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. Initial Review

A212202, Canakinumab for Lung Cancer Interception in High-Risk Individuals
Who Use Tobacco (CLIP) (Version Date 09/05/23)

1. Initial Review

WF-2202, Optimizing Psychosocial Intervention for Breast Cancer-related Sexual
Morbidity: The Sexual Health and Intimacy Education (SHINE) Trial (Version
Date 07/20/23)

I1l1. Initial ReReview

EAQ223, The ECOG-ACRIN SUPPORT Trial: Multilevel Intervention to
Improve Diverse Enrollment in Cancer Clinical Trials (Version Date 10/12/23)

IV. Amendment ReReview

MDAZ21-06-01, A Phase Ib/Il Clinical Trial of Nous-209 for Recurrent
Neoantigen Immunogenicity and Cancer Immune Interception in Lynch
Syndrome (Version Date 10/13/23)

V.  Continuing Review

A212102, Blinded Reference Set for Multicancer Early Detection Blood
Tests (Version Date 06/26/23)
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VI. Amendment

A212102, Blinded Reference Set for Multicancer Early Detection Blood
Tests (Version Date 09/18/23)

VI1Il. Continuing Review

INT21-05-01, A Phase IIB Clinical Trial of the Multitargeted Recombinant
Adenovirus 5 (CEA/MUC1/Brachyury) Vaccine (TRI-AD5) and IL-15
Superagonist N-803 in Lynch Syndrome (Version Date 02/09/23)

VIIl. Amendment

INT21-05-01, A Phase II1B Clinical Trial of the Multitargeted Recombinant
Adenovirus 5 (CEA/MUC1/Brachyury) Vaccine (TRI-AD5) and IL-15
Superagonist N-803 in Lynch Syndrome (Version Date 10/05/23)

IX. Amendment Prior to Activation

INT22-09-01, A Randomized Trial of Apalutamide in Non-Muscle Invasive
Bladder Cancer (Version Date 09/29/23)

X.  Continuing Review

A221702, ARM: Axillary Reverse Mapping — A Prospective Trial To Study Rates
Of Lymphedema And Regional Recurrence After Sentinel Lymph Node Biopsy
And Sentinel Lymph Node Biopsy Followed By Axillary Lymph Node Dissection
With And Without Axillary Reverse Mapping (Version Date 07/21/22)
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XI.  Continuing Review

S1703, Randomized Non-Inferiority Trial Comparing Overall Survival of Patients
Monitored with Serum Tumor Marker Directed Disease Monitoring (STMDDM)
Versus Usual Care in Patients with Metastatic Hormone Receptor Positive HER-2
Negative Breast Cancer (Version Date 04/23/23)

XIl. Continuing Review

S2205, lce Compress: Randomized Trial Of Limb Cryocompression Versus
Continuous Compression Versus Low Cyclic Compression For The Prevention Of
Taxane-Induced Peripheral Neuropathy (Version Date 06/28/23)

XIIl. Continuing Review

WEF-2201, Hypofractionated Radiotherapy vs Single Fraction Radiosurgery for
Brain Metastasis Patients on Immunotherapy (HYPOGRYPHE) (Version
Date 08/03/23)

XI1V. Unanticipated Problem or Serious/Continuing Non-Compliance Review

NWU20-04-01, Metformin for Chemoprevention of Lung Cancer in High-Risk
Overweight or Obese Individuals (Version Date 05/31/23)

XV. Unanticipated Problem or Serious/Continuing Non-Compliance Review

UWI120-04-01, A Dose Escalation Phase | Trial of the Safety and Immunogenicity
of RG1-VLP, a Candidate Broadly Protective Vaccine for the Prevention of HPV-
Associated Cancer (Version Date 09/11/23)




