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* A method of optimizing therapeutic efficacy for treatment of an
immunemediated gastrointestinal disorder, comprising:

e (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 said subject having
said immune-mediated

e 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
per 8 X 108 red blood cells indicates a need to decrease the amount
of said drug subsequently administered to said subject.
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— “Laws of nature, natural phenomena, and abstract ideas” are not patentable.
(IREHEFIRIPLIELY)
o L. BICHEBEZELETT) T HEFAEREITGELEN,
— The Court has recognized, however, that too broad an interpretation of this

exclusionary principle could eviscerate patent law. For all inventions at some level
embody, use, reflect, rest upon, or apply laws of nature, natural phenomena,

or abstract ideas. (@& FIRXP2LY))
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— aprocess that focuses upon the use of a natural law also contain other
elements or a combination of elements, sometimes referred to as an “inventive

concept,” sufficient to ensure that the patent in practice amounts to signifi-
cantly more than a patent upon the natural law itself. (FRE&FIRICP3ILY)
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— Prometheus’ patents set forth laws of nature—namely, relationships between
concentrations of certain metabolites in the blood and the likelihood that a dosage of a
thiopurine drug will prove in effective or cause harm. (FTREZEHIRICP8LY)
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— the “administering” step simply refers to the relevant audience, namely doctors who treat
patients with certain diseases with thiopurine drugs. (&= & IR X P& Y)
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— the“wherein”clauses simply tell a doctor about the relevant natural laws, at most adding a
suggestion that he should take those laws into account when treating his patient. (& =¥l

RXPILY)

o LEFHFERLE BREANZODEOLNDREMN., BBEICERERIL EDE
18 (significantly more) ZfREL TWLAE D EIFHIFSNZLY,

— the claims inform a relevant audience about certain laws of nature; any additional steps
consist of wellunderstood, routine, conventional activity already engaged in by the scientific
community; and those steps, when viewed as a whole, add nothing significant beyond the
sum of their parts taken separately. (FRE&ERFIRICP11LY)
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— First, the Federal Circuit, in upholding the patent eligibility of the claims before us, relied on this
Court’s determination that “[t]Jransformation 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.” * =+ (FHB&) - - = It reasoned that the claimed processes are therefore patent eligible,
since they involve transforming the human body by administering a thiopurine drug and

transforming the blood by analyzing it to determine metabolite levels. 628 F. 3d, at 1356-1357. (Fx
= ECHIRXP19KY)
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— The first of these transformations, however, is irrelevant. As we have pointed out, the

“administering” step simply helps to pick out the group of individuals who are likely interested in
applying the law of nature. (R E & FIIR X P19KLY))
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— And the second step could be satisfied without transforming the blood, should science develop a
totally different system for determining metabolite levels that did not involve such a transformation.

— Regardless, in stating that the “machine-or-transformation” test is an “important and useful clue”
to patentability, we have neither said nor implied that the test trumps the “law of nature” exctusion.

(IREECHIRXP19KY)
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1

Is the claim dil:re]cted to one of

the four statutory categories,
i.e., a process, machine,

manufacture, or composition

of matter?

(2)
Does the claim recite or involve
judicial exception(s)?

ludicial exceptions include:
abstract ideas*,
laws of nature/natural principles,
natural phenomena, and natural
products.

#If the claim recites or involvezan
abstract idea (either alonecorin

e e e % If the claim recites or involves an

MAYBE
{or YES)

Sraliaehe laim for el gy, abstract idea(either alone or in
combination with other judicial

exceptions), use MPEP2106(ii) to
analyze the claim for eligibility.

4
CLAIM QUALIFIES A5 REIECT CLAIM UNDER
ELIGIBLESUBIECT 35U5.C 101 A5
MATTER DRAWMNTO INELIGIBLE
SUBIJECT MATTER

(3)

Does the claim as a whole
recite something
significantly different
than the judicial
exception(s)?

YES
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MDiehrfiR XNREFFD UL —L (Claiml)
1. Amethod of operating a rubber-molding press for precision molded compounds with
the aid of a digital computer, comprising:

* providing said computer with a data base for said press including at least, natural
logarithm conversion data (In), the activation energy constant (C) unique to each batch of
said compound being molded, and a constant (x) dependent upon the geometry of the
particular mold of the press,

* initiating an interval timer in said computer upon the closure of the press for monitoring
the elapsed time of said closure,

* constantly determining the temperature (Z) of the mold at a location closely adjacent to
the mold cavity in the press during molding,

* constantly providing the computer with the temperature (2),

e repetitively performing in the computer, at frequent intervals during each cure,
integrations to calculate from the series of temperature determinations the Arrhenius
equation for reaction time during the cure, which is

In(v)=CZ+x
where v is the total required cure time,

* repetitively comparing in the computer at frequent intervals during the cure each said
calculation of the total required cure time calculated with the Arrhenius equation and said
elapsed time, and

e opening the press automatically when a said comparison indicates completion of curi?lg.
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