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I New Study - Initial Review

UAZ22-10-01, Phase Ila, Single-arm, Open-label, Clinical Trial of calcipotriene
plus 5-fluorouracil Immunotherapy for Skin Cancer Prevention in Organ
Transplant Recipients (Version Date 12/01/22)

II  New Study ReReview

UMI22-09-02, Phase 1 Trial of ONC201 for Chemoprevention of Colorectal
Cancer (Version Date 01/20/23)

III Amendment

URCC-19178, Optimizing Functional Outcomes of Older Cancer Survivors After
Chemotherapy The GEM-S Study (Version Date 11/01/22)

IV Continuing Review

S1600, A Randomized Phase III Double-Blind Clinical Trial Evaluating the Effect
of Immune-Enhancing Nutrition on Radical Cystectomy Outcomes (SIMmune)
(Version Date 11/09/21)

vV Continuing Review

A171601, A phase II trial assessing the tolerability of palbociclib in combination
with letrozole or fulvestrant in patients aged 70 and older with estrogen receptor-
positive, HER2-negative metastatic breast cancer (Version Date 05/29/20)
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VIl  Continuing Review

A221805, Duloxetine to Prevent Oxaliplatin-Induced Chemotherapy-Induced
Peripheral Neuropathy: A Randomized, Double-Blind, Placebo-Controlled Phase II
to Phase III Study (Version Date 01/12/22)




