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This project addresses issues presented in the U.S.
Supreme Court’ s 2012 decision, Mayo v. Prometheus—
whether an invention applying laws of nature and a
personalized medical treatment process can be
patented. The question whether a process/method
invention is patentable has been long disputed. In
particular, many have argued that personalized
medical treatment process inventions should not be
patented because those inventions claim laws of
nature. In Mayo, the Supreme Court held that a
personalized medicine dosing process invention 1S
patent ineligible, finding that this invention is
nothing more than an application of laws of nature.
How to determine whether a medical treatment process
1s a patent ineligible application of laws of nature
or a patentable subject matter remains controversial,
however. In addition, to allow an inventor to
patent a medical treatment process will inevitably
implicates patients’ rights and public health. How
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to set forth a standard to determine the
patentability of medical treatment inventions becomes
critical not only for the adjudicator in a single
dispute but also for the policy maker. Taiwan s
patent law currently prohibits a medical treatment
process patent. Nonetheless, it deserves a careful
consideration on whether to allow such patents in
Taiwan in order to encourage the biotechnology
industry’ s innovation. This project will look into
the lessons from American experiences and figure out
a feasible/possible approach to improving Taiwan s
current patent law.

Diagnostic process, personalized medicine, Mayo v.
Prometheus, Bilski, patent eligibility, laws of
nature, machine or transformation test, biotechnology
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¢ Diamond v. Diehr, 450 U.S. 175, 187 (1981); see also Parker v. Flook, 437 U.S. 584, 594 (1978).

7 35U.S.C.A. § 101 (“Whoever invents or discovers any new and useful process... may obtain a
patent therefor, subject to the conditions and requirements of this title.”)

¢ Diamond v. Diehr, 450 U.S. at 185.

° In re Bilski, 545 F.3d 943, 949 (Fed. Cir. 2008), aff’d sub nom. Bilski v. Kappos, 130 S. Ct. 3218
(2010).



TR R 2 AR | 0 % B {132 Az (process)E B 0 L E - #
FPBALE F o ARB RS PREELT - AR RESF T

Bilski.,%, feig PRI PN E R E o BRERE B JE 3t 2010 & i' = Bilski v.

Lo gt paseaddmonicir b 2 a2 2% > fefrmi (M s
ﬁéﬁ# A AR P T B I - 2 e G Btk R
Elad A H AR ¢ @ 7 R PR W EE P LT R W L
a2 f24e-Gottschalk v. Benson ~ Parker v. Flook ~ Diamond v. Diehrz_ 5 » 322 % &
WaEEZ2HEP 2 LEEHR Bojem TR AR LEAE | KRR R
@A NG EEP 2T AT Py & T o

BB 2R A B 2 F2 Bilski A4l izt 2 2P v LR B8 L R
iuz—o*wgh%#ﬁr#ﬁ*ﬁ# %éﬁJvﬂiwiﬁﬁ%lm"
Mot — 2| > R P28 B F55p 2 L X SRR E R h S
A kAR @mw%ﬁaﬁa%¥f£ #?ﬁ# g L LS
- HEHS ZEPBPLFE B A LA

AREJES 24 5% 2 5P 2T AR b g2 %\m% oh £ s
;;J,z;g»;fpagﬂcf;ﬁ ’ Ek,u}, 4 HenA F‘ ’E‘“#’ ,*&ﬁ@’”?”‘%”r‘
ié%ﬁ?wii%%@@f@7—% 2R RS ﬁm%f7I€BJ,ﬁr& 5 2
P B T S I & P%3%ﬁ1k“mé?L¢Mﬁ’a Y. ‘
Er2gp o Rl A gp Bl WOAW%ﬂé‘éﬁr -
RN NI A r?—‘}%%/'ZJZEB"QﬂT FzbrmE Lo R
E O E O 2 AT ARG FR YU 2 E LRI E A

FRUEBED 2 FMERARAFIFEHL L 0 £

FEL LTS240 A @ WA g Toyhom, 2 B & A8 TR E
KE 97862 *"%‘”"’F‘rﬁ#ﬁ’ﬁ@%?’fﬁﬁ%’* BAUY o gt b R
RUAFHEHERTLEE o AR RS2 Ff@;’ﬂ#”iéﬁ’ﬁi@fi’fﬁ
TEARY A T RALEAEE N A RAFFLR AL B RE
Jedete 28T T F FL R o £ AiSBilskipF it > F R 72 2 & IR Aot
FRFRLF F 2V Bl L EFT o

Jf‘i!:}f"a‘ LR *L?‘fﬂfﬁﬁ Bilski 2|42 £213% 245 B2 3 2 P+ ER
MR ETE sk eb > I #-d Lab. Corp. of Am. Holdings v. Metabolite Labs. % -
Prometheus Laboratories v. Mayo Collaborative Services % %  Classen
Immunotherapies, Inc. v. Biogen Idec % % = p| %51%;0 BT ZW P g B2 B

% 1d. at 954. The court held that “a claimed process is surely patent-eligible under §101 if: (1) it is tied
to a particular machine or apparatus, or (2) it transforms a particular article into a different state or
thing. Id.

1 Bgilski v. Kappos, 130 S.Ct. 3218 (2010).
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5 U.S. Const. Art. 1, Sec.8, CI.8,“The congress shall have power...... to promote the process of science
and useful arts, by securing for limited times to authors and inventors the exclusive right to their
respective writings and discoveries.”

6" Graham v. John Deere Co., 383 US. 1, 6 (1966). EFEEBEFEHETE » LKiBZXEE » fFE—=X

{E1F By 2011 4F » 255 B € 458 the “Leahy-Smith America Invents Act” » Y& IF ¥ 25 B0 =) i e

AL EREY  OEFEAEZNGHEANCHEHERAEHF LR - BRERER

(interference proceedings)Z » HLBIEENEE 9 F 16 HHYELEZ /M - 25 Leahy-Smith

America Invents Act, H.R. 1249, 112th Cong. 8 1 (2011).

" Graham v. John Deere Co., 383 U.S. at 5~6.

P SEEEF (R L ATASS 101 5 103 (5 - AufE utility (FHE R FREIHALL > B
FTEZELR) ~ novelty (FHE R HR B Z Sl 22 ) B non-obviousness (AH & R EREHES MEEE: ) -
E%E’%I%W%‘%%E%ﬁ%ﬂ%ﬁz SRR B - SE2RIRE RSB HE R (R R RSB A

S BEEVEE - S 135 H67T £ 7720044 6 H -

¥ 35 US.C. §101(2001):“Wh0ever invents or discovers any new and useful process, machine,

manufacture, or composition of matter, or any new and useful improvement thereof, may obtain a

patent thereof, subject to the conditions and requirement of this title.” ZA{gEH 1790 FEEFEEIET

B o JREE Ry T E R rt) ~ Prin - RS - BRI BEEECH R (any useful art,

manufacture, engine, machine or device or any improvement) | 1557 Bl {2 - 1793 S840 T F{a

i RCE IR o (art) ~ #%25 ~ BUEY) ~ UG - SUSERIHY RCE RV RS (any new and

useful art, machine, manufacture or composition of matter, or any new and useful improvement) ;| - {&

SRR THG ) (art) - SEFELREE TS In re Nuijten, 500 F.3d 1346 (Fed. Cir. 2007) 2% %50 5
& B2 (process) B U7 (method) fE N » & R EEIRSCHE SEHANE - SRR &Y 1952 FEIEEF]

£ RS 101 fRRBSET T BUAR | (process) By E B T EA (R HG o 25 In re Nuijten, 500 F.3d

1355.

% 35 U.S.C.§100(b)(2001). (providing that “when used in this title unless the context otherwise

indicates...(b) The term "process" means process, art or method, and includes a new use of a known

process, machine, manufacture, composition of matter, or material.”)

21 1 Peter D. Rosenberg, Patent Law Fundamentals, §6.01[1] (2000).
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dmdhEREAZES 101 FRTF v 7 BJIEEZ EH o BT KA
E Al 2 3ensr 4 % e s P &g P AP EARRER R
(fundamental principles) - &]4r$ % £ 4 (abstract idea) ~ p #%:% B (law of nature)‘\«
p X IR % (natural phenomena) - i % REJFRLE, 22285 542
4%*" 2o F R R ’%i’x@i‘? Lﬂ?’iﬁ#ﬁ’"ﬁ" L R
| # o LAl AL Yot RELAARTRR TR F2
izﬁ’ﬁ_ﬂi,zf*b%‘f}fé‘l‘lfg—fﬁ EAE D ,*%gn&awﬁnﬁjﬁ‘*i
:f'» DA B Ry AP AT TE W 2 H s BARASTY P o i P
A% 3B © ArehgE fE(structure) 2 A2 /- (process) o iE R A RIZ R R R B
(AFEH - RIZPA Pae 5 {1 RIERAIZFF > L L7 F T R7 T
’”%W%@ 2 Rz @ m R E R a§°*“Fq“€ﬂMFi?@%%?»$
Ho FRENF L RN BRFRP A GFEJER T HE 'Lésﬁgpvlﬁ
I?EETE xR &{gtg‘&ﬁ/ﬁﬁ/z s Tl gs’f T % g%'i’(ﬁ is /\Jﬂ/Z’f
FRIERR o REE AL B IRER 2 0 T kI

(Z) BRSEHRIEAE

GFEEREF2E 101 R WAL EfIREEme - > i - 29
Fr(steps) ~ * 11 & pIHF P hz > E (methods) & #] #2 (process) s P £] 1% » 18 F
EAEA  AEREAFHAZ 2P0 S o Ao iy AT 32 AR
FoaE Ty fgrv‘&ﬁ?J (mental steps) - - 5 B 7 PRI LR - MY R
flz 2 zgp R ?bﬁiwéﬁmwaxﬂﬁfg i@v/?ﬁwé@ﬁ
B &k AfR2 Rk B K L fAz(process)H M 2 g o A AR G - B AR
P g2 R o

£ RE 2R b 352 Bt 1998 # State Street Bank v. Signature Financial®’ %
(T fiState Streetk )= = 3 T * ~ Bgpr 5 252 ¥ % | (useful, concrete, and
tangible result)®® > * v 2|l EE P 2 T B o T 2 > EEEP BT
MEFITPR I AL ART SR PSS TREES LT - R
ik 1 & La o avﬂ;afr;wwzsb Sna $ A P G g
£ ¥ —%‘f r} ° z}_\”“ i P’D\'::\‘.SF-" @x’;‘% LY ?,Pmﬁﬁggfki f:’rﬁ-ﬁ‘ﬁ ',3)1’-" ;zg);fﬂq ) BE &

%2 In re Comiskey, 499 F.3d 1365, 1375 (Fed. Cir. 2007).

8 Diamond v. Diehr, 450 U.S. at 185.

# Le Roy v. Tatham, 55 U.S. 156, 175 (1852) (stating that “a principle, in the abstract, is a
fundamental truth; an original cause; a motive; these cannot be patented, as no one can claim in either
of them an exclusive right.”).

% Ex parte Lundgren, 76 U.S.P.Q.2d 1385, 1403 (B.P.A.1. 2005); Ex Parte Bilski, No. 2002-2257, slip
op. at 19 (B.P.A.l. Sept. 26, 2006), aff'd on other grounds, In re Bilski, 545 F.3d 943 (Fed. Cir. 2008)
(en banc), cert. granted sub nom. Bilski v. Doll, 129 S.Ct. 2735 (June 1, 2009) (No. 08-964).

% Diamond v. Diehr, 450 U.S. at 187; see also Parker v. Flook, 437 U.S. at 594.

2" State Street Bank & Trust Co. v. Signature Fin. Group, Inc., 149 F. 3d 1368 (July 23,1998)
[hereinafter “State Street”].

8 1d. at 1374.

% |d. at 1368.
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£ FEp R b3 ekt State Streetk H A I L Fw ER TR L B
WP 52 %% | 07 28 2P Bl A2 8RR 5 2t 8 i3 2008
#1Inre Bilski%k d % FE 2ty b ofi padade o FT i B T B A i
712 | (machine-or-transformation test)® i+ 4 2147 2 g P £ 3 3% 4% 2 W& 1032
#0101 wEer R AR R AR o 2hg 2 o BEANICIr FoRR Pk B AN 2
P+ Gottschalk v. Benson®*¢7 Diamond v. Diehr®% & 2 #7if * 2| 475 4L AJ2 42 &
FAMBER T B AR L R R JIE R B TR 2 Mt
WAL FEPATRNIONFIRRSLE IR S AP F LR AT
FHRE- PRS- RESLT 2 8% M @mE AT LR
PR AEEF N E AL SE L TR AT BRSS9
PR HERTAAF 2 £ Y G EE P BT A Bl Tl o
W kBl P WA EER S AR B
FoRZEFAEAEBRSEHGFREFERSER TLAY > DAY
Mz 7 gﬂ,ﬁ_ 36

kBRI BTN ECR kPt 2010 & S s dr Vo Bog ok peedn 4 B 2
Wi P rE R S A g N e AR LR S 2 E P AT AR
BB I e R T Ak v R g 2R T L SRS R
Zo— o kT2 o BN E IR TREP AL TSRS ER SRR 2

%0 State Street, 149 F.3d at 1373. ffi* State Street 1 FRAT » BB B4 1908 £
5 0H FERARER Hotel Security Checking Co. v. Loran Co. 160 F. 2d 467 (1908) th> Hfi# » {77
4 R AN B BB REF RIS - HNHFENZZRAET G @EE
SEAE - B RN B R8s 2 4h - [N EAUS B (R3E - BN RENER HREETT
BB R S RREER. - FE B EG ER E AN EAEE (b)) SEEDAREE - 141
H] - H 106 2 114 » 2005 £ 6 H ; BREES » ZEIEBEMSEES Hp2E AR 2 3R () &
BRAE: > 142 Hf » 58 268 200548 H -
1 In re Bilski, 545 F.3d at 954. The court appeared to find particular significance in the Supreme
Court's statement in Gottschalk v. Benson that "transformation and reduction of an article "to a
different state or thing' is the clue to the patentability of a process claim that does not include particular
machines." Id. at 955-56 (emphasis in original) (quoting Gottschalk v. Benson, 409 U.S. 63, 770
(1972)).
%409 U.S. 63 (1972).
¥ 450 U.S. 173 (1981).
* In re Bilski, 545 F.3d at 954-55. (The Federal Court stated that a process is patentable if: “(1) it is
tied to a particular machine or apparatus, or (2) it transforms a particular article into a different state or
thing.”). Id.
z: Id. at 961-62 (citations omitted).

Id.
*" Bilski v. Kappos, 130 S.Ct. at 3226-32. {fEFiTE# » BHlmmErAbe IR AN 2 P88
EE R T EARE RS L FUE ATV BT EAM: - ERFKOE FIRER L R
SRR TP EEIOIEUE | Rl U R B R E AT - WA AEE -
% 1d. at 3227 (holding that [t]his Court’s precedents establishes that the machine-or-transformation test
is a useful and important clue, an investigation tool, for determining whether some claimed inventions
are processes under § 101. The machine-or-transformation test is not the sole test for deciding whether
an invention is a patent-eligible “process.”)(emphasis added). Id.
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SR AR § BT R A IRE AR e TR L 2 LT
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Bt 2RI R Sl bl o AT LU 25 B3 Bilski 5 5 7
LET E PP B e L2 ﬁ»*‘*ﬁ T2 RIEAA WS Bilski & XA i Lab.

Corp. of Am. Holdings v. Metabollte Labs.%& - 12 2 Bilski % 24 ié IRER Ry el
AR A FRLE 2 E P B AR 2R ;u—Prometheus Laboratories V.
Mayo Collaborative Services % % Classen Immunotherapies, Inc. v. Biogen Idec % -

(- ) Lab. Corp. of Am. Holdings v. Metabolite Labs.*

A& G Bilski 2w MEFRLE 2EMLBR REBERE IR
Flac ERER~ 575 m‘i% » & State Street j*ﬁlﬁ’” AL RE %ﬂiﬁa
BFRLE 2FP LTS @Hi Lo TS G L8 1R
PLEGRT RS uﬂ“:m o BIELR ﬂ ﬁxrs/zl‘;oﬁxfé&w‘w%a— P Bryer,z
FHSRNTFLARFRLE ZFP 25 JE R & S P

1. AX %4

- F] ~‘_£‘ r_ jféfﬁzﬁ i s & BlZ ﬁ,;é’}, }i“fm—s /'Z_J ) ﬁiﬁpgﬁbgw
ﬁ@]¢,7‘g_é #B12 & E s (2 ﬁéiﬂ@,‘ B 2 )ﬁi—}a y(’\t»ﬁ')i*‘u.?)"}?i
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RATIREE - AT '-:’é,’l’l‘r:?_\' Paﬁf%fix? YT s?ﬁ.‘y LAk iE 0 Ty
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?

&
ERE R i (homocysteme)ma AP F o o AaER L R pBEEF ’F’

£ h T

¥

~

F\ g B Renle LR > e B R SFP MRS o TR N s S

B ol £ SRR R WA AR LN ARG GBE T - R A RER L E Y
FE P 5 BERR LSRN AL A8 SBI2 NEM o &P B
@ % ML )% 4940658 55 (T AL 658 HE 1))

658 5L % {13 £E ¥ 135 T i m i PR MBS P s #BL2 & E R L
EESE (THEAEEF]) 0 3% M;:w: 7z = H 3 (1) feirl(assay)tik 7 3
e LkRpt 78 5 (2) B RIATE LR 7 B S S e #B12 A R L
T b 03 12 g (corelate)™ o it Acit o R F A F AL &L seRp g

w

° Lab. Corp. of Am. Holdings v. Metabolite Labs., 548 U.S. 124 (2006).
Metabolite Labs., Inc. v. Lab. Corp. of Am. Holdings, 370 F.3d 1354, 1358 (Fed. Cir. 2004)
41
Id.
? 658 5 BRI ORIESS 13 TR SR -

I13. A method for detecting a deficiency of cobalamin or folate in warm-blooded animals

I
o

N
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BHCH G hh MY - D ¥ § R EH R TR AT

* % i 2 Metabolite 2 # >+ B~ 18 658 & {2 324815 » > 1991 & #-pt & 11 42
# 5 42 LabCorp= & o H {4 » LabCorp2s # % 1998 # B 4 g % H 18 o @ srfa g8
#01¢ & Abbot Testei sk viafie § & fif]* i% » £ L 6 HEFIET B2 o B2
AniR A SEARZ B Mo B B RFEARTALE G AL BT RL 2B
%

2.2004 & p 2Ry e b o3RiE PR R

A AR B FR AR P AR AL RS2 EFEJIR 2R moax ¥
FAS X gpREy 13EE %%ﬂJ%M&Agﬁﬁ@@MZ‘ﬁi
i 2 i eRd B (correlatlon)¢l$£k%7fi%?1ﬁ'(ba5|c scientific fact) » 2 7 2 &
T ;L*{ 4 ,m; —a—mﬂ 1SR A BHINICGE b IREFRATHR 0 AR E o B R
WE AT BJIGRA Y 1353 @‘5%11&— &ﬂgfw‘”e.e},rmt'* 5 %
i%ﬂwwﬁﬁ%uwarwaw RS zmnﬁbgﬂgglmh 2
TR & > BN bR T ;\_E_Iﬂl.i i/ Fﬁg'ﬁrlﬁl'J%ﬁ'%«)%"/\%”w

P EEENEA ;z%: 101 i T glAR » 7R g P AT AE e 3 T M EE
LF TR LR RS R AL B2y FoRR R AR AR R o

3.2006 E B i ra bR AT LIE

EECE SRS SRR N 1%%i@%é@ﬁtfﬁ’
AR IR E A %m”%%lﬁ ? fe FH S AL & AT
BBl S AR FANRA L B w A FHE RS PP RE

rp
A rFﬁ?%F}JK?B/ mﬁ%ﬂi?‘ﬁ“ ‘i; v BE A A o B3 2 Kﬁf»l’%/:‘l‘mwif’r'ﬁ ?ﬁ%
;"‘ R SR L L AT STASTTACR 2 FBreyer 2 P AL 0 R AT
FRALT o TIEY "StevensﬁSouter_ A EE A

f;tBreyer;‘z N EI S S R ?'%Fﬂ” o meikpl2 kR B &
Bl2 A kL gzl i » o L EMEE R £ G I3 2 8 v Ry
frmg Kb B2 73 RJiRESHT p AR % (natural phenomenon) » #
I Hggﬂ;‘;ailowﬁ%&;, LB R sy AR L
A - R R H B %‘rmﬁlﬂ » feBreyer;2 F s k£ & %(D)

comprising the steps of:
assaying a body fluid for an elevated level of total homocysteine; and
correlating an elevated level of total homocysteine in said body fluid with a deficiency of
cobalamin or folate. ; Id.
% Lab. Corp. of Am. Holdings v. Metabolite Labs., 548 U.S. at 128 (Breyer, J., dissenting); see also
Metabolite Labs., Inc. v. Lab. Corp. of Am. Holdings, 370 F.3d at 1365.
2‘5‘ Metabolite Labs., Inc. v. Lab. Corp. of Am. Holdings, 370 F.3d at 13509.
Id.
® 1d. (citing Brief for Appellant, at 41).
Id. at 1358.
Lab. Corp. of Am. Holdings v. Metabolite Labs., 548 U.S. at 125, 132 (Breyer, J., dissenting).
Id. at 135.

P
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p % e ﬂ&*@%wﬂw*mﬁw&ﬁ y@aﬁ%ﬂﬁé
£ % 101 g2 g o b o 3 l’bif%ﬁ’r FAp M Pk B o Bryeriz il s
SRR R LTS Y ERAY ;) VeSS

o lfﬁ o /ET

kG OBilski 2 MFRDE D FEP LB R G Ll
RA LA B S s BRI PR ) 2 IR R It e 0 fe d BN
ARk L R2 PR RRAE LI TFRE NI T 2T LR
TRFNE2 > B FASAPH 2 280 2 B REXS ) 3 s
Bk 20 &Rt B AL ETEE gy o

(= ) Prometheus Laboratories v. Mayo Collaborative Services
A B A 3t In re Bilskiz] A didp a2 fs g b 3 3 B AR
FIRE BRI R o 2tk dRIn re Bilski iz TSR R g e | W AL
B Wk L BFP LR R JlE RS
1L A9

ke org 4] L - EE Y 2SR P%bh’ik“%gfﬁé’uﬁf}ﬁa%’éffﬂ&lﬁﬂ

?i_m” (T fﬁ—,fi’?ﬂq )M Hp At PR R am‘fﬁ[figﬁxi
FEEL > TR CREY ok JXFR G REJFERF - R T e AR
P2 e gUTHI gL é%xw*" "2 (administer)# 5 5 @ BAEL R ¢
A2 - 8¢ % 6-thioguanune (™ £ 6-TG) it dd+ 5 2 {2 » 7z T (determine) i 42
A 6-TCHRBFER o Bt > R AW ERB K UAF LR BHT Y
gr 2k § 5; @t‘rgb f;ﬁﬁé’g#mﬁlﬂﬁ 55

*01d. at 136-137.
° |d. at 136.
%2 |d. at 138.
> Prometheus Labs., Inc. v. Mayo Collaborative Servs., No. 04-CV-1200, 2008 U.S. Dist. LEXIS
15062, 2008 WL 878910 (S.D. Cal. Mar. 38, 2008).
> Prometheus Labs., Inc. v. Mayo Collaborative Servs. (Prometheus 1), 581 F.3d 1336, 1339 (Fed. Cir.
2009). F FHHIHIEG SR H S 6355623 HRELSS 6680302 5% ( LAN 7 lfH 623 HLA|EL302 H
) AZEFE Prometheus /A 5] Fylth —EFI 2 HEBHAHEA -
% 1d. at 1340. Claim 1 of the ‘623 patent states
A method of optimizing therapeutic efficacy for treatment of an immune-mediated
gastrointestinal disorder, comprising:
(a) Administering a drug providing 6-thioguanine to a subject having said
immune-mediated gastrointestinal disorder; and
(b) Determining the level of 6-thioguanine in the said subject having said
immune-mediated gastrointestinal disorder,

wherein the level of 6-thioguanine less than about 230 pmol per 8 x 108 red blood
cells indicates a need to increase the amount of said drug subsequently administered to
said subject and

wherein the level of 6-thioguanine greater than about 400 pmol per 8 x 108 red blood
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s A5 2 (mental step) = A N IR E TR e}ﬂ‘* 2 R E R A
IR R E (s A4 m“%%;‘&)i*iﬂﬁs? EAHE OB
(correlation) » 7= 4 ﬂq AMGESERAGAIPIER S LS R E a2
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2.2009 # B 2Ricie b 35k A7 2O
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(1) yE£FPEF RPFPIPFPTRFZEPALZ2E5F ) 3P RS
Wik NG gER B340 ¥ 101 vz 2 Qs

AR S tﬁ“—ﬁﬁ¥~ﬁ%—rﬂﬁj’é%mé%%Wﬂﬁﬁ
E ’«;%indwﬂ?lwﬁp\,:;,f&gﬁ»ﬁ; PG AR E AL IR 5
R B A e R o d A0 R hA 4 1 ﬁaﬁ%#* W’Em’#
Ty B B L LN S 2R i g 0 O
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pressure liquid chromatography, HPLC)4 ip|7s > ﬁpsé R R -
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SO RATLEBHE AL ZA LR 5?;4 ) i::b PEE AL RN
B R B TR NP RR AH I G kg s Co o R
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TN

cells indicates a need to decrease the amount of said drug subsequently administered to
said subject.
‘302 BV ES — (s K IE LA B 623 BAI S —aH KIEA A EAR[E - £ 302 B —5EKIH
S nkEE 6-methyl-mercaptopurine JEfE -
% 1d. at 1341.
7 1d.
% 1d.
% Prometheus I, at 1336.
% |d. at 1345.
®1 |d. at 1346.
82 1d. at 1347.
& d.
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% In re Bilski, 581 F.3d at 962.

87 Prometheus I, 581 F.3d at 1347.
%8 |d. at 1348.

% .

0 Id. at 1340.

™ 1d. at 1348.
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™ Mayo Collaborative Servs. v. Prometheus Labs., Inc., 130 S. Ct. 3543 (2010).

> Prometheus Labs., Inc. v. Mayo Collaborative Servs. (Prometheus 11), 628 F.3d 1347 (Fed. Cir.
2010).

"® 1d. at 1355.

7 1d.

8 1d.
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% Mayo Collaborative Servs. v. Prometheus Labs., Inc., 131 S. Ct. 3027 (2011).
8 Mayo Collaborative Services v. Prometheus Laboratories, Inc., 566 U.S. _, 132 S. Ct. 1289
(2012).
® 1d. at 1293.
5 4.
4.
8 1d. at 1293-94 (quoting Parker v. Flook, 437 U.S. 584, 590 (1978)).
% 1d. at 1294.
% 4.
L 1d. at 1297.
% Id. at 1293, 1297.
% Id. at 1297.
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Id.
% |d. at 1294.
% |d. at 1297-98.
100 1d. at 1298.
101 |d
192" Classen Immunotherapies, Inc. v. Biogen Idec, Civ. No. WDQ-04-2607, 2006 U.S. Dist. LEXIS
98106 (D. Md. Aug. 16, 2006).
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APpg (2 EREHFTHNERELE I ARAD BB P F MR
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E oy o REFRIE R - IE#J:# CHPFEZoBHB () R - FEHTRE
(the treatment group)*s #+# v 1/ 51%} % % F (immunize) 5 (2) v #F Bk e i

103 Classen Immunotherapies, Inc. v. Biogen Idec (Classen I1), 2011 U.S. App. LEXIS 18126, at *4-5
(Fed. Cir. 2011).

19 1d. at *4.

" 1d. at *5-7. Jfi%5 Classen /A FIFRAS 139 BREIAIILE 730 SRapRIFTa R 2 S0P

BAFHNFEREE TR » Zaf KREFE SR
1. A method of immunizing a mammalian subject which comprises:
(1) screening a plurality of immunization schedules, by

(a) identifying a first group of mammals and at least a second group of mammals,
said mammals being of the same species, the first group of mammals having been
immunized with one or more doses of one or more infectious disease-causing
organism-associated immunogens according to a first screened immunization
schedule, and the second group of mammals having been immunized with one or
more doses of one or more infectious disease-causing organism-associated
immunogens according to a second screened immunization schedule, each group
of mammals having been immunized according to a different immunization
schedule, and

(b) comparing the effectiveness of said first and second screened immunization
schedules in protecting against or inducing a chronic immune-mediated disorder
in said first and second groups, as a result of which one of said screened
immunization schedules [*7] may be identified as a lower risk screened
immunization schedule and the other of said screened schedules as a higher risk
screened immunization schedule with regard to the risk of developing said
chronic immune mediated disorder(s),

(1) immunizing said subject according to a subject immunization schedule, according to
which at least one of said infectious disease-causing organism-associated immunogens
of said lower risk schedule is administered in accordance with said lower risk screened
immunization schedule, which administration is associated with a lower risk of
development of said chronic immune-mediated disorder(s) than when said immunogen
was administered according to said higher risk screened immunization schedule.
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1% 1d. at *8-9. 5 283 HEE A KIAS —IEF L
1. A method of determining whether an immunization schedule affects the incidence or severity
of a chronic immune-mediated disorder in a treatment group of mammals, relative to a control
group of mammals, which comprises

immunizing mammals in the treatment group of mammals with one or more doses of one or
more immunogens, according to said immunization schedule, and

comparing the incidence, prevalence, frequency or severity of said chronic immune-mediated
disorder or the level of a marker of such a disorder, in the treatment group, with that in the
control group.

197" Classen Immunotherapies, Inc. v. Biogen Idec, Civ. No. WDQ-04-2607, 2006 U.S. Dist. LEXIS

98106, at *11-14 (D. Md. Aug. 16, 2006).

1% 1d. at *15.

199" Classen Immunotherapies, Inc. v. Biogen Idec (Classen 1), 304 F. App'x 866 (Fed. Cir. 2008)

(unpublished decision).

"0 1d. at 867.

111 |d

112 Classen Immunotherapies, Inc. v. Biogen Idec, 130 S. Ct. 3541, 3541 (2010).
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15 1d. at * 19.

16 1d. at * 24.

17 1d. at *27-28.

118 Bilski v. Kappos, 130 S.Ct. at 3229.

119 Classen I1, at *24-25.

120 1d. at *25.

121 1d. at *27.
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