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nucleotide sequences that  do not exist  in nat ure  — are patent-e lig ible

subject mat ter under 35 U.S.C. § 101, isolated but otherwise unalt ered

genomic DNA molecules are unpat entable products of na ture . 

Wi th respect to the  challe nged composit ion claim s, a panel of this

Court  unanim ously held t hat cDNA molecules are patent-e lig ible , but

div ided regardi ng the  patent eligi bili ty  of i solated but otherwise

unmod ifie d DNA.  See 653 F.3d 1329 (Fed. Cir.  2011).    

2.  Afte r this  Court denied cross-peti ti ons for panel rehear ing,

appelle es file d a peti ti on for a wri t of certi orari.   Whi le the peti ti on was

pending,  the Supreme Court issued i ts decision in Ma yo.  There the

Court  addressed t he val idit y of a process patent that  “purpo rt [ed] to

apply ” what  the Court  concluded were “nat ural law s describing the

relat ionships b etween the  concent rat ion in the  blood of certa in

thio purine  metabolit es and t he like liho od that the  drug dosage will  be

ineffective or induce har mful side-effects.”  Mayo, 132 S. Ct . at  1294. 

The Court concluded t hat the  patented claim s were inval id because

they effectively clai med t he natura l law  that they described.

The Court began it s analys is by reit erat ing the  longstanding

“i mpl ici t excepti on” to patent  elig ibil it y under § 101 for “[ l]aw s of
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nature , natura l phenomena, and abstract  ideas.”  I d. at  1293 (int ernal

quotat ion marks omit ted) (cit ing,  e.g., Diam ond v. Chakra bart y, 447

U.S. 303, 309 (1980)).  “ap��



1296-97.  The Court emphasized t hat a process ut ili zing a natura l law

is not  patent-e lig ible  “unless that  process has addit ional features that

provid e practi cal assurance that the  process is more than a draf ti ng

effort  designed t o monopolize  the law  of na ture  i tself. ”  I d. at  1297. 

Afte r issuing it s decision in Ma yo, the  Supreme Court granted t he

peti ti on in t his case, vacated this Court’ s judgment,  and r emanded for

furt her  proceedings in l ight  of M ayo.  See 132 S. Ct . 1794.  

ARGUM ENT

Mayo S uppor ts  The View  That  I solate d Genom ic DNA  I s Not
Pate nt-E ligible Un der  35 U.S.C. § 101.

As t he Unit ed Sta tes expl ained in it s orig i s orig i s orig



(discussing this  “imp ortant imp lic it  excepti on” to § 101).  As discussed

below, the Court ’s guida nce on polic ing this  l imi ta ti on reinfo rces the

conclusio n t hat Myri ad cannot patent  DNA i t discovered in and isolat ed

from nature .

I. Mayo I mp lies That A Com pos ition C laim Is  Not Pate nt-
Eligible If  I t Ef fec tively P rec ludes  The Pub lic Fr om Using
A Pr oduct  Of  Natu re .

The pr incipa l issue in t his appeal is whether composit ion claim s

for isolat ed genomic DNA ar e dire cted to patent -elig ible  subject mat ter

or, inst ead, whether such claim s are impermi ssible at tempt s to patent

product s of na ture .   The answer to that questi on turns on the  relat ion-1

ship betw een t he clai med composit ions and natura lly  occurr ing DNA.

To be eligi ble for a patent , a claimed composit ion must be

“huma n-made” and “ mar kedl y diff erent ” from a natura lly  occurr ing

substance.  Chakra bart y, 447 U.S. at  310, 313.  The members of this

panel agreed on t hat basic propositi on.  See 653 F.3d at  1350-51

(Lourie , J.); id.  at 1359-60 (Moore, J., concurring  in par t) ; id.  at 1379

(Brys on, J., concurring  in par t and dissenting  in par t) .  But  the panel

  Plai ntif fs also challe nge My riad ’s method claim s.  See Appelle es’1

Br. at  52-60.  The Unit ed Sta tes takes no posit ion on t his i ssue.
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members part ed company in a pply ing that  general princi ple to the

composit ion claim s at issue here.  More specifi call y, the panel members

disagreed about whether dist inct ions betw een isolat ed and genomic

DNA are significa nt enough to render  isolated DNA “ mar kedl y

diff erent ” for § 101 purpo ses.

The Supreme Court’ s decision in Ma yo provides guidance regard-

ing that  question.  To be sure, that  guidance is indire ct.  Mayo involves

process, not  composit ion, clai ms, and t he Court ’s analy sis focuses on

the  standards  for determi ning whether a clai med process effectively

clai ms a law  of nature .  Thus, Mayo does not  di rectly address the

cri teria to be used in d eciding  the parameters of the product -of-nat ure

excepti on, and every nuance of the Court ’s analy sis may not

mechanically  ext end to products of na ture .  Nevert heless, in a t least

one respect,  Mayo provides an im port ant point of reference for decidi ng

whether a clai med composit ion and a natura lly  occurr ing substance are

“marke dly  di fferent”  for purpo ses of § 101!ccurr ing substb

vet
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(discussing “basic underly ing concern t hat these patents t ie up too

much future  use of l aws of nat ure”).2

The concerns im plic ated by patent  claim s that “t [ie] up the  use of

the  underly ing natura l law s,” and t hereby “i nhibit [] the ir use in t he

maki ng of fur ther discoverie s,” may also be present when a patent

contai ns a composit ion claim  that relat es to a product of nat ure. 

Products of nature , like  laws of nat ure , are “manif estat ions of *  *  *

nature ” that  are “free to all men and reserved exclusively to none.” 

Chakrabar ty , 447 U.S. at  309 (int ernal quotat ion marks omit ted).  A

composit ion claim  that effectively prevents the  publ ic from study ing

and m aking use of a product of nat ure  is just as objectionable, and f or

the  same underly ing reason, as a method claim  that effectively

prevents the  publ ic from study ing and expl oiti ng a law  of na ture .

Mayo thus suggests one way (though by no means t he exclusiv e

way) for determi ning whether proffered diffe rences between a clai med

  The Court also pointe d t o the  convent ional nature  of t he steps2

added t o the  underly ing nature  law in t he chall enged claim s.  See, e.g.,
132 S. Ct . at  1294.  The Court did not  suggest, however,  that a patent  is
inval id simp ly because i t incorporat es a know n pr ocess or other
inve ntio n.  Such a rule  would be at  odds wit h 35 U.S.C. § 100(b), which
define s “process” to include “a new use of a known p rocess, machine,
manufac ture , composit ion of mat ter,  or mat erial. ”
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process of r emoving the product from it s nat ural enviro nment

necessaril y result s in creati on of the patented composit ion (and t hus in

infri ngement of the patent ) — as is the case here  — the patent  on t he4

composit ion is in p ract ical  effect a patent on the  product of nat ure

it self.  The “marke dly  di fferent”  standard is a flexib le one, but Mayo

suggests that  i t should  inte rpre ted and admini stered in a way that

avoids this  result.   Thus, Mayo provides guidance to courts  att empti ng5

could require  creat ion of gene-lengt h segments, thus potentia lly
infri nging even Myri ad’s gene-length isolat ed DNA cl aim s.  See
Hayden, Nanopore genome sequencer makes its debut,  Nature  News,
February  17, 2012 (availa ble at htt p://www.nature .com/news/nanopore-
genome-sequencer-m akes-it s-debut- 1.10051, last visit ed June /www.nature`�
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to determi ne when a change to a product  of na ture  is “signi ficant”  or

“marke d” enough “ in t erms of patent law ’s objectives” to qualif y for

patent  protecti on.  Mayo, 132 S. Ct . at  1299.

The members of this panel  all relie d on Chakrab art y’s “marke dly

diff erent ” rubri c but disagreed about how to apply  that standard to

DNA isolat ed fr om nat ure .  See 653 F.3d at  1351-53 (Lourie , J.); id.  at

1364-68 (Moore, J.); id. at  1374-75 (Brys on, J.).  In lig ht of Mayo, this

Court  should not  rest patent-e lig ibil it y on the  bare fact that isolat ing

genes or gene segments involves the breaking of chemical  bonds, or on

the  fact that scientis ts can use smal l gene segments to expl oit the

inher ent  chemical  properti es of DNA i n ways that  cannot  be done wit h

compl ete genes.   Inst ead, the  Court should  also ask whether  the6

mat ter[. ]” ); id.  at 34 (not ing that  isolated DNA “ may have more
potentia l appli cations t han human genes in t heir natura l context ,” but
that  “the  same is equall y tr ue of mined coal,  separa ted cotton fi bers,
pure  metalli c lit hium,  ducti le ura nium,  and other product s of na ture
whose industr ial val ue to mankind l ikewise arises when they are
extr acted fr om their natura lly  occurr ing enviro nments” ).

  The patent clai ms themselves do not refer to the chemical6

characterist ics of isolated DNA i nvoked by the  members of the panel
maj orit y.  See 653 F.3d at  1351-53, 1361-65.  Thus, assuming that  the
maj orit y’s chemical descripti ons are accurate, it  is clear that  those
characterist ics are simpl y a consequence of separat ing DNA from it s
nati ve envir onment .
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unpate ntab le products of nature ).  The potentia l incentiv e effects of

allo wing  pr iva te part ies to monet ize discoverie s about a part icula r

natura lly  occurr ing product  do not alt er the boundarie s the Supreme

Court  has set — and i n May o reinfo rced — between unpate ntab le

product s of na ture  and patentab le creat ions of man.

CONCLUSI ON

For the  reasons stated above and i n t he Unit ed Sta tes’ origi nal

ami cus brie f, the  Court should  reverse the  distr ict  cour t’s invali dat ion

of the composit ion claim s that are l imi ted t o cDNAs and simi lar man-

made construct s, but affi rm the  distr ict  cour t’s conclusio n t hat the

clai ms encompassing isolated huma n genomic DNA ar e inval id.  

Respectfully  submit ted,

STUART F . DELERY
  Act ing Assist ant Att orney General

BETH S . BRINKMANN
  Deputy  Assistant Att orney General

SCOTT R. MCINT OSH
MELIS SA N. PATTERS ON
  (202) 514-1201
  Att orneys, Appellat e Staff,  Civ il Div ision
  Depart ment of Justi ce 
  950 Penn. Ave., N.W.

  Washingt on, D.C.  20530-0001
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