Rose reason that thlS agltatlon'
is division by human agency? - :

Arzberger did not concede a need: for the dn'ect “a1d of '

man’:. .

A large number of different types of higher plants reproduce
asexually in nature, without man’s aid, by various processes,
such as corm separation, rooting of stolons-or branches, or the: -
formation of aerial shoots from roots, rhizomes, or mycelia.
_Thus, a gladiolus such as that of Plant Patent No. 77 may re-:

' produce asexually by corm sepa.ratlon ‘without man’s interven- .
tion; vines or berry bushes, such as the grape vine of Plant
“Patent No. 195, or the dewberry of Plant Patent No. 4, may ..
reproduce asexually by layenng, wﬂ:hout man s mterventlon .

_ o _ (Text contmued on page 8~23 )
50 46 U S P Q 32 34 (CCPA 1940)

51 4,
52 Microbiological Plant Patents; 10 IDEA' 87 92 (1966)
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its distinctive characteristics, i.e., to present objective evi-
dence of ‘nonobviousness.*¢ This author would not hesitate,
however; to reject Yoder’s peculiar graft of 35 US C §103
upon the body of plant patenit law.
An interesting evidentiary question was rarsed in Yoder
- Cal-Florida had offered evidence that the patented sports
Gold Marble, Promenade, and Red Torch were “recurring” in
nature. According to the Fifth Circuit; “(the ouly possible
probative value of the sport recurrence evidence would be to
show that a sport of a particular size, shape, color, or other trait
is predictable from a given variety of parent plant.”#’ (A con-
clusion of “obviousness” might be drawn from the predictabili-
ty of the sport ) The Court held that Congress d1d not mtend
to exclude ‘recurring sports

) Although we are wﬂlmg to assume for purposes of thrs argu--

" ‘ment that sorne mutations may appear that would have been -
genetically impossible before—i.e., that a fundamental change
in the biochemical structure of the chromosome may take place .
—by far the majority of” mutations and sports of chrysanthe-
‘mums are predictable to some extent for those skilled in the

- field. For example, the testimony at trial indicated thata yellow
_sport could be expected froma white chrysanthemum. Indeed, ‘
part of the skill required of a chrysanthemum breeder is to -

- know what to look for and to take steps immediately to preserve
- . it by asexual reproduction. if the desired trait appears. Given - -

_ that fact, we think that the purpose of the Plant Patent Act

would be frustrated by a requirement that only those rare,
never-before-seen, if not genetically unposs1ble sports or muta- . -

~ tions would be patentable. That purpose was “to afford agricul- -

' ture, so far as practicable, the same opportunity to participate .
in the benefits of the patent system as has been given industry,
and thus assist in placing agriculture on a basis of economic =

. equality with industry.” S. Rep. 315, supra. To make it signifi-
cantly more difficult to obtain a plant patent than another type

: ,of patent wouId frustrate that purpose 48

46 Graham v. John Deere & Co 383 US. 1, 17-18 (1966)
47 193 U.S.P.Q. at 294.
48 Id., 294-95.
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which would suffice to'make the variety a distinct variety, will
necessarily be differences of degree. While the degree of differ-: -
- _ence sufficient for patentability will undoubtedly be a difficult
-.administrative question in some instances, the situation does:
not present greater difficulties than many that arise in the case...:
of industrial patents 38

A related statute speaks of “dlstmctness as:

Dlstmctness in the sense- that the vanety clearly dlffers by one
or more identifiable morphological, physiological or other char:
acteristics (which may include those evidenced by processing or
product characteristics, for example, milling and baking charac-
teristics in the case of wheat) as to which a difference in’
genealogy may contribute evidence, from all varieties of public
knowledge at the date of determmatlon within the prov1smns
of sechon 42 39 L S S ‘

“Dlstlnctness was con31dered brleﬂy in Yoder whlch de- N
fined it “as the’ aggregate of the piant s dlstmgmshmg charac-
teristics.”"40

In Pan-Amemcan Piant Co. v. Matsm the court agreed with
plaintiff, relymg on the legislative history, that: “immunity
from disease and ease of sexual production [are] characteristics
which may distinguish a new. variety.”** However, finding

nonmfrmgement_ ” it declined to rule on the issue of validity.

§ 8.06" “Nonobvious” 'V&’ﬁét&'

In Yoder Bros., Inc. v. Caltfomta-Flomda Plcmt Corp 35
U.S.C. §103 was awkwardly applied to plant patents. The Fifth
Circuit struggled to fit plant:patents into the Graham mold.
Unable to find a “meaningftﬂ way to [ascertain] the level of
ordinary skﬂl in the art,” or: to g1ve obvmusness an 1ndepen-

38 8, Rept 315 7lst Cong 2d Sess (1930) at 6. .

397 U.S.C. § 2401(2)(1y [Plant Variety Protection’ Act, Sec. 41}
_ 40 Yoder Bros., Inc. v. Cal. Fla Plant Corp, 193 USPQ 264 291 (5th Clr
1977).

a1 Pan- Amencan Plant Co v. Matsm 198 USPQ 462 ‘465 (1977)

8-20:



Foiw s X APENF AASGLLLYASLAINT L MAUNLS LA AL YY

if at all, only by a scientist under laboratory analysis.” Howev-
er, in the next breath the Committee stated that the intent
was, instead, to foster the development of varieties represent-
ing “a meaningful departure from existing stock.” Certainly,
the particular chemical composition of a plant may have a
bearing on its food value. Electrophoretic analysis is indicative
of the plant’s chemical makeup. Since characteristics relating
to food value may be, to borrow: another phrase from the
committee report, of “major industrial significance.” A plant
may also contain chemieals.of therapeutic value which:may be
extracted from its tissues. Would the PTO argue that the first
person to cultivate the cinchona tree could not-assert that its
quinine content was a characteristic sufﬁcrent to render 1t a
“distinct variety?”.: L :

A number of characterlstlcs are enumerated by the Com-
mittee which are less ‘ ‘visually observable” than is electropho-
retic behavior. “Flavor” and “perfume” are’ hardly visually
perceivable. This author hopes that the PTO w111 soon recog-
nize the error of its ways. '

~R. S. Allyn has raised an interesting 1ssue relatmg to loss of

'rlghts” under 35 U S.C. §102(b) e .

Is the grant of a patent ona tree apphed for after two  years sale
..of the fruit barred? If the plant was sold: before the passage of :
_the Plant Act is it patentable?31 3 : :

On the one hand the frurt per seis not protechble under the_
Plant Patent Act as presently interpreted by the PTO.32 On.
the other hand, the fruit:might be used as propagative materi-
‘al.* This is one of several unresolved “statutory bar” issues. -

The distinction between “experimental”-and “commercial”
use has double-edged significance. First, purely experimental :
use by or on behalf of the patent owner does not start the clock
of the “loss of rights” provision, 35 U.S.C. §102(b).* Second, it
has been urged that the patent laws are. not meant to- dlscour- :

31 R.S.:Allyn; Plant Patent Quenes, 15 JPOS 180 (March 1933)
.32 MPEP §:1610." o
33 [d. ' -
34 City of Ehzabeth v. Amencan Nlcholson Pavement Co 97 U S 126
(1878) .
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with reference to the sufficiency of the description: of new
plant varieties in printed publications.” In essence, then, a
plant patent applicant cannot:lose his rights-through public
description of the new variety so leng as he does not'make the
stock-available for propagation by the: pubhc .

The LeGrice case may be compared with Mancy, ‘supra,
which held that knowledge of the bioactivity of related strains
of ‘bacteria did not enable- bactenologlsts to make and use
Maney’s novel microbe, - =2

‘Perhaps prophetically, ]udge Smlth remarked in LeGnce
that “{c)urrent studies to ‘break the chromosome code’ may
also add to the knowledge of plant breeders so that they may
someday secure possession of a plant 1nvent10n by a descrlp-
tion in a printed publication. . . .”27

“Novelty was also at 1ssue in Nwholson . Batley, mvolvmg
a claxm to : .

~ Anewand d1st1nct variety of navel orange tiee substannally as
. “described; characterized particularly by its much heavier juice
" 'content; its largér -amount of a01d1ty, its absence of dry ‘juice--
~cells-and ability to hold its juices; its ‘higher ratios of sugars to I
_-acids; its higher  content of soluble solids: its different flavor; its* -
shorter maturing period after flowering, which is six to six-and-
one-half months; and :its higher rate of productivity on sour.
orange rootstock all as compared w1th the Washmgton navel'
orange 28 : , . . _ T

An 1ngen10us but unsuccessful argument was: made to the
effect that-the parent tree’s‘existence in a small citrus grove
for twenty-five to thirty years-prior to its discovery by plaintiff
“constituted ‘knowledge or use by others’ or such “public use’
as-to:make U.S. Plant Patent 625 invalid.”?® Denying defen-
dant’s: motion for ‘summary ju'dg'ment' the Nicholson ‘court’
held that the “mere existence” of the parent tree did not
defeat the claim in the absence of any evidence “that its dis-
tinctive character and its value were appre_c:ated by’ _anyoner
prior to its discovery by plaintiff.” The court relied on cases -

-distinguishing “accidental” use from knowing or repeated
a7 133°USPQ at 374 nl7. '

28125 USPQ 157, 158. (S D. Fla. 1960)

2,
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and experience in the field, and subject to reasonable commer-

cial tolerances, display identical characteristics when common-

ly exposed to any given set of environmental conditions, and

‘which are d:stmgmshable from individual plants of other varie-

ties when exposed to environmental cond1t10ns in which such-
: dlstmgu:shmg features w111 be: mamfested 22

In support of this resolutlon the Comrmttee declared B

The meaning of the term “variety” is fundamental to mterpre-
tation of 35 U.S.C. §161, but is not defined in the statute or in
the science of taxonomy. The range of variations between sepa-
rate clones of asexually reproduced plants of some species ex-
tends: from  miniscule - differences lacking commercial or
horticultural import, and observable, if at all, only by a scientist.
under laboratory.analysis, to dramatic differences-in horticul-
tural performance, appearance and other: characteristics of
major industrial significance. The Proposed Resolution is in-
tended to foster the patenting only.of varieties which represent:
a meaningful departure from existing stock. In. addition, -the
Proposed Resolution recognizes that horticultural treatment G
- affects the observable characteristics of plants; and that under T
some circumstances a patent should be extended to a new de- '
velopment whose advantage lies primarily in the ability of the
plant to withstand adverse. growing conditions (e.g., heat or
drought tolerance, color or form retention. of a ﬂowered crop.
under conditions which. damage the appearance of otherw1se=
sumlar emstmg plants, ete.).23 :

The reference to a “meaningful departuro:fi-o-n:i e‘x"i.sting
stock” might easily be misunderstood. The leglslatlve hlstory
of the 1930 Act makes it-clear that: - BT

In order for the new variety.to be distinct it must have charac-
teristics clearly dlstmgu:shable from. those of existing varieties,
and it is immaterial whether in. the Judgment of the Patent
Office the new charactenshcs are mfenor or superior to.those
of existing varieties. Experience has shown the absurdity of
~ many views held as to the value of new varieties at the tire. of

22 1978 Committee Repts. at. 70
23 Id., 70-71. S
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for: pubhc use or as'a bas1s for further exercrse of the art of
selec‘uon 14 SRR :

The Committee also. pomted out that at. the time of the
adoption of the Constitution, the term “inventor” was still
used-in the:sense of “one ‘who finds out,” as corroborated by
the use in the Patent and.Copyright Clause of the term “dis-
covery.”s Finally, the Committee noted the expansiveness
-with ‘which the’ Supreme Court interpreted the constrtutlonal
terms “commerce” and “writings,’*16

A patent office decision, discussed infra, nonetheless: ques-
tioned the applicability of the act to seedlings found in a cul-
tivated area. Despite the objections of Commissmner Watson,
a 1954 amendment expressly extended protection to “cultivat-
ed sports, mutants, hybrids, and newly found seedlings, other
than-a tuber-propagated plant or a plant found m an uncul—
tlvated state 7 . : -

4§ 8.4 What isa Vanety
Accordmg to the 1930 Comm1ttee Reports

New and dlstmct vanetles fall mto three classes—sports mu-
tants, and hybrids.- S s L :

In the first class of cases, the - sports, ‘the new and dlstmct vanety
results from bud variation and not seed variation. A plant or
portion of a plant may suddenly assume an appearance or char-
acter distinct from that Wthh normally charactenzes the vari-
ety or spemes '

In the second class of cases, the rnutants the new and dlstlnct
variety results from seedhng var1at10n by se]f po}]matlon of-
. spec1es : : R

In the. third class of cases, the hybnds the new and drstmct_
vanety results from seedlings of crass pollemzatlon of two spe-z_ _

14§ Bept 315 7lst Cong 2d Sess (Apnl 2 1930) at 9-10
151d;, 10-11.- A
16 Td:, F1-120 = e ot o

- 1768 Stat 1190 (September3 1954)
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Constitution grants to Congress.}t: "~

Robertson would have limited protection to new varieties
produced, “for example, by cross polhnatlon resultlng from
human efforts.”12

Commissioner Robertson did not refer in ins letter to the
fact that “a plant which reproduces itself wrthout human aid”
was excluded from plant patent protection, a provision which
seems to answer his: obJectlon as quoted above.

A second. bill was introduced by- Senator. Townsend in the
Senate (S. 4015) Wthh did nothing to allay his concerns, as it
protected “any distinct and newly found: varlety of plant and .
deleted the-exclusion referred to above. - '

Shortly thereafter, Congressman Purnell 1ntroduced H R _
11372, which did not refer one way or another to the patent-
ability of newly’ found. plants The House Comrmttee Report
however stated that R : '

The bzll does not pfomde for patents upon vanetws of plants
newly found by plant explorers or others, growing in an uncul-
twated or w:ld state. 13

'The ﬁnal sectlons of the reports presented an nnpassmned
defense of the constltutlonahty of the bﬂ} :

: ;The only questron is, is: the new. vanety a d.lscovery and is the o
originator- or- d1scoverer an-inventor?:. :

There is a clear and logical distinction between the discovery
of a new variety of plant and of certain inanimate things, such,
for example, as a new’ and useful natural mineral. The mineral -
is created wholly by nature unassisted by man and. is likely to -
be discovered in various parts of the country; and, being the"
property of all those on whose land it may be found, its free use
by the respective owners:should of course be permitted. On the:
other hand, a plant-"discov._ery‘ resulting from cultivation is
unique, isolated, and is- not repeated by nature, nor-can it be
reproduced by nature unarded by man, and such drscovenesf

1 Arzberger Rec at 82
12 1., 83.
13 H Bept No. 1129, 71st Cong 2d Sess (1930)
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§ 8.03: . Protected and’ Unprotected “Plants” Under the o
Plant Patent Act :

SHY- -'Bact'erx'a' -

- In 1938, Cornelius F.-Arzberger unsuccessfully applied for
a plant patent on, “Bacteria herein described and designated
as Clostridium saccharo-butyl-acetonicum-liquefaciens.™
Two years later, the CCPA ruled that bacteria, though
“plants” in. a strict botanical sense, were not “plants”-within
the meaning of the Plant Patent Act.® The infirmities-of this
holding are: discussed in thls author s artlcle, Arzberger Under
the: Microscope.? =~

The Arzbergerholdmg ‘was 1gnored by the Board in Ex parte
Solomons, reversing the exammer s rejectlon of a claun toa
mlcrofungus = ; comiet i e -

A novel non—tox1c fungl Fusanum grammearum as descnbed in

~ the foregoing specification which has been deposited with the
Commeonwealth Mycological Institute and identified. as Fusan—
um grammearum Schwabe'LM.L. 1454258 . e

In: 1966 a resolution passed by the PTC Sectlon of the ABA
appeared to favor plant patent protection of microorganisms.
In 1976, its Plant Patent Committee drafted a resolution ex-
pressly favoring amendment of the Plant Patent Act to include
microorganisms. Questions were raised when the: resolution
was debated as to the applicability of the “asexual reprodiic-
tion” requlrement to microorganisms, and as to whether inclu-
sion was “100 percent essential” in order to come within the
Union for the Protection of New Vanetles of Plants (UPOV)

A mohon to delete was carned R

5In re Arzberger,'46 U S P Q 32 (CCPA 1940)
§Id. - S .
7 Cooper, Arzberger Under the - Microscope—A Cnt:cal Beexammatlon of
the Exclusion Bacteria from Plint Patent Protection, 78 Patent and Trade-
mark Rev. 59 (Feb. 1980) and 7:Rutgers J. Computers, Tech. & Law 367
{(1980). See also Daus, Bond & Rose Mlcrobnologlcal Plant Patents, 10 IDEA
87.(1966)." i ¥ R
8-201 U S P Q 42 POBA 1978)
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- propagated lines which-were prevrously developed and
mamtamed in: 1solat10n : S "

Dependrng on 1ts source, seed is: classrfxed as breeder seed,
foundatron seed, registered seed, and certified seed. Several
seed depositories (“germplasm banks”) exist, though their.use
has been less critical from a legal point of view than that of
type culture- collectlons of rmcroorgamsms o

§ 8 02 The Plant Patent Act

. Lhave b_een: for years in correspondence with Ieadmg.breeders,_;
~nurserymen, and Federal officials; and I. despair of anything
_ being done at present to secure to. the plant breeder any ade-
quate returns for his enormous outlays of energy and. money. A
man can patent a mousetrap or copyright a nasty song, but, if
he gives to the world a new fruit that will add millions to the
“value of the earth’s annual harvests he will be fortunate if he is
rewarded by so much as having his name connécted with the
- result. Though the surface of plant experimentation has thus far’
only been seratched and there is so rouch immeasurably impor-
 tant. work waiting to be ‘done in this line, I would: hesitate to
- advisea young man, no matter how gifted or devoted, to adopt
--plant breeding as a life work until [Congress] takes some action
- to protect his unquestioned. nghts to somie beneﬁt from his
achievements.? : : :

These pessrrmstlc words were penned by Luther Burbank
who gave the world the Shasta dalsy, the Chrimson Winter
rhubarb, the Burbank potato, and some 800 other new vatie-
ties, Reactlng to such compla.mts,

In 1928 John Drenner] conferred w1th Secretary Arthur A
~ Hyde, then Secretary of Agriculture, with a view to provxdrng
_ legrslatron granting broad protection like that of a patent to all

originators of plants and animals and products thereof, such as

frurt roots eggs leaves seeds etc Secretary Hyde was en-

3 I-I R Bep No 1129 7lst Cong 2d Sess (1930) at 2
86



(d) Herbaceous-——-geramum -coléus;. chrlsan-
_ themum-
(8)- Lieaf . cuttings—begonia: - rex; Bryophyllum,
Sansevieria, African-Violet
. (4) Leaf- bud cuttmgs-—-blackberry, hydrangea
o HE- Grafting - -
(1) Root: graftmg S MR
~ (a) Whip:or tongue graft' ‘ ple and pear
17 12)> Crown:grafting <"
= (d): " Whip-or: tongue graft—Persmn walnut
(b} Cleft:graft==camellia:-
{c) Side graft—narrow leaved evergreens
(3): Top: grafting: .
S (a) Cleft graft<—various: frult trees
- (b).- Saw-kerf:" or* notch graft—vanous fruit
ctrées . S
we). ‘Bark: graft—varlous frult trees
s e (d) Side graftesvarious friit trees
(e) Whip:or tongue graft——vanous frurt trees
o4y Approach: graftmg—-—mango :
I Budding: pimEL
(1) T-budding—stone: and ‘pome: frult trees, TOSE -
(2) Patch budding=—walhut-and: pecan
(3). Ring budding—walnut and pecan.
(4) - IFbudding—walnut:and pecan. -
(5):-Chip: buddmg—grape mango
J. Micro-propagation: . .« i
= (1)1 “Meristem” culture—orchld carnatlon
+:{2) Tissue: cultureu—tobacco : :
(3). Embryoids—tobacco- .
A4y “Embryo?. culture-——-erchl
[ (5 )“Callus” culture]

The term cultlvar isa; contractlon.:of the phrase “cultivat-
ed variety,” and:differs:-from-a ‘botanical variety.” “Variety”
and “cultivar” are. synomymous Cultwars have been classified
as follows:%- - - = s T '

Asexually reproduced cultwars

21d;, 15
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for gene recombination. (The precise technique will vary de-
pending on whether the plant normally relies:on self-pollina
tion or not) If the outbréd “genotype - offers’ desirable
phenotypic characteristics, it will then be inbred to obtain a
pure line that breeds true.

A second method is the. alteration of the number of chromo-
somes (“ploidy”). Polyploidy is associated with changes in plant
size:: Séveral chemicals; ‘e.g.; colchicine, induee polyplmdy

A third method is the explmtahon of mutattons Smce most

makeup of a sex. cell Second it may affect a, somatlc cell (one
not a part of the plant’s reproductive: apparatus) Depending
on the particular tissues affected, the plants Ty be referred
to as “chimeras” and "bud sports e

may be induced to.fuse,to. regen'erate a cell wall, and to prohf-;-
erate, the culture eventually growing into an entire plant A
related technique is the transfer of plant’ organeEes, some of

A ﬁfth method is the transfer f exogenous, DNA 1nto the:'.




tice, It'i is also unportant that eligibility 1 for the extensmn of I:he
patent be clearly demonstrated in the application, The statute
does not permit one to supplement or amerid.the application
later to show eligibility. According to the statute, the applica-
tion must identify the approved product; the pertinent regula-
tory statute, the patent-to. be extended, and the pertinent
claims of that patent; enable the PTO to determine the eligibil-
ity of the patent for extension; and enable the PTO and FDA
to determine the period of the extension; and.briefly:describe
the activities undertaken by the applicant during theapplica-:
ble regulatory review period:with: respect to the approved
product and the significant dates applicable to such activities. -
More specific. guidelines addressing the contents of the ap-
plication were. pubhshed at 1047 TMOG 19—20 (October 9,
1984).. . ..
The determmatlon of the PT O a.nd F DA regardmg the ap-
plication for. extension is published in the Federal Register. A
third party may. petmon the FDA to hold a hearing to inquire
into whether the. apphcant had acted with due diligence dur-:
ing the regulatory Teview. penod The petition must be. filed
within 180 days of notice. This. means that companies in the.
field will want to monitor the Federal Register for notices of
determinations under the Act so that they point out the appli- .
cant’s misdeeds in time to forestall i issuance of the certlﬁcate;i :
of extension. “The fee for applymg for an extension was set at
$750.00 on September 25, 1984.°Tt may be rewsed in the ﬁnal_ _
regulatlons unplementmg the Act : PR
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approval. Only uses approved for the approved product ‘dur-
ing the orlgmai term w111 be covered by the patent as’ extend-
ed N

-Let us-examine several common s1tuat10ns in drug develop-
ment. The easiest case is when a company develops and pat-
ents a novel chemical entity which it recognizes has a human
- drug use. It ‘conducts preclinical studies, and then, after ap-
proval of its IND (investigational new drug) application, clini-
- cal studies on the drug entity. Based on the data thus collected,

it files an NDA (new drug application). Once its NDA is'ap-
proved by FDA, it may market the chemical as a drug. Pre-
sumably, the company would apply for extension of the term
‘of its product patent on the chemical. The company’s rights i
the extension term would cover only the use of the approved
chemical for indications approved during the original term,
and would not cover other uses, or unapproved chermcals
within the scope of the patent’s generic claims. * _

Next, suppose that the chemical is itself an old one, patented
by another, and that you have obtained a patentona medlcmal
use of the chemical. After the approval of your NDA for that
chemical entity, do you have the rlght to apply for the exten-
sion of your use-patent?- Only if you hold the first approved
NDA for that chemical entity. Thus, if all you have done is
obtained approval for a new therapeutlc use for the drug, you
are not entitled to an extension. On the other hand if the
~ previous uses of the chermcal were: nondrug uses, you would
be entitled to a patent term: extension.’ :

Another situation which may arise is that 3 you have dxscov-
ered a new way of producing a drug entity first produced by
another. If your. method of rmanufacturing “the product

“primarily uses recombinant DNA technology in the manufac-
ture of the product,” you may still apply for an extension on
your ‘process patent after obtaining regulatory approval for -
your: process even if the drug entity had received a previous:
regulatory approval. Process patents clau’mng more conven-
tional manufacturing methods are extendable only in the usual

“first approval™ situation. -

Accordmg to the Dmge]l Beport on H R 3605

The Commttee § b111 reqmres extensmns to be based on’ the
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Non-profit contractors-(1).cannot assign the invention, other
than to a patent management company; (2) cannot grant long-
term exclusive licenses to parties other than small business
firms without first obtaining Federal approval, and (3) must
share any royalties with the inventor and use their own share
of the royalties for research and development or educatlonal
PUrposes.

Exclusive licensing’ of rights to a licensee - who wﬂ] not be

manufacturing pertinent products “substantially in the United
States” is forbidden, unless the agency is shown that reason-
-able but unsuccessful attempts have been made to similarly
license domestic manufacturers, or- that domestlc rnanufacture
is not commercially feasible. '

The contractmg agency may compel hcensmg of the inven-
tion; under “terms that are reasonable under the circum-
stances,” if the agency determlnes that such actlon is: necessary

: (a) ‘{Blecause the contractor or a531gnee has not taken or is

. notexpected to take'within a reasonable time, effectwe

-~ steps to achieve practical apphcahon of the subject in-
“.ventionin such field-of use;:

(b) [Tlo alleviate health or safety: needs whlch are not rea-
- sonably satisfied by the contractor, as31gnee or other
i+ - licensees; e

(¢} -[Tlo meet requn'ements for publlc use spemfied by Fed-
" eral regulations and:such requirements are not reason-

ably satisfied by the contractor, assignee; or licensees; or

- (dy {B]ecause the agreement required by. section 204 has
" not been obtained or -waived ‘or because a licensee of
 the exclusive right to use or sell .any subject invention

° " in the United States is:in breach. of its. agreement ob-

-"g-==-ta1ned pursuant to sectlon 204 E o

Unhke the provisions: relatmg to Federal contractors, the
provisions of the new legislation relating to licensing Federal
patents apply to large corporations as well as small-businesses
and non-profit organizations. In: order to encourage corpora-
tions to develop federally-owned inventions, the bill author-
izes the granting of exclusive or partialty-exclusive licenses if

the interests of the public:are best served ‘thereby-andif it is
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. 'While. the Technology Innovation-Act remains a. potential
statutory vehicle for encouraging innovation, it has remained
a “Potemkin village,” so far as any practical:assistance to re-
search is: concerned ‘because of a-lack-of funding. -+ - a
- ‘Hopefully, the National: Cooperitive’ Research Act of 1984
will have a: greater practical effect. The new statute mandates
“rule of reason” antitrust analysis for-certain research-and de-
velopment joint ventures, In other words, these ventures can-
not be considered per se violations of the antltrust laws.
Moreover, even if an antitrust v1olat10n is found recovery is
limited to actual damages (the usual antitrust: recovery bemg
‘treble damages) AR e : '

§ 7 03 Umversxty Research Patents, and the Govemment

A srgmﬁcant amount of recombmant DNA research has
been financed by DHEW. Consideration of the government’s
interest in-recombinant DNA :researchiinventions develeped :
under DHEW: support is therefore desirable. . - . :

In 1976, several universities, including Stanford- and the-
University of Cahforma, sought a’ formal advisory opinion’ by
NIH on the patentmg ‘of recombinant' DNA research inven-
tions developed under NIH support. ‘NIH sohc1ted comments,
and decided that its éxisting’ institutional Patent Agreements
(IPAs) were acceptable The IPAs gave the Umted States a
royalty free hcense, and restncted the umversrty s right to li-
cense. the Ppatent on an. -exclusive: basis. It also. restncted the
university’s right to share royalties with the inventor. The. uni-
versity’s right -to .exploit the invention. as a trade secret was

essentially- subject to. government- pleasure, the government |

having the right to disclose the invention. It also has:the.right
to-compel licensing- of patented - 1nvent10ns Wthh have not
been worked” by the umversrty L : 4
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ing from use of the employer’s time, materials, or facilities.*

If the university .acquires title in the invention, it may (1)
dedicate it to:the public, (2) make it available, for a modest
royalty on a nonexclusive basis, or (3) make 1t available, for a
higher royalty, on an exclusive basis. .

These questions of interest become quite complex when a
university professor is engaged in related research at both the
university and with a commercial concern. If the: research
bears fruit, it:is likely to.carry the bitter aftertaste of litigation..

In 1984, a North Carolina appellate court ruled that univer-
sity researchers were not entitled to have a constructive trust
imposed on trade secret royalties received by their university
in connection with the secret process which they had devel-
oped there as the process belonged to the schoal under the
“hired to invent” doctrine.®

§ 7 02 Government Efforts to. Encourage Research Jomt
Ventures ' L L o .

On October al, 1980 Presuient Carter srgned S 1250 mtou
law | ‘as the “Stevenson-Wydler Technology. Innovation Act of
1980.” The basic purposes of the new Act are to establish-
funding and'cooperation betweexr industries and universities
for generic. research (e.g.,’ research in ‘basic areas: such as
materials) and to improve dissemination of federal technology.:

To attain the desired cooperation for generic research, the-
bill establishes “centers of industrial technology.” These will
be universities or other non-profit - host orgamzauons which -
submit a satisfactory plan for research activity in ‘cooperation
with industry. The emphasis will be in areas of generic re--
search and other areas where the technology is likely to bene-
fit the U.S. economy. If the plan-is approved, Government
funding of up to 75 percent of cost can be obtained. Nineteen
mzlhon dollars has been allocated for estabhshmg such centers.__

"4 United States v. Dubrher Condenser Corp " 289 U S 178, 188-189 (1933)

5 Speck v. North Carolina: Dairy: Foundation, Inc., 28° BNA: PTCT- 757
(Oct 25, 1984, decision rendered August 28, 1984).
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mtroduced by transfernng a gene encodmg that charactenstlc ’
mto a plant cell and regeneratmg the plant from that cell

_ .iUncertam Before the EPO tlus product may be cons:dered to "

_bea newn--non-patentable—vanety or the result ofa patentable -

_microbiological process. In the latter. case, the products of mi-

crobiological processes would be deemed not to be covered by

" the exclusion from patentability of plant vanetles T}us matter‘ I
is currently be1ng exarmned by the EPQ. 7

) . Questlon 1.2. 22—-—ce11 of a. partrcular known plant vanety con-,_-r'
: _tamlng a partacular addlt:onal gene.

Yes,.cells are not considered to be: plant varieties but the prod-
-ucts of microbiological processes (Artwie 53(b) second. part of .
. the sentence). - : ; o

) Question 1.2. 24—plant of genus % contammg a forelgn gene for ?
re31stance to a partlcular herbrclde e '

Uncertam The answer would be yes 1f the p]ant were conmd- _

" ered to be a product of a rmcrobmloglcal process. On the other 7
hand, the fact that it is a genus and niot a variety may be regard-
ed as insufficient to prevent it being excluded under Article
53(b) EPC, as a genus compnses a hmlted number of varieties.

,Questlon 1.2. 25—p1gs contalmng in. thelr heredltary matenal a B
“‘foreign gene acceleratmg their growth

Uncertain, see 1.2.24. The reply depends on whether or not a
pig is considered to be an animal variety.

Question 1. 2 26—-—seed of wheat treated w1th a parhcular cheml-_
cal s TR S 15 S
. Uncertam for the same reasons as 1 2 21 (second sentence)

Questlon 1.2, 27-—plant x treated w1th mlcroorgamsm ¥y to im-
prove its. res;stance T

Yes, if they are plants in general and not 1nd1v1dual varieties.:

Whl.le these answers hardly prormse protectlon of trans-
genic plants and animals, they make it clear that the EPO will
not deny such protection in a “knee_]erk” fashion. It will con-
sider whether the claim is directed to a “variety” and whether
the organism is the product of a “microbiologicial process.”
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that are valid for several varieties (for example a whole _
' genus) ‘In this context the variety notion must be interpret-
*_ed as in the Plant Variety Protection Law. . ., i.e., by refer- .-
“ence to the ‘criteria: of homogenelty, stablhty and
“dlstlnctness from other plant vanetles '

—_ Product cla1ms relatmg to other botamcal matenal in par- .-
" ticular structural elements that may not be regenerated
" into whole plants such as, cell hnes modxﬁed cells, genes,
plasmids, etc. : o

4 Wlth respect to mvennons relatmg to ammals the apphcable _
' cntena wﬂl be the same as for plants . B

(See. Sw:ss Patents De31gns and Trademarks Gazette, Ed A
March 27, 1986, quoted in UPOV. document CA] l XVII/ 8,
April 14, 1986 Annex, boldface added) o

Thus, in, Sw1tzerland at least, if one mtroduces a foreign'
gene into an animal by microinjection, and claims the resulting
genehcally engmeered animal without limitation.to any. par-.
ticular variety (breed) of animal, the claun would be potentlal-
ly patentable . _

1 would suggest that transgemc ammals wh1ch were 1ncapa-_-
ble of transmitting the new. genetic information to their off-
spring (i.e., animals in wh1ch the forelgn gene was borne only-
by somatic cells and not by germ cells) would be especially llke- '.
ly to be considered outside the compass of “animal varieties,”
as the genetic characteristic nnparted by the fore1gn gene,
could not then be considered stable.” .- .

‘Besides argumg that one is clanmng an ammal” and not an

“animal variety,” one may. contend that the transgemc animal
is the “product” of a “microbiological process > The EPO in-
terprets the term “microbiological process” as encompassing
not only methods of using microorganisims (.., fermentation
processes), but also’methods of producing’ new ‘'microorga-
nisms. (See EPO Guidelines for Examination, Ch. IV, 3.5.) The
EPO seemingly considers-a microbiological process to be one
in which there is direct human manipulation of the genome
at a cellular level, whether that manlpu.latxon involves classical
mutation-selection techniques or “gene splicing.” For this rea-
son, genencally éngineered plant and animal cells are already
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zicevic later commented that ammal coats wath a srgmficant
ornamental character might likewise be protectable a7

$§ 6 05 Protectlon of Genetlcally Engmeered Ammals
Under European: Patents '
Article 53 of the European Pat_'erit'Conve_r}tion"s_tates
Euroﬁean 'patexit's sha]l'-'hot be graﬁt’ed 'irr reslieetﬁ 'of ; e 4 ,' |

(b) Plant or ammal varieties or essentially biological processes,
for the production of plants or animals; this provision does not
apply to mrcrobrologrcal processes or the products thereof

At present the partles to the Convennon are Austria, Bel-
gium, France, the Federal Republic of Germany, Luxem-
bourg, Greece, Switzerland {and Llchtenstem) Sweden, Spam
the United Kingdom, Ttaly and Monaco.

Seemingly, Art. 53(b) interposes an. msuperable barrier to
the patenting of animals in Europe. However, the prohibition
of Arhcle 53(b) is by no means as broad as it appears to the un-
of the terms ‘varieties, essentlally bmlogrcal processes,”

“microbiological processes” and. “products.” While it is too
soon to say that the question is settled, the odds are good that.
those ‘engaged in the genetic mampulatlon of animals by
rDNA téchniques will be able to obtain rnea.nmgful aniral pa-
tent clarms in Europe wrthout waltmg for any kmd of statutory '
change. ‘

"The decision of the EPO Techmcal Board of Appeal in Prop—
agating material/CIBA-GEIGY (July 26,1983) was revolution-
ary in its 1mphcahons Appeal had been taken from a rejection”
of a'claim to “propagating material for cultivated plants, treat-
ed with an oxime derivative aecordmg to formula I of claim
1.” The Examiner was of the opinion that the claimed subject
matter was barred from protectlon since- 1t comprlsed cherm-
cally treated plant vanetles : : : P

3y £

a7 Letter to the Editor, ]PT 08, 651 (Nov 1987).

6-26



| 1) Distinctness in the sense-that the variety clearly differs
. . .by one or more identifiable morphologlcal ‘physiologi-
_cal or-other charactensncs from all pnor vanetles '

2) Umforrmty in- the sense that any vanatxons are: descnb—:
... able, predictable. and commercially acceptable; and

. (3) Stability in the sense that the variety, when sexually re-

' produced or reconstituted, will remain unchanged with,

~regard to its eéssential and distinctive characteristics.

“with a reasonable degree of reliability commensurate;

" with that of varieties of. the same. category in whlch the :

o same: breedmg method is; employed Az

VVhﬂe thxs deﬁmtlon was. drafted to serve the purposes of"
the Plant Variety Protection Act of 1970, it is remarkably simi-
lar to Article 31 of the 1969 Hungarian Patent Regulations;
which,. though :it refers to: plant varieties,” apphes mutatzs
mutandis (under Artlcle 36) to ammal breeds At

| :.Arncle 31 (re Artlcle 67 of the Law)

(1). [An ammal] vanety is new. 1f 1t dlffers from known__,.
~ breeds in at least one essentlal characteristic. morpho-}.
logically, physmlogtcally or in other respects.

(2) [An animal] variety is homogeneous if the . essentlal,
“ characteristics of its members—havmg regard to its sex-

- “-ualor asexual propagatory properties—are identical.
(3)“[An-animal] variety is relatively stable if in the course

-of propagation by natural or arfificial means or'in the
-course-of-a propagatory cycle its- essentlal characterls- '

: 'tlcs agree w1th those in: the descnptmn i

Even 1f multlcellular orgamsms ‘were: thought patentable .
under 35 U.S.C. §101, most applications would fall afoul of 35"
U.S.C. §112. If the devisers of new forms of multicellular life.
are.to. be accorded the beneﬁts of the patent system and

427USC§2401 ' T e e
432CSinnott, World Patent Law and Practice at Hungary-39 (1977) Artxcle
3] was'amended in 1983; apparently to accommodate the UPOV reqmre-
_ ments, -but:its general: thrust is unchanged B -
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Kandlyohl mutant.* Similar nuclear’ transplantatlon experi-
ments have been'successfully carried out with other species
of amphibia, as well as with the ubiquitous fruit fly, and even
in two animal species of commermal 1nterest the honeybee” '
and the golden carp.’® :

Theoretically, therefore, a new species of amphlblan cauld
be developed by tradltlonal techniques. (controlled breeding)
and the resulting new variety cloned. The cell culture eould
be keptina repository and nucleus transplanted to enucleated
eggs whenever there was a demand for an adult. Development
could be halted and some cells preserved in order to replenish
the cell culture on file. Arguably, the deposit of a cell culture
in this repository would satisfy. the requlrements of 35 U.S, C.
§112,

There are certain problems in proceedmg from nuclear
transplantatlon in amphsza. to mammahan clomng

* What is needed for mammahan clomng? A source of eggs, _
enucleation procedure; a supply of donor’ cells, a ‘technique to N

- put egg and donor nucleus.together; and a means of culturing
the developing clone until it can survive on its’ own are the es- -
sentlal prerequlsltes 39 o EER

._McKmnell suggests hormone-mduced ovulatlon as:-a source -
of eggs; removal of the nucleus with lasers or chemical agents;
in vitro fertilized eggs as a source or embryos, use of the Sendai
virus to increase the likelihood of cell fusion, and foster moth-,
erhood of the embryo a0 fi S

3 SeegenemllyR G. McKmnell Clonmg——NuclearTransportatzon mAm- .
phibia (1978). '

37 DuPraw, The Honeybee Embryo in Method.s of. Developmental Bwlogy .
183-217 (F. H. Witt & N. X. Wessell'eds. 1967). -

38 118 Sci. News, 214.(1980) displayed a. photograph ofa four—month oid '
four- inch long carp produced by scientists atthe Chinese Institute of Hydro- .
biclogy by transferring a nucleus from a blastula (immature cell) to an enu-.
cleated unfertilized egg. ‘Fifty-nine nuclear transplantations were needed
to reach the “adult” stage. Among 169 attempted transplants; only two fish
developed to the “fry” stage. Id. at 72. 117 Sci. News [5] (1980) reported Sovi-
et scientist- Mikhelson’s proposal to activate a long-frozen maimmoth nucleusx .
by implantation in an elephant ococyte in an elephant’s uterus. - - '

3%R. G. McKinnell, Cloning—A BlOlOngt Reports 79 (1979)

a0 Id at 80-93..
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mercial: poultry: art {(who.: would: presumably. be: familiar: with.
Mendelian geneties) that the yield. would not be- 100 percent
: Fmally, the CCPA:- pomted to. the faet: that o

) [A]ppellants mvenhon cannot be pract:ced unless ch1ckens :
- with the nr gene are; available: Cf Inre Argoudelis; 434 F2d‘__
1390, 58 CCPA 769 (1970) Feldman v. Aunstrup,. 517 F.2d -
‘1351 (CCPA 1975). The specﬂicatlon contams no: disclosure of '
where. chickens:having: the nr gene may be- obtained; nor does s
i:indicate that breeding; stocks of: nr—beanng ch1ckens are pres-=
- ently: bemg ma.mtamed 3z R L T e B

_V In Rote Taube, the smgle German patent cIau‘n was du'ected
to a:- Lo o -

Method for breeding a. dove w1th red plurnage whlch is: cons1d- .
“érably larger with respect to other doves of the' same color, has. .
‘a.considerably larger wmgspread the cdlors of the plumage of "
‘the 'wings being considerably more beatitiful and more intense;
-and having:a. craw which is éxtremely. large in relation to: the-

- size of: the:body, in - which-an: Altdentsche Kropferis crossediin .

..the first: step:of the process.with-a-Rote Romertaube; the doves. .
resulting from. this crossing: are selected according to size.and.
color; a selected. product of said:crossing.is bred.in the:second:, :

: ,step witha:Roter HessenKropfer of the:dovesthus obtained one. .

againis. selected a.nd bred in; the thu-d step thh an-Aldeutscher: .-

The clalm was rejected on grounds akm to’ those espoused
by theé CCPA in Memt The- Bundesgemchtschof conicluded:

. In the present case as is: emdent from the ﬁndmgs of the Patent.-'; e

Ofﬁce the:method: for. breeding:a-dove. . ..is:not-repeatable. -

-+ [T]he disclosure:of thebreedingaethod in the patent:speci=

: -ﬁcatmn and’its: charactenzanon ifr thie-¢laim: [will} not'ensure. - -

" 'a genetically | identical repetltlon of such breedmg method and -
under no circumstances caivit be'assamed that the same genet-j S
ic results would be obtained with a high degre -of,‘ certainty..

..The amhal animal species. are characterized in.a general man-.

‘$21dn9;
33 1 IIC. 136 (Bundesgenchtshof March 27, 1966).
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Allen.?”® The contested cla.uns were to polypicnd Pac1fic oys-
ters” produced by applying hydrostatlc pressure to oyster zy-
gotes to induce polyploidy and then cultivating the polyploid-
zygotes. The Board considered itself bound by the expa.nswe_
interpretation of “manufacture” and “composition of matter”
adopted by the Supreme Court in Chakrabarty: “anything
under the sun that is made by maﬂ The Sectlon 101 re]ectlon
was-accordingly reversed. - S :

Subsequently, the Comm1ssmner announced in Apnl 1987
that the P.T.0. would censider nonmaturally oecurring nonhu-
man multiceBular living organisms, including animals, to. bc
patentable- subject matter under 35 U.S.C. 101.277. .

On April: 12, 1988, the U.S. Patent and Trademark Ofﬁce,_z
1ssued a patent W1th the followmg main cialm 278

L A transgemc non-human mammal all of whose germ celIs and:
somatic .cells contain: a. recombmant activated..oncogene. se-.
quence,. mtroduced into sald mamimal, or an. ancestor. of sald
mammal at an embryomc stage. . ; .

It will be noted that this claim is not hmlted to any particular
spetnes of mammal Anjmals of the: type claimed were dis-
closed to be useful in testing possible carcinogens because of .
their extreme propensity toward the development of tumers.

§ 6 03 Draftlng Patent Apphcatlons for Ammal Vanetles

Ammal husbandmen may have’ trouble sat:sfymg the en-‘_
ablement requirement of §112, as Merat and Rote Taube (RED-
DOVE) show that it is: very dlfficult to satisfy this- requlrement, _
by means of a phenotyplc selectlon system 8 '

276 SUSP; Q 2d 1425 142.7 (BPAI 1987)

20T 07T 0.6.24; 33PTC] 664:

-8 Lieder; USS. 4,736,866 BRI _

-28Inre Merat, 519 F. 2d: 1390 (CCPA 1975); Exparte Schremer (Red Dove), :
1 Intl Rev: Indus. Prop. & Copyright L. 136/(1970). Here it is perhaps neces- -
sary to define certain terms commonly employed by animal breeders. A typi-
cal animal mating system involves some- combination. of inbreeding and -
outbreeding. Inbreedmg is the matmg of mdmduals more closely related
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In Bergy I the ma_]onty cautloned that the CCPA was ‘not
' demdmg whether any living things other than microorga-
nisms are within Section 101.” "As the dlssent pomted out, this
was a “gratuitous distinction.” .

Finally, in Diamond v. Chakrabarty, the majonty stated

“the relevant distinction is not between living and inanimate

things, but between products of nature, whether hvmg or niot,
and: human—made inventions.” It read the Plant Patent Act as
a reaction to a perceived disclosure. problem,’ rathér than as
an attempt to extend the scope of tatutory subject matter.

"It thus appears that novel animal breeds should be conSId-
ered patentable subject matterunder §101. The * nonstatutory
subject matter” arguments advanced by thé Board with re-
spect to the Merat application were. ‘soundly criticized by the
Supreme Court in Chakmbarty The dissenters in Bergy I ad-
mitted that there was no rational distinction between “micro-
organisms” and “honeybees” so far as §101 is “concerned.
Finally, there is no doubt that a novel animal breed may be,
in Chief Justxoe Burger’s words, “the result of humsn mgenuxty_
and research,” and not mierely “nature’s handiwork.” =

Dr. Jorge Goldstein has pointed out that support for this in-
terpretation is offered by : an obiter dictum in the CanadlanAb-_
itibi-Price  decision.”?" " The - Commissioner - ‘specifically -
suggested that a new and nonobvious insect which preys.on
the spruce bud worm might be “every much a new tool of man
as a microorganism,” and hence patentable. While Dr. Gold-
stein is correct in stating that this decision is not legal préce-
dent in the United States, I Would hesitate to say .as he does
that it is “of no legal significance.” In areas of legal controversy
in which there are no applicable American opinions, a.court
may well look to a Canadian decision for guidance. (The Cana-
dian patent statute is modelled after our own.)??3 .. . ‘

Rene Tegtmeyer ‘the. Assmtant Commissioner for Patents
declared in October 1984 that “life forms other than microor-.
ganismsand certain plants will be.denied protection under the:
general patent laws A genetlcally rnodlfied animal was a ngenz

272 In re Ab1t1b1-Pnce, Inc 1 Blotechnology Law Reports 48 (Ca.n Comrnr .
Pats., March 18, 1982.
" 2731 A, Goldstein, From Pseudomonas to the B1rds Are Ammals Patent
able?, Becombmant DNA Technical Bulletin 6: 57, 59-60 (lune 1983).
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tional: manufactures.can be patented.?' This pattern of think-
ing has throttled agricultural innovation: “While agriculture
was making slow progress in the development of new plants
and animals and products-thereof; the industrial system under
patent protection forged ahead with astonishing speed.??.

When new plants and animals. have been developed,. they
have changed the :course of history. The Maginogion; the
Welsh: book. of legends; . tells .that .when - Prince: Gwydion
learned that Pryderi, one of the rulers of the Welsh Hades; had
received a new kind of animal as a gift, Gwydion stole these
wondrous beasts-—p1gs-—-for ‘(a) new race of beasts might
prove precious to Gwynedd,” his kmgdom 23 .

The invention of the. stirrup made mounted shock combat
possible, but a new breed. of horse was needed to bear the
heavily armored kmght Deliberate selective breedmg for the
chivalric market began at least as.early as 1341,24 The new war
horses .contributed. to the development of the 1nst1tut10n of
feudahsm P '

In more recent. tlmes paok mules made possxble the con- -
struction. of the transcontinental railroads.?® - ... +.

A: very:large nurmber .of animals have: been domestlcated
A partial list would -include . dogs, cats, goats;. cattle; sheep, -
horses, pigs, chickens, rabbits, .camels, reindeer; mink, ele-
phants; bees, andsilkworms:? These: domestlcated ammals dif--
fer greatly from the1r wﬂd ancestors ChE e

The wxld ancestors of cattle sgave’ ‘no: more than few hundred

grams of milk; the best milk cow'now-¢an yield'12,000:to 15,000

liters of milk during its lactation period. . . . In the ancestors

- ..of domestic sheep,: wool:consisted mainly : of thick-rough: hairs
.- and a stnall amount -of .down;. the total weight of wool never..-.

- reached. one kllogram The wool of present day fine- ﬂeeced._

.sheep con51sts of umform thin down ﬁbers, the yearly total
iwexght may reach 'wenty kﬂograms Even at the lmtlal ‘

L ﬁ,\” Dlenner, supra note 9 94’. o
oaayg ggr. e O .
23, Squu'e Celtic Myth cmd Legend 306 311 (1975) :
241, White, Jr., Medieval Technology and Social Change; 62 andn 1 (1962)
. 288 Davenport, Domesticated Animals and Plants{1910). . :
26 5 Encyclopedia Brittanica 940 (1975) And see genemlly F E Zeuner, A

History of Domesticated- Animals. (1963)
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i Mr Wa]ker The dlfference is very marked In hortlculture you
*produce new varieties; whlle in animals’ you do not. I some-
' body could produce an’ ammal ‘that had the speed of the horse,
the patience of the 6%, the intelligence: ‘of the dog, and the wis-
..dom-of :the-elephant all. combmed then perhaps he ought to'
-havera: patent on:that animal;.- o ey

Mr. Southall Then you w0u1d ‘ve a man a patﬁ'nt on.a, mule?&' i

Mr Walker Yes a]though the patent on the mule wouldr have& : '
i ed by}r)ow.. . T

The ,C airman: But in the ﬁ'rst mstance you WOuld gweapatent o
on a mule? et boamanb ST

. ‘Mr: Walker: Yes, we wouId on that prmmple give the man ‘who' _
sbred together:the horse and the ass-a patent'on the ammal pro-‘ o
duced; that was undoubtedly-a benefit-to. mankind.’ B

Mr. Chaney: The late Mr, Ingalls would object, because he said. .
that the mule has nerther pnde Or ance 'stry nor hope of posten-; -

H:R. 18851 did not become law. But interest in blologlcal"
patents did not die with it. In:1928 {John Dlenner] conferred
with' Secretary Arthur A. Hyde then Secretary of Agrlcu}ture,.;;‘:
with a.view: to providing legislation: granting broad:protection
like that of a: paterit to all'originators of plants and animalsand
products thereof, such as fruits, roots, eggs; leaves,_ _'ds, etc.”
Secretary Hyde was enthusiastic, but the movement was kid- -
napped and disguised as the 1930 Plant Patent Act.!s

_The Plant Patent Act appeased:the-Luther Burbanks of this
country, but not the Robert Bakewells.?” In 1966, the Patent, -
Trademark, and Copynght section of the Amencan Bar Associ-
ation approved a resolution calhng for “the application of all
prmcrples of the Patent System.to.all the agricultural arts. (in- -
cludmg all plants sexual seed breedmg, mrcro—orgamsms, andf-:r

RELI Dlenner, supm note 9 S - -

17 Robert Bakewell was the first of the scrent:ﬁc breeders (though workmg
without a knowledge of Mendehan genehcs), and developed several va.lu-
able breeds of cattle.

18 1966 Commlttee Beports 76- 77; 1966 Summary of Proceedmgs 59 74
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plant with said secondparent plant:to.obtain original-parent- -
derived hybrids that:are phenotypically .uniform; (c) cloning..
said first parent plant to produce :a first cloned parental line; -
and (d).crossing plants.of: said first cloned parental line with said

" second parent plant or with a second parental line. produced L

_ therefrom to obtain’ hybrid seeds that are phenotyp1cally uni-
form, prowded that when said second parent plant is heterozy-
-gous and a second; parental line produced therefrom is used in

- the crossing of step: (d) the second parental hne must be pro- -

- ‘duced by cloning: ~ ° e .

The protection of: plant genes ‘or of vectors capable of. reph-
cating in plants; does nct present legal i issues which differ sig-
mﬁcantly from those presented by attempts to protect other
‘genes-or vectors (see' ‘Chapter 4). There are, of course, formida-
ble scientific hurdles, raised by our ignorance of plant molecu—
lar ‘biclogy as.of the time of this writing:

- Oné ‘example of a plant molecular biclogy patent - claim
should suffice: Howell, U:S. Patent No. 4,407,956 (1983) claims
a “recombinantcauliflower mosaic virus capable of propaga-
tion and movement, said -movement comprising: rephcatlon_
and systemic infection, said virus or aparent‘thereof having
Teceived in vitro an insertion of foreign DNA at the intergenic
region between readmg frames VI and I a: 51te non—essentxal
‘to such movement R :

-'§ 6 02 Utlhty Patent Protectmn of Ammal Vanetles—The ,
Constltutmnal Mandate R

In Bergy, the Board of Appeals expressed its’ fear that “{1]f~
we were to adopt a liberal interpretation of 35 U.S.C. §101,
new types of insects, such as honeybees, or new varieties of
animals produced by selective breeding and cross-breeding
would be patentable.* In Chakrabarty, the Board.elaborated
on this theme by saying that 1f §101 encompasses genetically-

: englneered microorganisms, why would not 35 U.5.C. §101
encompass living multicellular organisms (mcludmg human
beings) which have been modified by the phys1cal mcorpera-

1. 63.
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cerned. If they are "“tantamount to the plant itself,” then why
doesn’t the PTO. allow clazms to plant cells or: plant parts under
-the PPAP . o
While the PTO was w1lhng to perrmt 35 U S C § 101 clalms
to tuber-propagated plants (as excluded from the Plant Patent
Act) and- to. first-generation- hybrids (as- excluded from the
PVPA), this was hardly satlsfactory protectlon for plant bro-
technology. -
- InEx parte thberd 34 the Board of Patent Appeals and In-
terferences held'that claims to seeds, plants and trssue cultures
- were proper under 35 U:S.C.. § 101.
~The  Examiner had- acknowledged that in- Dmmond v
Chakrabarty,* the Supreme Court had held that “Section: 101
includes man-made life: forms; including plant-life.” Indeed,
the Examiner had-allowed claims drawn to hybrid seeds and
hybrid ‘plants. Rather, the- Examiner argued that the plant-
specific acts provide the exclusive. forms of protectlon for plant :
life covered: by those acts, - =
~ Asthe Board pointed out; nothrng in the leglslatlve hrstorres
suggested that plant lifé was to be-“carved out” of §101 when
the-Plant Patent Act and the PVPA were-enacted. In fact, the’
‘Senate: Beport on the PVPA spécifically stated that it “does not
‘alter protection’ currently available within the patent: system '
The Board placed considerable relevance on the maxim of
statutory construction that “repeals by implication are not fa-
vored,” ‘and’ that “when-two statutes are capable of coexis-
tence; it is-the duty of the courts; absent a-clearly e:;:pressed‘-=
congressronal mtentron to the contrary, to regard each as effec- ;
tive.”7 o
_ Th15 leads d1rectly to the question of when are two statutes'
in irreconcilable” conflict; Here, the Examiner enumerated’
several distinctions between the utility patent law and the
plant—spe01ﬁc acts These the Board v1ewed as falhng short of
“econflick™ - a0 Te s et et e e '
The Board did not really analyze these dlfferences and com-
,pare thern with those considéred’in’ other statutory construc-
tion cases rather, it contented 1tself with: a conclusory ,

j_ 34927 USPQ 473 (BPAI 1985)
35447°U.S. 303 (1980).
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Resource Laboratory, while Johnson deposited. seed from in-
bred line IR- 10 at the USDA National Seed Storage Laborato-
:ry

The Natlonal Seed Storage Laboratory is part of the Natlona.l
Plant Germplasm System. The NSSL holds the base.collections

“for the System, The working collections.are maintained at sev-
eral regional Plant Introduction :Statiens, .at the Northwest
Clonal:Repository;. and at the Fruitand: Nut. Germplasm Labo-
ratory. There-are also a: ‘number-of independent collections,
such:as the Maize ‘Genetics:Cooperative Stock Center, based
at-the University of Illinois: 2

‘The question hasarisen as to whether seed deposrts are actu-
-ally: necessary.in.order to.comply with- §112 g:ven the: present
‘level.of skillin-the plant:genetics:art. - .

In-termsof ;predictability, classical: plant breedmg may be
said :to fall :midway ‘between :mutation-selection techniques
and:genetic engmeermg techmques in‘terms of reproducibili-
ty. In the case of genetic engineering, there is:no doubt as to

‘the working. of ‘the restriction endonucleases, ligases, or re-
verse :transcriptases. -FEcoRE :will -always.cut. GTAATTC. The
‘main-uncertainty is at:the beginning; when one is trying to.cb-
‘tain.a.complete - cDNA transcnpt of the: gene-: of -interest, . or
identify the operator region.of aregulon one: wishes to. modify.
In certain. operatlons, of course,; there 18; uncertalnty, the orien-
tation ‘of an -inserted ‘fragment ‘for example, but. these un-
certainties.do not. dominate:the :construction:proeess. -

-In:the case of- mutatlon-selectlon, there is great: uncertamty
as tothe type of mutation, and as:to itsilocus.and effect. While
-repeating the process may: result inymutations.of similar- effect
‘they.are not likely to be-of identical .origin, - .

Classical plant: breedlng may-be said-to.be statxstlcally repro-
ducible. Thus, Johnson remarks; “if at least one of the two dom-
inant genes involved isreguired toproduce reduced internode
length.in sunflower; then: the ratio: of semi-dwarf to nonsemi-
dwarfin F2would-be: fifteen sem:-dwarf plants toone. nonsemi-
‘dwarf-plant.” - .

Unfortunately, statxstlcal reproduc:blhty ‘was: offered (and

3z G Wllkes Current Status of Crop Plant Germplasm, CRC Cntlcal Be-,
rwews 1n Plant Smence, 1; 133 (1983) S T
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an application for, say, a “semi-dwarf. hybrid sunflower: seed,”
than to one for.a multiple plasmid-bearing bacterium.

The majority agreed that new and distinct varieties of plants

“were not protected under the prior law. They:reasoned, how-
ever, that this. was because: it was then thought impossible to
provide an a_deqqate‘ disclosure of the new variety, rather than
becauge the term “composition of matter” was .deemed inca-
pable of applymg toplants at all. The: Plant Patent Act specifi-
cally excused “substantial complianice” with ‘the -disclosure
‘requirements of the general patent statute 1nsofa.r as plant pat-
ents were concerned.

Thanks to a legal innovationi—the patent dep051t—1t is now
possible to disclose a new: variety of plant in' a manner.which
fully. comphes w1th the present dlsclosure requn-ement Sec-
tion:112. - B

Inan 1nﬂuent1al APLA monograph C H Neagley, D. D ]ef-
frey and A.B. Diepenbrock argued that “in terms of statutory

- construction, Section 101 protection for. plants does not man-
date nullification or. repeal of the. specific plant statutes, nor
is it irreconcilable with the specific. statutes; rather, Section
101 opens the way to alternative forms-of protection.’!-

~ The PTO has, in fact; issued several patents with claims cov-
ering plant vane’ues Several of these patents are dlscussed
below. P

~Rutger, U.S. Patent No 4 351 130 Recesswe Tallu—-A Fourth
Geneﬁc Element to Facilitate Hybnd Cereal Production (1982)
is primarily directed to:a cereal crop breeding process. Howev-
er,.it contains two: product—by-process clairas (claims 6 and 9),
aswell as a genuine product claim to'a recesswe tall: plant hav-:.
ing elongated upper internode”™ (claim. 10). R _

. Mehra-Palta, U.S. Patent:No. 4,377,921, Method for the In
Sttu Activation. of the Needle Fascicles of Gymnasperms:and.

for the Clonal. Propagation of Gymnosperms and the Clones
Produced Thereby (1983) claims “A:gymnosperm clone:pro-
duced.by a process comprzising the steps of contacting the ter:
minal portion of a stem of said, gymnesperm- with: between.
_ about 0.01 to 20 mgof a cytokmm toactivate the needle fasm-_.

"3 Section 101 Plant Patents—Panacea or P:tfall? AIPLA Select Legal Pa-
pers, Vol. II, No 2 (January 1984) e -y e
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able that would ensure storage of the seed to nunumzemuta— E
tion of and to preserve the seed for long periods of time.

Some concern was expressed about the: possibility of multlple'. #
forms of protecnon for plants. HOWever, it was pomted out that" -
this was not a new: problem in intellectual property law since
it.was possible, certainly at one time, to obtain both copyright
protection and: design patent:protection for the same type of.
subject matter, and it is possible this is still the case. Further-
more, it was.pointed out-that.species:excluded from the Plant:
-Parent Act, namely, tuber-propagated plants, and: species:ex-
cluded from the Plant Variety Protection Act, namely hybrids
and the six species referred to.as the “soup vegetables,” should . :
be. claimable under 35 USC 101. Several:members of. the Com-
mittee indicated that they would probably be ﬁlmg plant apph-i P
cations: under 35 USC. 101 in. the ‘near-future. - :

The possxblhty of obtaining generic clalms to plants under the:
Utility ‘Statute was also discussed.2’ "

The PTC section of the ABA reported at the 1981 New Orle-
ans meeting that “the expected PTO treatment of §101 patent.
applications directed  to ‘plants was discussed with ' PTO offi-
mals i Martm Brown s report contmued

Under the Chakrabarty decision, the PTO is mtendmg tocon-
sider patent applications without reference to whether or- not;
the claimed-subject matter is hvmg, at least unless the latter in-
volves a higher life form. Similarly, whether a plant is repro-
duced sexually or asexually or isa tuber propagated plantor-a-
first generation hybrid would be of no consequence. As far as-
the PTO is concerned-there:must, however, be an‘element of
human: mterventlon in developmg anew variety for 1t to be pat~ .
entable el

At present and at least from the standpomt of mternal Junspru—_ :
dénce, there seems to be no partlcular concern: thh there:.
being overlapping or alternative areas of patent-type coverage .
available for plants. Thus, although one might: obtain a certlfi-,__
cate on a given sexually—reproduced plant, he’ could choose to
obtain a §101 patent. It is not clear whether one could. obtam_.,
both §101 and §161 patents on a given asexually-reproduced

2 ABA (PTC Secuon) 1981 Comrmttee Reports at 71
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genetrc engineering 1ndustry are stﬁl attemptlng to attract
venture capital, and the prospect of a patent is a major bar-
gaining chip in financing negotiations. The ° ‘environmental
quality” category is of interest to those who have developed
new, strams of microbes for pollution control purposes. The
“energy” category is of interest in that new strains may be
devised for the exploitation of low grade fossil or nuclear fuels.
‘The last category, whose relevance is ev1dent has had'a
tortured history. In January, 1977, in response to a suggestion
by a member of the Interagency Comm1ttee on Recombinant
DNA, the PTO decided to permit the accelerated processing
of patent applications for inventions relating to recombmant
DNA: o _ _

Upon appropnate request the Ofﬁce w1]l make spec1al patent
applications for inventions relating to recombinant DNA, in-
cluding those. that contribute to’ safety of research in the field.

. Requests . , . must include a statement that the NIH: guide-
lines. .. are being followed in any experimentation in this field; -
except that the statement may include an explanation of any

“deviations ‘considered essential:to avoid disclosure of proprie-

- tary information or loss-of patent rights. The requests will be
handled in the same fmanner as requests to make applications
specral that relate;to energy or. envn'onmental quahty 155

But several mﬂuentral members of Congress thought that
this decision was premature, and on February 24, 1977, the
Secretanes of HEW. and Commerce jointly. announced the

“temporary” suspension of accelerated processing for recom-
binant DNA research inventions, The announcement noted
that the PTO would continue “accelerated processing of pat-
‘ent applications for laboratory eqmpment that contnbute to
safety in this field.!¢. . ..

The pros and cons of accelerated processmg of recombrnant
DNA research invention patent applications are discussed in
the February press release and in the minutes, of the Intera-

- -155 42 Fed. Reg.. 2712-13 (January 13, 1977)..
156 UJ.S. Dept. of Commerce News C. 77-21 (released February 24, 19’77)
Commerce Suspends Accelerated Processing of Patents on DNA Inven—
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-nished to Pfizer).}5t .
The FTC noted, in support of thrs drrectrve, that

. The record shows a necessxty for orderlng Cyanmmd to se]l to
apphcants cultures of the production strains that were handed. .
~ over to Pfizer. These production strains were not placed .on
" public deposrt when Cyanamid obtained its Duggar and Nie- .
“dercorn patents. Although there is a requirement in Patent
Office procedure that an apphcant for a fermentation process
must make available tothe public a culture. of the mxcroorgan- -
*-ism ‘used in his-process, Cyanamid depos1ted a very weak mi-
‘croorganism. In fact, the record shows that Niedercorn used a -
different and superior strain of microorganism in the fermenta- -
..-tions described in his patent. (Tr. 6432-38). As a consequence,
-.Cyanamid has been able to obtain patents and at the same time -
- -keep secret the vital ingredient of the processes covered by the
..patents Cf. 35 US.C.§112; Schnber-S.chroth Co. v. Cleveland
Trust Co 305 US 47 57 (1938). 12

., T-he Sixth Gircuit eventﬁa‘lly .ordé'réd o

‘ [T]hat respondent Amencan Cyanamrd Company fumrsh to
~any person licensed under ‘this order, and making written re-
~ quest therefor, whatever technical information and know-how' -
that American Cyanamid Company has in the past furmshed*-‘f
. Chas. Pfizer & Co., Tnic., relating to the manufacture and use of
_chlortetracycline, and techmcal information :and:know-how to
. :include a furnishing of viable S aurecfaciens cultures:that-are .
. identical to or.equivalent to.any-cultures furnished Chas. Pfizer. .
,& Co., Inc. The information to be made available hereunder »
shall be made available without charge other than the-expense
-.to respondent of furnishing such:information; provrded howev-
er, that respondent American Cyanamid Company may require: : -
-any such licensee to agree to-keep sdid techmcal mformatmn
and know-how conﬁdentlal 183 : : o

:Daus explalns that the Duggar patent to, the fermentatlon

_f_'m Id 191
152 1d.. 1905 n.14.
153 401 F. 2d 574,587 (Gth cn- 1968)
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_.possession of thh-yreldmg strains, but this process could take
© years, and even then, it rmght fall 138 SR R

, ThlS evaluatlon has been echoed in n the. professronal htera-

ture, According to Silvestri and Gottlieb, “too frequently, the
deposited strains are not the operative ones. The problem is
further complicated by the fact that present methods of main-
talmng cultures do not guarantee the preservatmn of the use-
ful properties:#

Failure to deposrt the most productlve stram is perllous, as
under U.S. law it may be considered abandonment of the in-
vention (35 U.S,C. §102), failure to disclose the “best mode” (35
US.C. §112), arid an “unfair act” in. restramt of trade under the
FI‘C Act, Sectlon 5(15US.C. §45).

Between 1836 and 1870, the patent statute requlred the
inventor to “fully explain.. . . the severalmodes in which he has
contemplated the apphcahon of” h.lS invention. In 1870, Con-
gress changed this requirement to a duty to disclose the “best
mode contemplated by the inventor of carrying out his inven-
tion.” In a 1960 dictum, Judge Rich declared that the “best
mode” requirement “does not permit an inventor to disclose
only what he knows to be his second-best embodunent retain-
ing the best for himself.”140 (As Gerald Bjorge points out, the
“best mode” requirement has its roots in a former statutory
“deception” defense.’*!) By 1965, a patent had been held in-
valid for failure to reveal what the mventor at the time of
filing, thought to be the best mode.”42"

~ On the other hand, in an earlier case, the patent was sus-
tained since at the‘time of filing there was an active dlspute_
as to whlch of twomodes was preferred. 43 (One commentator,j

138 Pearson, The Million Dollar Bugs, 87 (1969),

139 Silvestri and Gottlieb, Taxonomy and :Legal: Aspects of Industrially
Important Mlcroorgamsms, 1 Global Impacts Applied- Microbiol. 109; 111
(1964). . -

140 [n re Nelson, 980° F.2d 172 184 (CCPA 1960)

141G, 'H. Bjorge, 59 JPOS 336 (1977), c:tmg In re Momn, 364 F 2d 454
n.7 (CCPA 1966).

142 Flick-Reedy Corp. v. Hydro-Line Mfg Co.,.351.F.2d 548 (7th Cir.
1965), cert, denied 383 U. S. 958 (1966) .

143 Benger Labs, Ltd. v. R. K. Laros Co., 209F Supp 639 (ED Pa 1962),
ade 317 F2d 455 (3d Cn' 1963).
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_may well differ from those favoring the growth of the organ-
_ism.) One parameter’s setting may moderate or accentuate the
-effect of varying another parameter. . -

The specification should give examples of yleld obtamed
'_w1th various. methods CondlthIlS, eqmpment matenals, and
“strains,.

When the orgamsm is used to metabohze human waste or
pollutants, or to leach minerals from low-grade: ores; it is also
desirable to-discuss the manner in which the ‘organism is
“brought into-contact with the waste materlals polluted 3011 or
-water, or ore body in- questlon ‘

[5] Use of Fermentatlon Products .

If the product has a therapeut:c use, the ammai and clinical
data suggesting this use should be disclosed, with disclosure of
‘number, species, age, sex, and health of the experimental sub-
jects, the dosage, the carrier, the routes of administration, the
length: of the study, and the apparent safety and efﬁcacy of the
drug::
‘ Non-therapeutlc uses of the product, such as- the use: of en-
zymes in food manufacture, should also be dlSCUSSEd with any
factors limiting such use, and any advantages or dmadvantages |
of the product for such use, pomted out N

[6] Use of Mlcroorgamsms as Blologlcal Controls of Pest ‘
Specles
A vanety of insect paras1tes and predators have been’ used
as an alternative or’supplement to the use of chemical pesti-
cides: These include the use of Bacillus popillaeto control the
Japanese beetle; a polyhedrosis virus, to control the sawﬂy, and
Bacillus thuringiensis, as a “‘broad spectrum” microbial agent.”
Since many factors can influence the effectiveness of microbial
controls, this-author cannot eniumerate exhaustively all of the

factors which might appropriately be dlsclosed in a patent
directed to this field. These mclude T
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templated by-the Constitution and Congress for ‘granting a
patent'monopoly is the benefit derived by the public from an
invention with substantial utility: Unless and-until -a process is
refined and developed to this point—where specific benefit
exists in currently available form—there is insufficient justifi-
cation for permitting an applicant to engross what may prove
to be a broad field.”12®

. The Court added, #n dictum, that:“[Tlhese arguments for
and against the patentability of a process which either has no
known use or is useful only in the sense that it may be an object
of scientific research would apply equally to the patentlng of
the: product produced by the process:!?®" -

This approach, set forth in Brenner, was elaborated upon by
the CCPA in Kirk®® where patent’ protectlon was claimed for
cértain new steroid compounds of value: “as intermediates i in
the preparation of blologlcally active' compounds and in some
cases on account of their biological properties.®! In a 3-2 deci-
sion, the CCPA held, “if a process for producing a product of
only conjectural use is ot itself ‘useful’ ‘Wwithin §101, it cannot
be said that the starting materials for such a process, ., the
presently claimed intermediates—are useful.!*

“In a similar case, Joly,'* the’CCPA demded that a patent
application relating to Esters of 2-enols of Steroids, and Prepa-;
ration Thereof had been properly rejected for insufficient dis-
closure of utility. “A useless product does not become useful by
conversion into another useless product w134 Judges Rlch and
Smith vigorously dlssented

Two further cases ilustrate the problems foreign patentees'
have encountered in trying to cope with the Brenner; require-
ment In Hafner a German patentee was denied a U S patent

- 128 ld 534 In re. Abltlbl -Price Inc., 1° Blotechnology L. Rpt 48,55 (Can
Comm’r Pats., March 18,-1982), echoes.Brenner. v. Mamon, ‘statinig that a
new orgamsm, to be patentable, must be * useful not a “mere laboratory "
cunos1ty . . : : : : s

129 1 535

130 376 F.2d 936 (CCPA 196’7)

:131 1d,:'941..-

39214, 9045: 0 - L :

133 376 F.2d 906 (CCPA 1967)
13414, 907.
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both human and: lower-animal; and so are useful within the
meaning of 35 U.8.C. §101. The use of drugs:in medicine is
frequently a matter of balancmg nsks to save a llfe Safety is
a: relatwe matter 124

In Anthony, the CCPA declared that ‘Monase” was patent-
able' even though the FDA had suspended the New Drug
Application apphcable to “Monase.” “Monase” had been ad-
ministered to over 400,000 patients and had proven effective
in treatmg many types, of mental depression. The FDA action
was prompted by twelve reported cases of agranulocytosis.
The CCPA declared that while the FDA’s suspension order
could not be “hghtly regarded,” the CCPA could. only mfer
that “Monase” was unsafe as- ongmally labeled® .. .

In Burroughs Wellcome & Co. v. Eli Lilly & Co.r?® the Sec-
ond Circuit held that a. globulin-insulin preparation was “use-
ful” even though a-clear solution might be mistaken by the lay.
purchaser for insulin alone; and thus be harmfully used. -

‘With regard to pathogens, a distinction might be drawn’
between opportunistic pathogens and other pathogens. Op-
portunistic pathogens are those which are pathogenic only to
vulnerable segments of the populatlon or when. the normal:
microbial flora of the body is eliminated. A number. of industri--
ally lmportant species of microorganisms encompass: Oppor--
tunistically pathogemc ‘strains: Pseudomonas. -aeruginosa;
Escherichia coli, the Bacillus. cereus group; and: the propioni
bacteria. Major pathogemc organisms.are’ usually cultured only .
for use in vaccine production.

One of the few patents, which. actually: notes. the pa-
thogemcxty of the subject organism-is.U.S. Patent. No. 2,513,
327 [1943] relatmg to-the: culturmg of T palhdsum the
causative agent.of syphilis.. .

Attorneys. may wish. to: cons:der chscussmg safety measures
in the application if the organism. in: question: is highly patho-
genic and the examiner raises the issue of utility: Safety ques-

124 In re Hartop, 311 F.2d 249; 255 (CCPA 1962) (thlobarbltunc acld
compound for use as anesthetic-hyphotie): =" - _
125 In re Anthony, 414 F.2d 1383, 1394-1399 (CCPA 1969) Inre S1chert B
566 F:2d 1154 (CCPA-1877). In re Watson, 517 F 2d 465 (CCPA 1975)
126 150 F.2d 946, 949 (2d Cll’ 1945). -
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