SUBJECT MATTER ELIGIBILITY ANALYSIS FOR CLAIMS TO LAWS OF NATURE/NATURAL PRINCIPLES

A NATURAL PRINCIPLE INCLUDES A LAW
OF NATURE, A NATURAL
PHENOMENON, OR A NATURALLY
OCCURRING RELATION OR
CORRELATION. — ALL OF WHICH OCCUR
WITHOUT THE ‘HAND OF MAN’

A\ 4

EXAMPLES OF METHODS THAT

FOCUS ON NATURAL PRINCIPLES: /
- DIAGNOSING A CONDITION /
BASED ON A NATURALLY /
OCCURRING CORRELATION OF /
LEVELS OF A SUBSTANCE |
PRODUCED IN THE BODY WHEN A “
CONDITION IS PRESENT ‘
- IDENTIFYING A DISEASE USING A \
NATURALLY OCCURRING
RELATIONSHIP BETWEEN THE
PRESENCES OF A SUBSTANCE IN
THE BODY AND INCIDENCE OF
DISEASE

SOME FACTORS THAT WEIGH FOR
INTEGRATION WHEN YES:

- DO THE STEPS RELATE TO THE
NATURAL PRINCIPLE IN A SIGNIFICANT
WAY?

- DO THE STEPS IMPOSE A
MEANINGFUL LIMIT ON THE CLAIM
SCOPE?

- DO THE STEPS INCLUDE A MACHINE
OR TRANSFORMATION THAT
IMPLEMENTS THE PRINCIPLE?

SOME FACTORS THAT WEIGH AGAINST
INTEGRATION WHEN YES:

- ARE THE STEPS INSIGNIFICANT EXTRA-
SOLUTION ACTIVITY?

- ARE THE STEPS A MERE FIELD OF USE?

SOME FACTORS THAT WEIGH FOR
AMOUNTING TO MORE WHEN YES:

- DO THE STEPS DO MORE THAN
DESCRIBE THE PRINCIPLE WITH
GENERAL INSTRUCTIONS TO APPLY IT?
- DO THE STEPS NARROW THE SCOPE
OF THE CLAIM SO THAT OTHERS ARE
NOT FORECLOSED FROM USING THE
PRINCIPLE?

- DO THE STEPS ADD A NOVEL OR NON-
OBVIOUS FEATURE?

- DO THE STEPS INCLUDE A NEW USE OF
A KNOWN SUBSTANCE?

SOME FACTORS THAT WEIGH AGAINST
AMOUNTING TO MORE WHEN YES:

- ARE THE STEPS WELL-UNDERSTOOD,
PURELY CONVENTIONAL OR ROUTINE?
- ARE THE STEPS THOSE THAT MUST BE
TAKEN BY OTHERS TO APPLY THE
PRINCIPLE?

- ARE THE STEPS RECITED AT A HIGH
LEVEL OF GENERALITY SUCH THAT
SUBSTANTIALLY ALL PRACTICAL
APPLICATIONS ARE COVERED?

/ USE THE 2009 INTERIM \

EXAMINATION INSTRUCTIONS FOR
PRODUCT CLAIMS

IS THE CLAIM TO A PROCESS?

NO ,/USE THE 2010 INTERIM BILSIN

GUIDANCE FOR PROCESS CLAIMS
| WITHOUT NATURAL PRINCIPLE

DOES THE CLAIM HAVE
A NATURAL PRINCIPLE AS A LIMITING
ELEMENT OR STEP?

LIMITATIONS

/ EXAMPLES OF METHODS THAT DO NOT
/" REQUIRE THE NATURAL PRINCIPLE

| LIMITATION): r

\‘ - ADMINISTERING A MAN-MADE DRUG \‘

| TOAPATIENT \

A MEDICAL PROCEDURE
- ANEW USE FOR A KNOWN DRUG

| ANALYSIS (ABSENT A NATURAL PRINCIPLE |

/,,

/

\ - TREATING A PATIENT BY PERFORMING \

DOES THE CLAIM INCLUDE
ADDITIONAL ELEMENTS/STEPS THAT
INTEGRATE THE NATURAL PRINCIPLE
INTO THE PROCESS?

NO —
;C INELIGIBLE >

DOES THE CLAIM

INCLUDE ADDITIONAL ELEMENTS/ NO / \
STEPS THAT AMOUNT TO > INELIGIBLE

SIGNIFICANTLY MORE THAN THE \\ /

NATURAL PRINCIPLE ITSELF?

| PATENT-ELIGIBLE
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