Phase Il RCT of Trametes (Coriolus) versicolor (Tv, 1,500 mg TID PO) in Women with a Stage I/ll/lll ER/PR Negative Breast Cancer

Screening Randomization End RCT End Treatment
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RADIOTHERAPY (6-8 WEEKS) RCT (8 WEEKS) OPEN LABEL FOLLOW UP (8 WEEKS)

GROUP A

VERUM Tv 1,500 mg TID

WKO|WK1|WK2|WK3|WK4 | WK5 |WK6|WK7|WK8|WK9|WK10|WK11 WK 12| WK 13|WK 14| WK15 | WK16

yT-G \F/’VH21 V2 | PH2 | V3 | PH3 | PH4 | V4 | PH5 | PH6 | V5 | PH7 | PH8 | PH9 | V6 |PH10 |PH11|PH12| V7
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GROUP B

PLACEBO 1,500 mg TID

-NKCA A
-IE’?IUtrOph”S AE monitoring
-IFN-y .
TNF-a Compliance Clinic visits Weeks —6, 0, 2, 5, 8, 12, and 16
-Phagocytosis > Clinic visits Weeks -6, 0. 2. 5. 8. 12. and 16 Phone calls Weeks 1, 3,4, 6, 7,9, 11, 13, 14 and 15
-Safety Labs
-HCG
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