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CLAIMS

1. A method of predicting clinical outcome for a human subject djagnosed with
colorectal cancer following surgical resection of said cancer, comprising
determining a normalized expression level of an RNA transgript of Ki-67, or an
expression product thereof, in a biological sample comprising carler cells obtained from
said human subject, and; '
predicting the likelihood of a positive clinical outcom for said human subject
based on said normalized expression level, wherein normalifed expression of an RNA
transcript of Ki-67, or an expression product thereof, is pogitively correlated with an

increased likelihood of a positive clinical outcome.

2. The method of claim 1, wherein said determigling comprises determining a
normalized expression level of an RNA transcript,

or more of BGN, FAP, and INHBA in the biologjcal sample;

r an expression product thereof, of one

wherein normalized éxpression of each ¢f BGN, FAP, and INHBA is negatively

- correlated with an increased likelihood of a pgsitive clinical outcome.

3. The method of claim 1, wherein safd determining comprises determining a
normalized expression level of an RNA franscript, or an expression product thereof, of one
or both of MYBL2 and cMYC in the blological sample;

wherein normalized expressigh of MYBL2 and CMYC is positively correlated with
an increased likelihood of a po_sitiv clinical outcome.
4, The method of claim 1, Avherein said determining comprises determining a
normalized expression level ‘

GADD45B in the biologica}/sample;

an RNA transcript, or an expression product thereof, of

wherein normalizefl expression of GADD45B is negatively correlated with an

increased likelihood of positive clinical outcome.
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5. The method of claim 1, wherein said normalized expression levef of an RNA

transcript of Ki-67 is determined using a PCR-based method.

6.  The method of claim 5, wherein said normalized expressioyf level is normalized

relative to the expression level of an RNA transcript of at least o

7. The method of any of claims 2, 3, and 4, wherein said/normalized expression level
is normalized relative to the expression level of an RNA trajiscript of at least one-reference

gene.

8. The method of claim 7, wherein said normalizgd expression level is normalized

relative to the expression level of an RNA transcript bf at least one-reference gene

9, The method of claim 1, wherein said clinjCal outcome is expressed in terms of
Recurrence-Free Interval (RFI), Overall Survival (OS), Disease-Free Survival (DFS), or

Distant Recurrence-Free Interval (DRFI).

10. The method of claim 1, wherein said colorectal cancer is Dukes B (stage II) or

Dukes C (stage III) colorectal cancer.

11.  The method of claim 1, wherfin said colorectal cancer is Dukes B (stage II) or

Dukes C (stage III) colon cancer.

12.  The method of claim 1,Aurther comprising the step of creating a report

summarizing said prediction.
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13. A method of predicting in a human subject diagnosed with Dukes B
Dukes C (stage III) colorectal cancer a likelihood of recurrence of colorecfal cancer
following surgical resection of said cancer, coniprising:
determining the normalized expression level of an RNA transcyipt of Ki-67 in a
biological sample comprising cancer cells obtained from said humany/subject, and;
predicting the likelihood of recurrence of colorectal cancer for the human subject
based on the normalized expression level, whefein normalized expression of an RNA

transcript of Ki-67 is positively correlated with decreased likelijiood of recurrence of

colorectal cancer.

14.  The method of claim 13, wherein said determinin‘ comprises determining a
normalized expression level of an RNA transcript of ong/or more of BGN, FAP, and
INHBA in the biological sample; 7 .
wherein normalized expression of each of BN, FAP, and INHBA is negétively
correlated with a decreased likelihood of recurreng - of colorectal cancer.
15.  The method of claim 13, wherein said dftermining comprises determining a
normalized expression level of an RNA transgript of one or both of MYBL2 and cMYC in
the biological sample;
wherein normalized expression of MYBL2 and CMYC is positively correlated with

a decreased likelihood of recurrence of golorectal cancer.

16.  The method of claim 13, whgrein said determining comprises determining a
normalized expression level of an RNA tran';s'éript of GADD45B in the bio_lpgicai sample;
wherein normalized exprgssion of GADDA45B is negatively correlated with a

decreased likelihood of recurrefice of colorectal cancer.

17. The method of clainh 13, wherein said norrhalized expression level is determined
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18. The method of any of claims 14, 15 and 16, wherein said normalized expression

level is determined using a PCR-based method.

19. The method of claim 13, wherein, if said likelihood of recurrente of colorectal
cancer is increased, said patient is subjected to further therapy following said surgical

resection.

20.  The method of claim 13, wherein said further therapy is/chemotherapy and/or
radiation therapy.
21.  The method of claim 13, further comprising the stelp of creating a report

summarizing said prediction.

22. The method of claim 13, wherein said normafized expression level is normalized

relative to the expression level of an RNA transcript of at least one reference gene.
23. A report comprising:

‘ information regarding a prediction of A clinical outcome for a human subject
diagnosed with colorectal cancer following Surgical resection of said cancer, wherein said -
prediction of clinical outcome is based on/information comprising the normalized
expression level of an RNA transcript of Ki-67, or an expression product thereof, in a
biological sample comprising cancer c£lls obtained from said human subject, wherein
evidence of increased normalized expression of an RNA transcript of Ki-67, or an

expression product thereof, indicatgs a increased likelihood of a positive clinical outcome.

24.  The report of claim 23, fvherein said clinical outcome is expressed in terms of
), Overall Survival (OS), Disease-Free Survival (DFS), or
Distant Recurrence-Free Injerval (DRFI).

Recurrence-Free Interval (
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25. The report of claim 23, wherein said colorectal cancer is Dukes B (sjage II) or
Dukes C (stage III) colorectal cancer.
26. The report of claim 23, wherein said colorectal cancer is Dukey/B (stage II) or

Dukes C (stage III) colon cancer.
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CLAIMS

1. A method of predicting clinical outcome for a human subject diagnosed with
colorectal cancer following surgical resection of said cancer, comprising

determining a normalized expression level of an RNA transcript of Ki-67, or an
expression product thereof, in a biological sample comprising cancer cells obtained from
said human subject, and;

predicting the likelihood of a positive clinical outcome for said human subject
based on said normalized expression level, wherein normalized expression of an RNA
transcript of Ki-67, or an expression product thereof, is positively correlated with an

increased likelihood of a positive clinical outcome.

2. The method of claim 1, wherein said determining comprises determining a
normalized expression level of an RNA transcript, or an expression product thereof, of one
or more of BGN, FAP, and INHBA in the biological sample;

wherein normalized expression of each of BGN, FAP, and INHBA is negatively

correlated with an increased likelihood of a positive clinical outcome.

3. The method of claim 1, wherein said determining comprises determining a
normalized expression level of an RNA transcript, or an expression product thereof, of one
or both of MYBL2 and cMYC in the biological sample;

wherein normalized expression of MYBL2 and CMYC is positively correlated

with an increased likelihood of a positive clinical outcome.

4.  The method of claim 1, wherein said determining comprises determining a
normalized expression level of an RNA transcript, or an expression product thereof, of
GADDA45B in the biological sample;

wherein normalized expression of GADD45B is negatively correlated with an

increased likelihood of a positive clinical outcome.

5. The method of claim 1, wherein said normalized expression level of an RNA

transcript of Ki-67 is determined using a PCR-based method.
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6. The method of claim 5, wherein said normalized expression level is normalized

relative to the expression level of an RNA transcript of at least one-reference gene.

7. The method of any of claims 2, 3, and 4, wherein said normalized expression level
of an RNA transcript of one or more of BGN, FAP, INHBA, MYBL2, CMYC, and
GADD45B is determined using a PCR-based method and wherein said normalized
expression level is normalized relative to the expression level of an RNA transcript of at

least one-reference gene.

8. The method of claim 1, wherein said method comprises determining a normalized
expression level of an expression product of an RNA transcript of Ki-67, and wherein said
normalized expression level of an expression product of an RNA transcript of Ki-67 is
normalized relative to the expression level of an expression product of an RNA transcript

of at least one reference gene.

9. The method of claim 1, wherein said clinical outcome is expressed in terms of
Recurrence-Free Interval (RFI), Overall Survival (OS), Disease-Free Survival (DFS), or

Distant Recurrence-Free Interval (DRFI).

10. The method of claim 1, wherein said colorectal cancer is Dukes B (stage II) or

Dukes C (stage I1I) colorectal cancer.

11. The method of claim 1, wherein said colorectal cancer is Dukes B (stage 1I) or

Dukes C (stage I1I) colon cancer.

12.  The method of claim 1, further comprising the step of creating a report

summarizing said prediction.

13. A method of predicting in a human subject diagnosed with Dukes B (stage 11) or
Dukes C (stage 11I) colorectal cancer a likelihood of recurrence of colorectal cancer

following surgical resection of said cancer, comprising:
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determining the normalized expression level of an RNA transcript of Ki-67 in a
biological sample comprising cancer cells obtained from said human subject, and,;

predicting the likelihood of recurrence of colorectal cancer for the human subject
based on the normalized expression level, wherein normalized expression of an RNA
transcript of Ki-67 is positively correlated with decreased likelihood of recurrence of

colorectal cancer.

14.  The method of claim 13, wherein said determining comprises determining a
normalized expression level of an RNA transcript of one or more of BGN, FAP, and
INHBA in the biological sample;

wherein normalized expression of each of BGN, FAP, and INHBA is negatively

correlated with a decreased likelihood of recurrence of colorectal cancer.

15.  The method of claim 13, wherein said determining comprises determining a
normalized expression level of an RNA transcript of one or both of MYBL2 and cMYC in
the biological sample;

wherein normalized expression of MYBL2 and CMYC is positively correlated

with a decreased likelihood of recurrence of colorectal cancer.

16.  The method of claim 13, wherein said determining comprises determining a
normalized expression level of an RNA transcript of GADD45B in the biological sample;
\ wherein normalized expression of GADD45B is negatively correlated with a

decreased likelihood of recurrence of colorectal cancer.

17. The method of claim 13, wherein said normalized expression level is determined

using a PCR-based method.

18.  The method of any of claims 14, 15 and 16, wherein said normalized expression

level is determined using a PCR-based method.
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19. The method of claim 13, wherein, if said likelihood of recurrence of colorectal
cancer is increased, said patient is subjected to further therapy following said surgical

resection.

20.  The method of claim 13, wherein said further therapy is chemotherapy and/or

radiation therapy.

21.  The method of claim 13, further comprising the step of creating a report

summarizing said prediction.

22.  The method of claim 13, wherein said normalized expression level is normalized

relative to the expression level of an RNA transcript of at least one reference gene.

23. A report comprising:

information regarding a prediction of a clinical outcome for a human subject
diagnosed with colorectal cancer following surgical resection of said cancer, wherein said
prediction of clinical outcome is based on information comprising the normalized
expression level of an RNA transcript of Ki-67, or an expression product thereof, in a
biological sample comprising cancer cells obtained from said human subject, wherein
evidence of increased normalized expression of an RNA transcript of Ki-67, or an
expression product thereof, indicates an increased likelihood of a positive clinical

outcome.

24.  The report of claim 23, wherein said clinical outcome is expressed in terms of
Recurrence-Free Interval (RFI), Overall Survival (OS), Disease-Free Survival (DFS), or

Distant Recurrence-Free Interval (DRFI).

25.  The report of claim 23, wherein said colorectal cancer is Dukes B (stage II) or

Dukes C (stage I1I) colorectal cancer.

26.  The report of claim 23, wherein said colorectal cancer is Dukes B (stage II) or

Dukes C (stage I1I) colon cancer.



