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RADIATION LOCATIONS:

OSF Glen Oak - OSF main hospital

OSF Route 91 (attached to lllinois CancerCare)

UPHM - Unity Point Health Methodist

Galesburg - Western lllinois Cancer Treatment Center




CANCERCARE  rc.
Specializing in Cancer and Blood Disorders MARCH 2021

JUST IN TIME (JIT) TRIALS *Contact Disease Specific Navigator

S DN MASTER TRIAL LIST | menu

Brain

A Prospective, Multi-Institutional Phase Il Trial Evaluating Temozolomide
A021804 vs. Temozolomide and Olaparib for Advanced Pheochromocytoma and
Paraganglioma

A Phase Il Study of Checkpoint Blockade Immunotherapy in Patients With

A071702
Bkl Somatically Hypermutated Recurrent Glioblastoma

Breast

(RT not credentialed yet)-A Phase || Randomized Trial of Olaparib (NSC-
$1706 747856) Administered Concurrently with Radiotherapy versus
Radiotherapy Alone for Inflammatory Breast Cancer

Endometrial

Genitourinary - Rare

Phase Il Study of Cabozantinib in Combination with Nivolumab and
A031702 Ipilimumab in Rare Genitourinary Tumors (temp closed - small cell
carcinoma of bladder and adenocarcinoma of bladder)

Gastrointestinal

NEW! Optimal Perioperative Therapy for Incidental Gallbladder Cancer

EA2157 (OPT-IN): A Randomized Phase II/Ill Trial
$1922 Randomized Phase Il Selection Study of Ramucirumab and Paclitaxel versus
- FOLFIRI in Refractory Small Bowel Adenocarcinoma

Phase Il study of Pevonedistat in Combincatoin with Carbo and paclitaxel in
EA2187 advanced intrahepatic cholonigocarcinoma.

Head & Neck

NEW! (RT at Route-91) A Phase || Randomized Trial of Adjuvant Therapy
EA3191 With Pembrolizumab After Resection of Recurrent/Second Primary Head
and Neck Squamous Cell Carcinoma With High Risk Features

Lymphoma

A Phase | Study with an Expansion Cohort/Randomized Phase Il Study of
E4412 the Combinations of Ipilimumab, Nivolumab and Brentuximab Vedotin in
Patients with Relapsed/Refractory Hodgkin Lymphoma


https://clinicaltrials.gov/ct2/show/NCT04394858
https://clinicaltrials.gov/ct2/show/NCT04145115
https://clinicaltrials.gov/ct2/show/NCT03866382
https://clinicaltrials.gov/ct2/show/NCT04559139?term=ea2197&draw=2&rank=1
https://clinicaltrials.gov/ct2/show/NCT04205968
https://clinicaltrials.gov/ct2/show/NCT04175912
https://clinicaltrials.gov/ct2/show/NCT04671667?term=ea3191&draw=2&rank=1
https://clinicaltrials.gov/ct2/show/NCT01896999

S1608

EA6192

51801

Sle14

NRG-HNO0O?7

GYo14

S2001

67652000PCR3002 /

AMPLITUDE

GU008

Randomized Phase Il Trial in Early Relapsing or Refractory Follicular
Lymphoma
Melanoma

A Phase Il Study of Biomarker Driven Early Discontinuation of Anti-PD-1
Therapy in Patients With Advanced Melanoma (PET-Stop)

A Phase Il Randomized Study of Adjuvant versus NeoAdjuvant MK-3475
(Pembrolizumab) for Clinically Detectable Stage IlI-IV High-Risk Melanoma

Multi-Disease

(temp closed) A Phase Ill Randomized Trial of Prophylactic Antiviral
Therapy in Patients with Current or past hepatitis B Virus Infection
Receiving Anti-Cancer Therapy for Solid Tumors

Multiple Myeloma

Nasopharngeal

An Open-Label, Phase Il Study of Platinum-Gemcitabine With or Without
Nivolumab in the First-Line Treatment of Recurrent or Metastatic
Nasopharyngeal Carcinoma

Ovarian

(Temp. suspended) Phase Il Study of Tazemetostat (EPZ-6438) (IND #
138671) in Recurrent or Persistent Endometrioid or Clear Cell Carcinoma of
the Ovary, and Recurrent or Persistent Endometrioid Endometrial
Adenocarcinoma

Pancreas

Randomized Phase Il Clinical Trial of Olaparib + Pembrolizumab vs.
Olaparib Alone as Maintenance Therapy in Metastatic Pancreatic Cancer
Patients with Germline BRCA1 or BRCA2 Mutations

Prostate

A Phase 3 Randomized, Placebo-controlled, Double-blind Study of
Niraparib in Combination with Abiraterone Acetate and Prednisone Versus
Abiraterone Acetate and Prednisone for the Treatment of Participants with
Deleterious Germline or Somatic Homologous Recombination Repair (HRR)
Gene-Mutated Metastatic Castration-Sensitive Prostate Cancer (mCSPC)

(Credentialing pending) Randomized Phase Il Trial Incorporating
Abiraterone Acetate With Prednisone and Apalutamide and Advanced
Imaging Into Salvage Treatment for Patients With Node-Positive Prostate
Cancer After Radical Prostatectomy

Sarcoma


https://www.clinicaltrials.gov/ct2/show/NCT03269669
https://clinicaltrials.gov/ct2/show/NCT04462406?term=ea6192&draw=2&rank=1
https://clinicaltrials.gov/ct2/show/NCT03698019
https://clinicaltrials.gov/ct2/show/NCT03887702
https://clinicaltrials.gov/ct2/show/NCT04458909?term=HN007&draw=2&rank=1
https://clinicaltrials.gov/ct2/show/NCT03348631
https://clinicaltrials.gov/ct2/show/NCT04548752?term=s2001&draw=2&rank=3
https://clinicaltrials.gov/ct2/show/NCT04497844
https://clinicaltrials.gov/ct2/show/NCT04497844
https://clinicaltrials.gov/ct2/show/NCT04134260?term=gu008&draw=2&rank=1

A Multicenter Phase Il Trial of Paclitaxel With and Without Nivolumab in
A091902 Taxane Naive, and Nivolumab and Cabozantinib in Taxane Pretreated
Subjects With Angiosarcoma

Skin

Phase Il randomized Trial of Avelumab plus cetuximab versus avelumab

A091802 . . .
alone in advanced cutaneous Squamous cell carcinoma of skin

Thymoma

A Randomized Phase Il Trial of Carboplatin-Paclitaxel with or without
$1701 Ramucirumab in Patients with Unresectable Locally Advanced, Recurrent,
or Metastatic Thymic Carcinoma


https://clinicaltrials.gov/ct2/show/NCT04339738
https://clinicaltrials.gov/ct2/show/NCT03944941
https://clinicaltrials.gov/ct2/show/NCT03694002
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Specializing in Cancer and Blood Disorders MARCH 2021
Multi-Disease Sites Navigator - Heather x3661
A Phase 1/2, Open-Label, Multi-Center, First-in-Human Study of the Safety, Tolerability,

TPX-0005-01 (TRIDENT-1) Pharmacokinetics, and Anti-Tumor Activity of TPX-0005 in Patients with Advanced Solid Tumors
b.sciema-4  Harboring ALK, ROS1, or NTRK1-3 Rearrangements (TRIDENT-1)



https://clinicaltrials.gov/ct2/show/NCT03093116
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Specializing in Cancer and Blood Disorders MARCH 2021

AML Navigator - Heather x3661

The Myelodysplastic Syndromes (MDS) and Acute Myeloid Leukemia (AML) Disease Registry This also

C t MDS/AML
onnec [ included ICUS. (enrolling low risk MDS only)



https://clinicaltrials.gov/ct2/show/NCT01688011
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Specializing in Cancer and Blood Disorders MARCH 2021

ANAL Navigator - Carrie x3621

A Randomized Phase lll Study of Immune Checkpoint Inhibition With Chemotherapy in Treatment-

EA2176
- Naive Metastatic Anal Cancer Patients
[ SCHEMA |
EA2182 (RT at UPHM only; Glen Oak pending) A Randomized Phase Il Study of De-Intensified
- ChemoRadiation for Early-Stage Anal Squamous Cell Carcinoma (DECREASE)
EA2165 (RT at RT-91, Glen Oak, UPHM, and Galesburg) A Randomized Phase Il Study of Nivolumab After

Combined Modality Therapy (CMT) in High Risk Anal Cancer


https://clinicaltrials.gov/ct2/show/NCT04444921
https://clinicaltrials.gov/ct2/show/NCT04166318
https://clinicaltrials.gov/ct2/show/NCT03233711
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Specializing in Cancer and Blood Disorders MARCH 2021
APL

Navigator - Heather x3661

EA9131 A Simplified Patient Care Strategy to Decrease Early Deaths in Acute Promyelocytic Leukemia (APL)


https://clinicaltrials.gov/ct2/show/NCT03253848
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Specializing in Cancer and Blood Disorders MARCH 2021
BILIARY

Navigator - Carrie x3621

No trials at this time
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Specializing in Cancer and Blood Disorders MARCH 2021
BLADDER / UROTHELIAL Navigator - Carrie x3621
A031501 Phase Il randomized “Adjuvant study of MK-3475 (pembrolizumab) in muScle invaSive and locAlly aDvanced
- urOthelial caRcinoma” (AMBASSADOR ) versus observation
7031901 Duration of Immune Checkpoint Therapy in Locally Advanced or Metastatic Urothelial Carcinoma: A
- Randomized Phase 3 Non-Inferiority Trial
| SCHEMA |
51806 (RT at Glen Oak, UPHM and Galesburg) Phase Ill Randomized Trial of Concurrent Chemoradiotherapy with or

without Atezolizumab in Localized Muscle Invasive Bladder Cancer

(Peoria, Bloomington, Galesburg, and Peru) -A Phase 3, Randomized, Study of Neoadjuvant Chemotherapy
alone versus Neoadjuvant Chemotherapy plus Nivolumab or Nivolumab and BMS-986205, Followed by
Continued Post-Surgery Therapy with Nivolumab or Nivolumab and BMS-986205 in Participants with Muscle-
b.scHEma-|  Invasive Bladder Cancer

BMS CA017-078

(RT pending at Glen Oak & Rt-91) Phase 2 Study of Bladder-Sparing Chemoradiation With MEDI4736

EA8185
- (Durvalumab) in Clinical Stage 3, Node Positive Bladder Cancer (INSPIRE)

| SCHEMA |


https://clinicaltrials.gov/ct2/show/NCT03244384
https://clinicaltrials.gov/ct2/show/NCT04637594
https://clinicaltrials.gov/ct2/show/NCT03775265
https://clinicaltrials.gov/ct2/show/NCT03661320
https://clinicaltrials.gov/ct2/show/NCT04216290?term=ea8185&draw=2&rank=1
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Specializing in Cancer and Blood Disorders MARCH 2021

BRAIN Navigator - Carrie x3621

(RT at UPHM, Glen Oak, Galesburg) A Randomized Phase II/1ll Open-Label Study of Ipilimumab and
BNO0O07 Nivolumab Versus Temozolomide in Patients With Newly Diagnosed MGMT (Tumor O-6-
Methylguanine DNA Methyltransferase) Unmethylated Glioblastoma

| SCHEMA |

(RT at Glen Oak, RT 91, and UPHM) Phase Il Intergroup Study of Radiotherapy with Concomitant
N0577 and Adjuvant Temozolomide versus Radiotherapy with Adjuvant PCV Chemotherapy in Patients with
1p/19q Co-deleted Anaplastic Glioma or Low Grade Glioma


https://clinicaltrials.gov/ct2/show/NCT04396860?term=bn007&draw=2&rank=1
https://clinicaltrials.gov/ct2/show/NCT00887146
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‘ Specializing in Cancer and Blood Disorders MARCH 2021

BREAST Navigator - Angie x3613

NEO/ADJUVANT TREATMENT

RT credentialing pending - A Phase Il Randomized Trial of Olaparib (NSC-747856)
Administered Concurrently with Radiotherapy versus Radiotherapy Alone for
Inflammatory Breast Cancer (All biomarker subgroups eligible) | *JIT TRIAL - expect 1
week delay to consent pt

Neo/Adjuvant - HER2 Positive

NEW! The CompassHER2 Trials (Comprehensive Use of Pathologic Response Assessment
to Optimize Therapy in HER2-Positive Breast Cancer) CompassHER2 Residual Disease (RD),

S1706*

A011801
a Double-Blinded, Phase Il Randomized Trial of T-DM1 Compared With T-DM1 and
I_SCHEMA | Tucatinib
EA1181 Preoperative THP and Postoperative HP in Patients Who Achieve a Pathologic Complete

Response (CompassHER2-pCR)

Neo/Adjuvant - Hormone Receptor Positive / HER2 Negative

No trials at this time.

Neo/Adjuvant - Triple Negative

A Randomized, Double-Blind, Phase Il Clinical Trial of Neoadjuvant Chemotherapy with
Atezolizumab or Placebo in Patients with Triple-Negative Breast Cancer Followed by

B-59/GBG 96 . ) . . - , ,
Adjuvant Continuation of Atezolizumab or Placebo. (ILCC Clinics: Bloomington, Peoria,
e Ottawa, Pekin, Peru, and Galesburg Only)

REOPENED! A Randomized Phase Il Trial to Evaluate Efficacy and Safety of MK-3475
(Pembrolizumab) as Adjuvant Therapy for Triple Receptor-Negative Breast Cancer with
>/=1 cm Residual Invasive Cancer or Positive Lymph Nodes (ypN1mi, ypN1-3) After

) scHema | Neoadjuvant Chemotherapy.

METASTATIC TREATMENT

Metastatic - HER2 Positive

$1418 / BR006

A Randomized, Double-Blind, Phase Il Trial of Paclitaxel/Trastuzumab/Pertuzumab with

BR004
- Atezolizumab or Placebo in First-Line HER2-Positive Metastatic Breast Cancer

Randomized, Double-blind, Phase 3 Study of Tucatinib or Placebo in Combination With
SGNTUC-016 Ado-trastuzumab Emtansine (T-DM1) for Subjects With Unresectable Locally-advanced or

Metastatic HER2+ Breast Cancer (HER2CLIMB-02)
| SCHEMA


https://clinicaltrials.gov/ct2/show/NCT03598257
https://clinicaltrials.gov/ct2/show/NCT04457596
https://clinicaltrials.gov/ct2/show/NCT04266249
https://clinicaltrials.gov/ct2/show/NCT03281954
https://clinicaltrials.gov/ct2/show/NCT03199885
https://clinicaltrials.gov/ct2/show/NCT03975647?term=sgntuc-016&draw=2&rank=1

Metastatic - Hormone Receptor Positive / HER2 Negative

A Randomized, Multicenter, Double-blind Phase 3 Study of SAR439859 Plus Palbociclib
Versus Letrozole Plus Palbociclib for the Treatment of Patients With ER (+), HER2 (-) Breast
Cancer Who Have Not Received Prior Systemic Anti-cancer Treatment for Advanced
Disease | AMEERA-5 (ILCC clinics: Peoria, Bloomington, Galesburg, Ottawa, Pekin, Peru)

EFC15935

Randomized Non-Inferiority Trial Comparing Overall Survival of Patients Monitored with
$1703 Serum Tumor Marker Directed Disease Monitoring (STMDDM) Versus Usual Care in
Patients with Metastatic Hormone Receptor Positive HER-2 Negative Breast Cancer

A Phase Il Trial of Sacituzumab Govitecan (IMMU-132) (NSC #820016) for Patients With

$2007
HER2-Negative Breast Cancer and Brain Metastases
An Open-label, Multicenter Study Evaluating the Safety of Lasofoxifene in Combination
. - : h L
SMX 20-001. With Abemaciclib for the Treatment of Pre- and Postmenopausal Women With Locally

Advanced or Metastatic ER+/HER2- Breast Cancer and Have an ESR1 Mutation ( ELAINEII )
bscHEMA-  ILCC Clinics: Galesburg
Metastatic - Triple Negative

A Phase 2, Multi-arm, Multicenter, Open-label Study to Evaluate the Efficacy and Safety of
IPI-549 Administered in Combination With Front-line Treatment Regimens in Patients
With Locally Advanced and/or Metastatic Triple-Negative Breast Cancer or Renal Cell
Carcinoma (*JIT TRIAL - expect 2 2 week delay to consent pt)

SURGERY / RADIATION ONLY

A Randomized Phase Ill Trial Evaluating the Role of Axillary Lymph Node Dissection in
A011202 breast Cancer Patients (cT1-3 N1) Who Have Positive Lymph Node Disease After
bscHEMA-<  Neoadjuvant Chemotherapy. (RT: Glen Oak, Rt 91, UPHM, Galesburg)

IPI-549-03

Phase Ill Randomized Trial of Hypofractionated Post Mastectomy Radiation with Breast

A221505 .
- Reconstruction (RT: Glen Oak, Rt 91, UPHM, Galesburg)

Temporarily Closed (RT at SFMC and UPH)- A Phase IIR/Ill Trial of Standard of Care
BR002 Therapy with or without Stereotactic Body Radiotherapy (SBRT) and/or Surgical Ablation
for Newly Diagnosed Oligometastatic Breast Cancer (RT: Glen Oak, UPHM)

Tailor RT: A Randomized Trial of Regional Radiotherapy in Biomarker Low Risk Node
Positive Breast Cancer (RT: Glen Oak and UPHM)

CANCER CONTROL (Breast only)

NEW! Optimizing Endocrine Therapy Through Motivational Interviewing and Text
Interventions

MA.39

A191901

) _SCHEMA |
Olanzapine with our without Fosaprepitant for the Prevention of CINV in Patients
A221602 Receiving Highly Emetogenic Chemotherapy: A Phase Il Randomized, Double-Blind,
Placebo- Controlled Trial.


https://clinicaltrials.gov/ct2/show/NCT04478266
https://clinicaltrials.gov/ct2/show/NCT03723928
https://clinicaltrials.gov/ct2/show/NCT04432454?term=smx+20-001&draw=2&rank=1
https://clinicaltrials.gov/ct2/show/NCT03961698?term=ipi-549-03&draw=2&rank=1
https://clinicaltrials.gov/ct2/show/NCT01901094
https://clinicaltrials.gov/ct2/show/NCT03414970
https://clinicaltrials.gov/ct2/show/NCT02364557
https://clinicaltrials.gov/ct2/show/NCT04379570
https://clinicaltrials.gov/ct2/show/NCT03578081

ACCRU SC-1601

[ SCHEMA |

URCC 16070

URCC 16092

URCC-18007

WE-1901

WE-97116

(Peoria, Bloomington, Galesburg, Peru, Pekin and Ottawa only)-A Phase Ill, Randomized,
Controlled, Dose-Evaluation Study Evaluating the Safety of Two Doses of Apixaban For
Secondary Prevention of Cancer Related Venous Thrombosis in Subjects Who Have
Completed at Least Six Months of Anticoagulation Therapy

Treatment of Refractory Nausea- for breast cancer patients.

(Peoria only) - Phase Il Study of Low-Dose Ibuprofen for Cognitive Problems in Patients
With Cancer

Randomized Placebo Controlled Trial of Bupropion For Cancer Related Fatigue in stage I-11I
Breast cancer pts.- at least 2 months out from surgery/tx/radiation

Coming Soon! Internet-delivered Management of Pain Among Cancer Treatment
Survivors (IMPACTS)

(Peoria, Galesburg, Bloomington, Ottawa, Peru and Pekin) Phase Il Placebo Controlled
Trial of Donepezil in Chemotherapy Exposed Breast Cancer Survivors with Cognitive
Impairment.


https://clinicaltrials.gov/ct2/show/NCT03080883
https://clinicaltrials.gov/ct2/show/NCT03367572
https://clinicaltrials.gov/ct2/show/NCT03186638
https://clinicaltrials.gov/ct2/show/NCT03996265
https://clinicaltrials.gov/ct2/show/NCT04462302
https://clinicaltrials.gov/ct2/show/NCT02822573
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Specializing in Cancer and Blood Disorders

MARCH 2021 Navigators - Courtney x3660

Hannah x3603
CANCER CONTROL Kiana x3623

A221602

ACCRU SC-1601

| SCHEMA |

URCC 16092

WF-1901
| SCHEMA |

A191901
) SCHEMA |

URCC 16070

URCC-18007

WEF-97116

A221805

| SCHEMA |

$1820

WE-1806

WEF-1801

MULTI-DISEASE SITES

Olanzapine with our without Fosaprepitant for the Prevention of CINV in Patients
Receiving Highly Emetogenic Chemotherapy: A Phase Ill Randomized, Double-Blind,
Placebo- Controlled Trial.

(Peoria, Bloomington, Galesburg, Peru, Pekin and Ottawa only)-A Phase IIl, Randomized,
Controlled, Dose-Evaluation Study Evaluating the Safety of Two Doses of Apixaban For
Secondary Prevention of Cancer Related Venous Thrombosis in Subjects Who Have
Completed at Least Six Months of Anticoagulation Therapy

(Peoria only) - Phase Il Study of Low-Dose Ibuprofen for Cognitive Impairment in Cancer
Patients Receiving Chemotherapy

Coming Soon! Internet-delivered Management of Pain Among Cancer Treatment Survivors
(IMPACTS)

BREAST

NEW! (Peoria, Bloomington, Galesburg, Ottawa, Pekin, and Peru) Optimizing Endocrine
Therapy Through Motivational Interviewing and Text Interventions

Treatment of Refractory Nausea- for breast cancer patients.
Randomized Placebo Controlled Trial of Bupropion For Cancer Related Fatigue in stage I-1lI
Breast cancer pts.- at least 2 months out from surgery/tx/radiation

(Peoria, Galesburg, Bloomington, Ottawa, Peru and Pekin) Phase Il Placebo Controlled
Trial of Donepezil in Chemotherapy Exposed Breast Cancer Survivors with Cognitive
Impairment.

LUNG
Nothing currently available for Lung only - See Multi-Disease Cancer Control trials ABOVE .

COLORECTAL

Duloxetine to Prevent Oxaliplatin-Induced Chemotherapy-Induced Peripheral Neuropathy: A
Randomized, Double-Blind, Placebo-Controlled Phase Il to Phase Il Study

A Randomized Trial of the Altering Intake, Managing Symptoms Intervention for Bowel
Dysfunction in Rectal Cancer Survivors Compared to a Healthy Living Education Control: A
Feasibility and Preliminary Efficacy Study (AIMS-RC)

(M&M Study) Myopenia and Mechanisms of Chemotherapy Toxicity in older Adults with
Colorectal Cancer

BRAIN

A Single Arm, Pilot Study of Ramipril for Preventing Radiation-Induced Cognitive Decline in
Glioblastoma (GBM) Patients Receiving Brain Radiotherapy

REGISTRY Navigator - Jennifer B x3617


https://clinicaltrials.gov/ct2/show/NCT03578081
https://clinicaltrials.gov/ct2/show/NCT03080883
https://clinicaltrials.gov/ct2/show/NCT03186638
https://clinicaltrials.gov/ct2/show/NCT04462302
https://clinicaltrials.gov/ct2/show/NCT04379570
https://clinicaltrials.gov/ct2/show/NCT03367572
https://clinicaltrials.gov/ct2/show/NCT03996265
https://clinicaltrials.gov/ct2/show/NCT02822573
https://clinicaltrials.gov/ct2/show/NCT04137107?term=a221805&draw=2&rank=1
https://clinicaltrials.gov/ct2/show/NCT04205955
https://clinicaltrials.gov/ct2/show/NCT03998202
https://clinicaltrials.gov/ct2/show/NCT03475186

REOPENED! The Myelodysplastic Syndromes (MDS) and Acute Myeloid Leukemia (AML)

MDS/AML
Connect & Disease Registry This also included ICUS. (enrolling low risk MDS pts only)

(Peoria, Bloomington and Galesburg only) -The National Myelodysplastic Syndromes

NHLBI-MDS
— (MDS) Study


https://clinicaltrials.gov/ct2/show/NCT01688011
https://clinicaltrials.gov/ct2/show/NCT02775383
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CARCINOID

Navigator - Ashton x3611
Carrie x3621

No trials at this time
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$1925

| SCHEMA |

U2-VEN-207

| SCHEMA |

A041702

EA9161

U2-VEN-207

CLL Navigator - Heather x3661

1st Line

Randomized, Phase Ill Study of Early Intervention With Venetoclax and Obinutuzumab Versus
Delayed Therapy With Venetoclax and Obinutuzumab in Newly Diagnosed Asymptomatic High-Risk
Patients With Chronic Lymphocytic Leukemia/Small Lymphocytic Lymphoma (CLL/SLL): EVOLVE
CLL/SLL Study

(Bloomington, Galesburg, Pekin, Peoria) Phase 2 Study to Assess the Efficacy and Safety of
Ublituximab in Combination With Umbralisib and Venetoclax (U2-V) in Subjects With Chronic
Lymphocytic Leukemia (CLL) - ULTRA-V (tx naive arm temporarily closed - relasped open)

*NOTE: Medicare will not authorize Venetoclax

A Randomized Phase Ill Study of Ibrutinib Plus Obinutuzumab Versus Ibrutinib Plus Venetoclax and
Obinutuzumab in Untreated Older Patients (>/= 70 Years of Age) with Chronic Lymphocytic Leukemia
(CLL)

A Randomized Phase Il Study of the Addition of Venetoclax to Ibrutinib and Obinutuzumab Versus
Ibrutinib and Obinutuzumab in Untreated Younger Patients with Chronic Lymphocytic Leukemia (CLL)

2nd Line, 3rd Line, etc.

(Bloomington, Galesburg, Pekin, Peoria) Phase 2 Study to Assess the Efficacy and Safety of
Ublituximab in Combination With Umbralisib and Venetoclax (U2-V) in Subjects With Chronic
Lymphocytic Leukemia (CLL) - ULTRA-V (tx naive arm temporarily closed - relapsed open)


https://clinicaltrials.gov/ct2/show/NCT04269902
https://clinicaltrials.gov/ct2/show/NCT03801525
https://clinicaltrials.gov/ct2/show/NCT03737981
https://clinicaltrials.gov/ct2/show/NCT03701282
https://clinicaltrials.gov/ct2/show/NCT03801525
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Specializing in Cancer and Blood Disorders MARCH 2021
CML

Navigator - Heather x3661

No trials at this time
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COLON / RECTAL Navigator - Carrie x3621
Adjuvant
7021502 Randomized Trial of Standard Chemotherapy Alone or Combined With Atezolizumab as Adjuvant
- Therapy for Patients With Stage Il Colon Cancer and Deficient DNA Mismatch Repair
NRG G005 Temporarily Closed Phase 11/l Study of Circulating Tumor DNA as a Predictive Biomarker in

Adjuvant Chemotherapy in Patients With Stage IIA Colon Cancer (COBRA)

Metastatic

REOPENED! A Randomized Phase Il Study of mFOLFOX6/Bevacizumab/Atezolizumab Combination
Gl004 versus Single Agent Atezolizumab in the First-Line Treatment of Patients with Deficient DNA
Mismatch Repair (dMMR)/Microsatellite Instability High (MSI-H) Metastatic Colorectal Cancer

(Peoria, Bloomington, Galesburg, Peru) A Phase 3 Randomized, Open-label Study to Evaluate the

MK 7339-003 Efficacy and Safety of Olaparib Alone or in Combination With Bevacizumab Compared to
Bevacizumab with 5-FU in Participants with Unresectable or Metastatic Colorectal Cancer who Have
b.sciema.l|  Not Progressed Following First-line Induction of FOLFOX With Bevacizumab (LYNK-003)

CANCER CONTROL (Colorectal only)

A221602 Olanzapine with our without Fosaprepitant for the Prevention of CINV in Patients Receiving Highly
- Emetogenic Chemotherapy: A Phase Ill Randomized, Double-Blind, Placebo- Controlled Trial.
Duloxetine to Prevent Oxaliplatin-Induced Chemotherapy-Induced Peripheral Neuropathy: A

A221805
- Randomized, Double-Blind, Placebo-Controlled Phase Il to Phase Ill Study

| SCHEMA |



https://clinicaltrials.gov/ct2/show/NCT02912559
https://clinicaltrials.gov/ct2/show/NCT04068103
https://clinicaltrials.gov/ct2/show/NCT02997228
https://clinicaltrials.gov/ct2/show/NCT04456699?term=7339-003&draw=2&rank=1
https://clinicaltrials.gov/ct2/show/NCT03578081
https://clinicaltrials.gov/ct2/show/NCT04137107?term=a221805&draw=2&rank=1

ACCRU SC-1601

(Peoria, Bloomington, Galesburg, Peru, Pekin and Ottawa only)-A Phase Ill, Randomized,
Controlled, Dose-Evaluation Study Evaluating the Safety of Two Doses of Apixaban For Secondary
Prevention of Cancer Related Venous Thrombosis in Subjects Who Have Completed at Least Six

b SCHEMA Months of Anticoagulation Therapy
A Randomized Trial of the Altering Intake, Managing Symptoms Intervention for Bowel Dysfunction
$1820 in Rectal Cancer Survivors Compared to a Healthy Living Education Control: A Feasibility and
DescHENA Preliminary Efficacy Study (AIMS-RC)
URCC 16092 (Peoria only) - Phase Il Study of Low-Dose Ibuprofen for Cognitive Problems in Patients With Cancer

WE-1901 Coming Soon! Internet-delivered Management of Pain Among Cancer Treatment Survivors

I SCHEMA (IMPACTS)
WE-1806 (M&M Study) Myopenia and Mechanisms of Chemotherapy Toxicity in older Adults with Colorectal

Cancer



https://clinicaltrials.gov/ct2/show/NCT03080883
https://clinicaltrials.gov/ct2/show/NCT04205955
https://clinicaltrials.gov/ct2/show/NCT03186638
https://clinicaltrials.gov/ct2/show/NCT04462302
https://clinicaltrials.gov/ct2/show/NCT03998202
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ESOPHAGEAL- GASTRIC Navigator - Carrie x3621

NEW! (RT Credentialing Pending) A Phase II/11l Study of Peri-Operative Nivolumab and Ipilimumab

EA2174 . . . . . .
in Patients With Locoregional Esophageal and Gastroesophageal Junction Adenocarcinoma

)_SCHEMA |

(RT at UPHM only) A Phase Il Study of Consolidative Radiotherapy in Patients With Oligometastatic

EA2183 . . .
b.sciema. | HER2 Negative Esophageal and Gastric Adenocarcinoma (EGA)


https://clinicaltrials.gov/ct2/show/NCT03604991

[
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Specializing in Cancer and Blood Disorderssiers® MARCH 202 1

HEAD & NECK Navigator - Ashton x3611

NEW! (RT at Glen Oak) A Phase II/Ill Randomized Study of Maintenance Nivolumab Versus

EA3161
- Observation in Patients With Locally Advanced, Intermediate Risk HPV Positive OPSCC

| SCHEMA |
(RT at Glen Oak and UPHM)-Randomized Phase II/1ll Trial of Radiotherapy with Concurrent

HNO0O04 MEDI4736 (Durvalumab) vs. Radiotherapy with Concurrent Cetuximab in Patients with Stage IlI-IVB
Head and Neck Cancer with a Contraindication to Cisplatin

(RT at UPHM & Glen Oak) A Randomized Phase II/Ill Trial of De-Intensified Radiation Therapy for

HNO0O5
- Patients With Early-Stage, P16-Positive, Non-Smoking Associated Oropharyngeal Cancer


https://clinicaltrials.gov/ct2/show/NCT03811015
https://clinicaltrials.gov/ct2/show/NCT03258554
https://clinicaltrials.gov/ct2/show/NCT03952585
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Specializing in Cancer and Blood Disorderss MARCH 2021

$1826

SGN35-027

[ ScHEMA |

C2321001

| SCHEMA |

EA4181

TG-1501-101

UTX-TGR-205

Navigator - Heather x3661
LYMPHOMA

HL

(RT at Glen Oak, Rt-91, UPHM) A Phase Ill, Randomized Study of Nivolumab (Opdivo) Plus AVD or
Brentuximab Vedotin (Adcetris) Plus AVD in Patients (Age >/= 12 Years) With Newly Diagnosed
Advanced Stage Classical Hodgkin Lymphoma

(Bloomington, Galesburg, Ottawa, Pekin, Peoria, Peru) Multiple Part Clinical Trial of Brentuximab
Vedotin in Classical Hodgkin Lymphoma Subjects

NHL

(Peoria only) A Phase | Dose Escalation and Expanded Cohort Study of PF-06821497 in the Treatment
of Adult Patients with Relapsed/Refractory Small Cell Lung Cancer (SCLC), Castration Resistant
Prostate Cancer (CRPC) and Follicular Lymphoma (FL) (FL cohort open)

A Randomized 3-Arm Phase Il Study Comparing 1.) Bendamustine, Rituximab and High Dose
Cytarabine (BR/CR) 2.) Bendamustine, Rituximab, High Dose Cytarabine and Acalabrutinib (BR/CR-
A), and 3.) Bendamustine, Rituximab and Acalabrutinib (BR-A) in Patients < 70 Years Old With
Untreated Mantle Cell Lymphoma

(Peoria only)-A Phase 1 Study of TG-1501 in Subjects with Relapsed or Refractory Lymphoma

(Peoria, Bloomington, Galesburg, Peru, Ottawa) A Phase 2b Randomized Study to Assess the Efficacy
and Safety of the Combination of Ublituximab + Umbralisib With or Without Bendamustine and
Umbralisib Alone in Patients With Previously Treated Non-Hodgkin's Lymphoma

DLBCL


https://clinicaltrials.gov/ct2/show/NCT03907488?cond=classical+hodgkin&cntry=US&state=US%3AIL&city=Peoria
https://clinicaltrials.gov/ct2/show/NCT03646123?term=sgn35-027&draw=2&rank=1
https://clinicaltrials.gov/ct2/show/NCT03460977
https://clinicaltrials.gov/ct2/show/NCT04115631
https://clinicaltrials.gov/ct2/show/NCT03778073
https://clinicaltrials.gov/ct2/show/NCT02793583
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Connect MDS/AML

NHLBI-MDS

M15-954

[ SCHEMA |

MDS Navigator - Heather x3661

REOPENED! The Myelodysplastic Syndromes (MDS) and Acute Myeloid Leukemia (AML) Disease
Registry This also included ICUS. (enrolling low risk MDS pts only)

(Peoria, Bloomington and Galesburg only) -The National Myelodysplastic Syndromes (MDS) Study

(Peoria, Bloomington, Galesburg, Pekin) A Randomized, Double-Blind, Phase 3 Study Evaluating the
Safety and Efficacy of Venetoclax in Combination With Azacitidine in Patients Newly Diagnosed With
Higher-Risk Myelodysplastic Syndrome (Higher-Risk MDS)


https://clinicaltrials.gov/ct2/show/NCT01688011
https://clinicaltrials.gov/ct2/show/NCT02775383
https://clinicaltrials.gov/ct2/show/NCT04401748?term=m15-954&draw=2&rank=1

ﬁ 2&;}1\&%1&: . MASTER TRIAL LIST MENU

Specializing in Cancer and Blood Disordersss MARCH 2021
MELANOMA Navigator - Carrie x3621
MK 7902-003 (Bloomington, Galesburg, Pekin, Peoria) A Phase 3 Randomized, Placebo-controlled Trial to Evaluate
the Safety and Efficacy of Pembrolizumab (MK-3475) and Lenvatinib (E7080/MK-7902) Versus
b.sciema-1  Pembrolizumab Alone as First-line Intervention in Participants With Advanced Melanoma (LEAP-003)
$2000 A Randomized Phase 2 Trial of Encorafenib + Binimetinib + Nivolumab vs Ipilimumab + Nivolumab in

BRAF-V600 Mutant Melanoma With Brain Metastases

| SCHEMA |


https://clinicaltrials.gov/ct2/show/NCT03820986?term=mk+7902+003&draw=2&rank=1
https://clinicaltrials.gov/ct2/show/NCT04511013?term=s2000&draw=2&rank=5
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MERKEL Navigator - Carrie x3621

(RT at UPHM, and Galesburg; Glen Oak and Rt-91 pending) A Phase Il Randomized Trial Comparing
EA6174 Adjuvant MK3475 (Pembrolizumab) to Standard of Care Observation in Completely Resected Merkel
Cell Carcinoma


https://clinicaltrials.gov/ct2/show/NCT03712605
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Specializing in Cancer and Blood Disorders MARCH 2021
MOLECULAR STUDIES *Contact Disease Specifc Navigator

Activation Pending - A non-interventional cohort study of the CLonal EVOlution of FLT3 mutations

2215-MA-3297 / CLEVO
[ during disease progression in patients with acute myeloid leukemia - CLEVO

64091742PCR0002 / Biomarker Study to Determine Frequency of DNA-repair Defects in Men with Metastatic Prostate
Prevalence Cancer (Prevelence)
A151804 Establishment of a National Biorepository to Advance Studies of Immune-Related Adverse Events

Temp. suspended (Peoria and Ottawa only)- Blood Sample Collection to Evaluate Biomarkers in

ACCRU 2018-01 Subjects with Untreated Solid Tumors(Bladder, Colorectal, Esophageal, Kidney/Renal pelvis, Ovarian,
Pancreas, Stomach and Uterine.
PCR PICIO09(Parker An Exploratory Biomarker Study of Checkpoint Inhibitors (PD-1, PD-L1 and CTLA-4) used as
Institute) Monotherapy or in Combination in Patients with Cancer

$1823 A Study of miRNA 371 in Patients With Germ Cell Tumor

I __SCHEMA |


https://clinicaltrials.gov/ct2/show/NCT03871816
https://clinicaltrials.gov/ct2/show/NCT03871816
https://clinicaltrials.gov/ct2/show/NCT04242095https:/clinicaltrials.gov/ct2/show/NCT04242095
https://clinicaltrials.gov/ct2/show/NCT03662204
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Specializing in Cancer and Blood Disorderss MARCH 2021
MULTIPLE MYELOMA Navigator - Heather x3661

Phase Ill Study of Daratumumab/rHuUPH20 (NSC- 810307) + Lenalidomide or Lenalidomide as Post-
$1803 Autologous Stem Cell Transplant Maintenance Therapy in Patients with Multiple Myeloma (MM)
Using Minimal Residual Disease to Direct Therapy Duration (DRAMMATIC Study)


https://clinicaltrials.gov/ct2/show/NCT04071457
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A081801

| SCHEMA |

A151216

EA5181

| SCHEMA |

G040241

| SCHEMA

G041854

I SCHEMA

$1914

$1933

|

| _SCHEMA |

ADXS-503-101

| SCHEMA

EA5182

| SCHEMA

LU002

MK 7684A-003

TH-138

i

NSCLC Navigator - Ashton x3611
ADJUVANT / NEOADJUVANT

Integration of Immunotherapy Into Adjuvant Therapy for Resected NSCLC: ALCHEMIST Chemo-IO
(ALCHEMIST substudy- Must be enrolled on ALCHEMIST and this substudy prior to start of tx ).

Adjuvant Lung Cancer Enrichment Marker Identification and Sequencing Trial (ALCHEMIST).

(RT at UPHM and Galesburg) Randomized Phase Il Trial of MEDI4736 (Durvalumab) as Concurrent and
Consolidative Therapy or Consolidative Therapy Alone for Unresectable Stage 3 NSCLC (credentialing
pending at Glen Oak & Rt-91)

(Peoria, Bloomington, Galesburg, Pekin, Peru) A Phase Ill, Double-Blinded, Multicenter, randomized
Study Evaluating The Efficacy and Safety of Neoadjuvant Treatment with Atezolizumab or Placebo in
Combination with Platinum-Based Chemotherapy in Patients with Resectable Stage I, llIA, or Select IIIB
Non-Small Cell Lung Cancer

(Bloomington, Galesburg, Pekin, Peoria, Peru) A Phase Ill, Open Label, Randomized Study of
Atezolizumab and Tiragolumab Compared With Durvalumab in Patients With Locally Advanced,
unresectable Stage Ill Non-Small Cell Lung Caner Who Have Not Progressed After Concurrent Platinum-
Based Chemoradiation (SKYSCRAPER-03)

(RT at Glen Oak, UPHM, Galesburg) Randomized Phase Ill Trial of Induction/Consolidation Atezolizumab
(NSC #783608) + SBRT Versus SBRT Alone in High Risk, Early Stage NSCLC

(RT at UPHM only) A Pilot Study of Hypofractionated Radiotherapy Followed by Atezolizumab
Consolidation in Stage Il or Ill NSCLC Patients With Borderline Performance Status

METASTATIC - 1st Line

(Peoria only) - Phase 1-2, Open Label Study of ADXS-503 Alone and in Combination with Pembrolizumab
in Subjects with Metastatic Squamous or Non-Squamous NSCLC (Part A closed)

NEW! Randomized Phase Ill Study of Combination AZD9291 (osimertinib) and Bevacizumab versus
AZD9291 (osimertinib) Alone as First-Line Treatment for Patients with Metastatic EGFR-Mutant Non-Small
Cell Lung Cancer (NSCLC)

(RT at Glen Oak, UPHM, Galesburg)- Maintenance Systemic Therapy Versus Consolidative Stereotactic
Body Radiation Therapy (SBRT) Plus Maintenance Systemic Therapy for Limited Metastatic Non-Small Cell
Lung Cancer (NSCLC): A Randomized Phase II/Ill Trial

Activation Planned March 2021 - (Bloomington, Galesburg, Ottawa, Pekin, Peoria, Peru) A Phase 3,
Multicenter, Randomized, Double-Blind Study of MK-7684 with Pembrolizumab as a Coformulation (MK-
7684A) Versus Pembrolizumab Monotherapy as First Line Treatment for Participants With PD-L1 Positive
Metastatic Non-Small Cell Lung Cancer

(Peoria, Bloomington, Galesburg, Pekin) Phase Il Randomized Trial of Carboplatin + Pemetrexed+
Bevacizumab, With or Without Atezolizumab in Stage IV Non-Squamous NSCLC Patients Who Harbor a
Sensitizing EGFR Mutation or Have Never Smoked (non smokers)

METASTATIC - 2nd/3rd Line


https://clinicaltrials.gov/ct2/show/NCT04267848?term=a081801&draw=2&rank=1
https://clinicaltrials.gov/ct2/show/NCT02194738
https://clinicaltrials.gov/ct2/show/NCT04092283
https://clinicaltrials.gov/ct2/show/NCT03456063
https://clinicaltrials.gov/ct2/show/NCT03456063
https://clinicaltrials.gov/ct2/show/NCT04214262?term=s1914&draw=2&rank=1
https://clinicaltrials.gov/ct2/show/NCT04310020
https://clinicaltrials.gov/ct2/show/NCT03847519
https://clinicaltrials.gov/ct2/show/NCT04181060
https://clinicaltrials.gov/ct2/show/NCT03137771

(Peoria only) - Phase 1-2, Open Label Study of ADXS-503 Alone and in Combination with Pembrolizumab

ADXS-503-101 ) . . .
in Subjects with Metastatic Squamous or Non-Squamous NSCLC (Part A closed)

| SCHEMA |
Activation Planned April/May 2021- (Bloomington, Pekin, Galesburg, Peoria) A Phase 1/2, Randomized
CA209-79X Study Evaluating Multiple Nivolumab Combination Therapies in Patients With Stage IV or Recurrent Non-
- Small Cell Lung Cancer (NSCLC) After Failure of Platinum-Based Chemotherapy and Anti-PD-1 (L)1
Immunotherapy (CheckMate 79X)
A Master Protocol To Evaluate Biomarker-Driven Therapies and Immunotherapies in Previously-Treated
LUNGMAP

NSCLC.

Activation Planned March 2021 A Phase I, Multicenter, Randomized Study to Compare the Efficacy and
Safety of MK-7684A or MK-7684A Plus Docetaxel Versus Docetaxel Monotherapy in the Treatment of
Participants With Metastatic NSCLC With Progressive Disease After Treatment With a Platinum Doublet
Chemotherapy and Immunotherapy.

MK 7684A-002

(Peoria, Bloomington, Galesburg, Pekin) Phase Il Randomized Trial of Carboplatin + Pemetrexed+
TH-138 Bevacizumab, With or Without Atezolizumab in Stage IV Non-Squamous NSCLC Patients Who Harbor a

Sensitizing EGFR Mutation or Have Never Smoked (EGFR mutants)
| SCHEMA |

CANCER CONTROL (NSCLC Only)

Olanzapine with our without Fosaprepitant for the Prevention of CINV in Patients Receiving Highly
Emetogenic Chemotherapy: A Phase Ill Randomized, Double-Blind, Placebo- Controlled Trial.

A221602

(Peoria, Bloomington, Galesburg, Peru, Pekin and Ottawa only)-A Phase Ill, Randomized, Controlled,
Dose-Evaluation Study Evaluating the Safety of Two Doses of Apixaban For Secondary Prevention of
Cancer Related Venous Thrombosis in Subjects Who Have Completed at Least Six Months of
Anticoagulation Therapy

ACCRU SC-1601

| SCHEMA |

URCC 16092 (Peoria only) - Phase Il Study of Low-Dose Ibuprofen for Cognitive Problems in Patients With Cancer

WF-1901 Coming Soon! Internet-delivered Management of Pain Among Cancer Treatment Survivors (IMPACTS)
| SCHEMA |


https://clinicaltrials.gov/ct2/show/NCT03847519
https://clinicaltrials.gov/ct2/show/NCT04151563?term=ca209-79x&draw=2&rank=1
https://clinicaltrials.gov/ct2/show/NCT03786692
https://clinicaltrials.gov/ct2/show/NCT03578081
https://clinicaltrials.gov/ct2/show/NCT03080883
https://clinicaltrials.gov/ct2/show/NCT03186638
https://clinicaltrials.gov/ct2/show/NCT04462302
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PANCREATIC Navigator - Carrie x3621

A021806 A Phase lll Trial of Perioperative Versus Adjuvant Chemotherapy for Resectable Pancreatic Cancer
[ SCHEMA |
A Randomized Phase Il Study of Gemcitabine and Nab-Paclitaxel Compared With 5-Fluorouracil,

EA2186 Leucovorin, and Liposomal Irinotecan in Older Patients With Treatment Naive Metastatic Pancreatic
bosCHEMA-4  Cancer (GIANT)

An Open-label, Randomised, Multicentre, Phase Il Study of Irinotecan Liposome Injection,
Oxaliplatin, 5-fluorouracil/Leucovorin Versus Nab-paclitaxel Plus Gemcitabine in Subjects Who Have
b.sciema- 4 Not Previously Received Chemotherapy for Metastatic Adenocarcinoma of the Pancreas (NAPOLI3)

D-US-60010-001



https://clinicaltrials.gov/ct2/show/NCT04340141
https://clinicaltrials.gov/ct2/show/NCT04233866?term=ea2186&draw=2&rank=1
https://clinicaltrials.gov/ct2/show/NCT04083235?term=d-us-60010-001&draw=2&rank=1
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C2321001

| SCHEMA |

EA8183

GU002

GUO005

GU009

64091742PCR0002 /
Prevalence

PROSTATE
ADJUVANT

Navigator - Carrie x3621

Prostate cohort temporarily closed (Peoria only) A Phase | Dose Escalation and Expanded Cohort
Study of PF-06821497 in the Treatment of Adult Patients with Relapsed/Refractory Small Cell Lung

Cancer (SCLC), Castration Resistant Prostate Cancer (CRPC) and Follicular Lymphoma (FL) (FL cohort
open)

RT Credentialing Pending A Phase Il Double Blinded Study of Early Intervention After RADICAI
ProstaTEctomy With Androgen Deprivation Therapy With or Without Darolutamide vs. Placebo in
Men at Highest Risk of Prostate Cancer Metastasis by Genomic Stratification (ERADICATE)

(RT at Glen Oak, UPHM, and Rt-91)-Phase II-lll Trial of Adjuvant radiotherapy and Androgen
Deprivation Following radical Prostatectomy with or without Adjuvant Docetaxel

(RT at Glen Oak & UPHM)-Phase Il IGRT and SBRT vs. IGRT and hypofractionate IMRT for Localized
Intermediate Risk Prostate Cancer.

(RT Credentialing Pending - Glen Oak, RT 91) Parallel Phase Ill Randomized Trials for High Risk
Prostate Cancer Evaluating De-Intensification for Lower Genomic Risk and Intensification of
Concurrent Therapy for Higher Genomic Risk With Radiation (PREDICT-RT*)

METASTATIC

Biomarker Study to Determine Frequency of DNA-repair Defects in Men with Metastatic Prostate
Cancer


https://clinicaltrials.gov/ct2/show/NCT03460977
https://clinicaltrials.gov/ct2/show/NCT04484818?term=ea8183&draw=2&rank=1
https://clinicaltrials.gov/ct2/show/NCT03070886
https://clinicaltrials.gov/ct2/show/NCT03367702
https://clinicaltrials.gov/ct2/show/NCT04513717?term=GU009&draw=2&rank=1
https://clinicaltrials.gov/ct2/show/NCT03871816
https://clinicaltrials.gov/ct2/show/NCT03871816

Temporarily Suspended! A Phase Ill Trial of Enzalutamide and Rucaparib as a Novel Therapy in First-

A031902 / CASPAR
[ Line Metastatic Castration-Resistant Prostate Cancer
| SCHEMA |
EAS153 Closing March 26th! Cabazitaxel with Abiraterone versus Abiraterone Alone Randomized Trial for

Extensive Disease Following Docetaxel: The CHAARTED?2 Trial

(RT at Glen Oak & UPHM) Phase Il Randomized Trial of Standard Systemic Therapy (SST) versus
$1802 Standard Systemic Therapy Plus Definitive Treatment (Surgery or Radiation) of the Primary Tumor in
Metastatic Prostate Cancer


https://clinicaltrials.gov/ct2/show/NCT03419234
https://clinicaltrials.gov/ct2/show/NCT03678025
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A031704

EA8143

MK 6482-011

| SCHEMA |

$1931

| SCHEMA |

RENAL CELL Navigator - Carrie x3621

(Temporarily Closed) PD-Inhibitor (nivolumab) and Ipilimumab Followed by Nivolumab vs. VEGF TKI
Cabozantinib with Nivolumab: A Phase Il Trial in Metastatic Untreated Renal Cell Cancer (PDIGREE)

A Phase 3 Randomized Study Comparing PERioperative Nivolumab vs. Observation in Patients with
Localized Renal Cell Carcinoma Undergoing Nephrectomy(PROSPER RCC)

(Peoria only) An Open-label, Randomized, Phase 3 Study of MK-6482 in Combination with Lenvatinib
(MK-7902) vs Cabozantinib for Second-line or Third-line Treatment in Participants with Advanced
Renal Cell Carcinoma Who Have Progressed After Prior Anti-PD-1/L1 Therapy

Phase Il Trial of Immunotherapy-Based Combination Therapy With or Without Cytoreductive
Nephrectomy for Metastatic Renal Cell Carcinoma (PROBE Trial)


https://clinicaltrials.gov/ct2/show/NCT03793166
https://clinicaltrials.gov/ct2/show/NCT03055013
https://clinicaltrials.gov/ct2/show/NCT04586231
https://clinicaltrials.gov/ct2/show/NCT04510597
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RADIATION TRIALS Navigator - Jessica x3615

(UPHM & Glen Oak) Phase Il Trial of Post-Surgical Single Fraction Stereotactic Radiosurgery (SRS)

A071801
- Compared With Fractionated SRS for Resected Metastatic Brain Disease

(UPHM, Glen Oak, Galesburg) A Randomized Phase II/11l Open-Label Study of Ipilimumab and
BNO0O7 Nivolumab Versus Temozolomide in Patients With Newly Diagnosed MGMT (Tumor O-6-
Methylguanine DNA Methyltransferase) Unmethylated Glioblastoma

| SCHEMA |

(UPHM & Glen Oak)- A Phase Ill Trial of Stereotactic Radiosurgery Compared with Whole Brain

CCTG CE.7
- Radiotherapy (WBRT) for 5-15 Brain Metastases
EA2183 (UPHM only) A Phase Il Study of Consolidative Radiotherapy in Patients With Oligometastatic HER2
- Negative Esophageal and Gastric Adenocarcinoma (EGA)
| SCHEMA |
EA3161 NEW! (RT at Glen Oak) A Phase II/Ill Randomized Study of Maintenance Nivolumab Versus

Observation in Patients With Locally Advanced, Intermediate Risk HPV Positive OPSCC

| SCHEMA |
(UPHM and Galesburg) Randomized Phase Ill Trial of MEDI4736 (Durvalumab) as Concurrent and

EA5181 Consolidative Therapy or Consolidative Therapy Alone for Unresectable Stage 3 NSCLC (credentialing
+ scuema  Pending at Glen Oak)

(Glen Oak and UPHM) -Phase Il IGRT and SBRT vs. IGRT and hypofractionate IMRT for Localized

GUO005
- Intermediate Risk Prostate Cancer.


https://clinicaltrials.gov/ct2/show/NCT04114981
https://clinicaltrials.gov/ct2/show/NCT04396860?term=bn007&draw=2&rank=1
https://clinicaltrials.gov/ct2/show/NCT03550391
https://clinicaltrials.gov/ct2/show/NCT03811015
https://clinicaltrials.gov/ct2/show/NCT04092283
https://clinicaltrials.gov/ct2/show/NCT03367702

(RT Credentialing Pending - Glen Oak, Rt 91) Parallel Phase Ill Randomized Trials for High Risk
GU009 Prostate Cancer Evaluating De-Intensification for Lower Genomic Risk and Intensification of
Concurrent Therapy for Higher Genomic Risk With Radiation (PREDICT-RT*)

(UPHM & Glen Oak) A Randomized Phase II/1ll Trial of De-Intensified Radiation Therapy for Patients

HNO0O5
- With Early-Stage, P16-Positive, Non-Smoking Associated Oropharyngeal Cancer
LU007 / RAPTOR (Glen Oak & UPHM) — Randomized Phase II/Ill Trial of Consolidation RT + Immunotherapy for ES-SCLC
MA.39 (Glen Oak and UPHM)- Tailor RT: A Randomized Trial of Regional Radiotherapy in Biomarker Low Risk
B Node Positive Breast Cancer
NRG CC003 (Glen Oak only) Randomized Phase II/Ill Trial of Prophylactic Cranial Irradiation with or without
- Hippocampal Avoidance for Small Cell Lung Cancer
NRG LU007 (Glen Oak & UPHM) — Randomized Phase II/Ill Trial of Consolidation RT + Immunotherapy for SCLC
51827 (Glen Oak and UPHM) A Randomized Phase Ill Trial of MRI Surveillance With or Without Prophylactic
- Cranial Irradiation (PCl) in Small-Cell Lung Cancer
$1933 (UPHM only) A Pilot Study of Hypofractionated Radiotherapy Followed by Atezolizumab
- Consolidation in Stage Il or Il NSCLC Patients With Borderline Performance Status
| SCHEMA |
WE-1802 (Glen Opak, Rt-91, UPHM, Galesburg) Influence of Primary Treatment for Prostate Cancer on Work

Experience (PCW)

CANCER CONTROL (RT specific)

A Single Arm, Pilot Study of Ramipril for Preventing Radiation-Induced Cognitive Decline in

WEF-1801
- Glioblastoma (GBM) Patients Receiving Brain Radiotherapy


https://clinicaltrials.gov/ct2/show/NCT04513717?term=GU009&draw=2&rank=1
https://clinicaltrials.gov/ct2/show/NCT03952585
https://clinicaltrials.gov/ct2/show/NCT04402788?term=lu007.&draw=2&rank=1
https://clinicaltrials.gov/ct2/show/NCT03488693
https://clinicaltrials.gov/ct2/show/NCT02635009
https://clinicaltrials.gov/ct2/show/NCT04155034
https://clinicaltrials.gov/ct2/show/NCT04310020
https://clinicaltrials.gov/ct2/show/study/NCT03963739
https://clinicaltrials.gov/ct2/show/NCT03475186
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SMALL CELL LUNG CANCER Navigator - Ashton x3611

(RT at Glen Oak, UPHM and Galesburg) Limited Stage Small Cell Lung Cancer (LS-SCLC): A Phase II/III

LU005
- Randomized Study of Chemoradiation Versus Chemoradiation Plus Atezolizumab
LU0O7 / RAPTOR (RT at Glen Oak & UPHM) — Randomized Phase II/1ll Trial of Consolidation RT + Immunotherapy for
ES-SCLC
NRG CC003 (RT at Glen Oak only) Randomized Phase II/Ill Trial of Prophylactic Cranial Irradiation with or without
- Hippocampal Avoidance for Small Cell Lung Cancer
b __SCHEMA |
51827 (RT at Glen Oak and UPHM) A Randomized Phase Il Trial of MRI Surveillance With or Without

Prophylactic Cranial Irradiation (PCI) in Small-Cell Lung Cancer

Phase Il Randomized Study of Maintenance Atezolizumab Versus Atezolizumab in Combination With

51929 Talazoparib in Patients With SLFN11 Positive Extensive Stage Small Cell Lung Cancer (ES-SCLC) Tissue
bSCHEMA-4  Screening allowed during induction chemotherapy


https://clinicaltrials.gov/ct2/show/NCT04402788?term=lu007.&draw=2&rank=1
https://clinicaltrials.gov/ct2/show/NCT02635009
https://clinicaltrials.gov/ct2/show/NCT04155034
https://clinicaltrials.gov/ct2/show/NCT04334941?term=s1929&draw=2&rank=1
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BMS-CA017-078 SCHEMA
Navigator - Carrie x3621

MENU

Clinical Protocol
BMS-986205

CAOLTOTS
DO inhibitor

Figure 1-1:

Study Design Schematic

MNeoadjuvant
Pre-Surgical Treatment

[

)

-

.

s ] |

Adjuvant
Post-Surgical Treatment

]

Safety Lead-in { GC O3W x 4 cycles + Mive 480 mg Q4W
— GC + Nivo + | Nivo360mg Q3W xd cycles+ | | Radical —s | + BM5-986205 100 mg QD

Population \I BMS-986205 ) | BMS-986205 100 mg QD | cystectomy %9 cycles

*  MIBC, cT2-T4a, NO, MO _;‘“ ;

* GFR 2 50 mL/min . Arm A | Radical

| Mo further study therapy
+ PSSO 1 ’ § GC O3W, x 4 cycles ] —+* | cystectomy ]ﬂ [ J
4 .
G ; i r Arm B k:

_St""_ﬁ‘f“h“" Fochrin: GC QW x 4 cycles + Nive 480 mg QAW +
Clinical T stage (T2 vs _ _ _ - Randomize Mive 360 mg Q3W x 4 cycles + Radical BMS-985205 Placebo (blinded)
T3/T4a) 1:1:1 ||| BMS-986205 Placebo (blinded) | —| cystectomy |~ 100 mg QD x 9 cycles

= GFR 50 - < 60 mL/min vs \_ 100 mg Qo . %

2 60 mL/min e Y -

=  PD-L1 statwus. & 1% vs < 19§/ R NIVO 380 ME Qa8
: GC QIW x 4 cycles +
indeterminate/not evaluable Nivo 360 mg I;HWT-# cycless | —* “M':'I [ + BMS-986205 (blinded) ]
k — il 100 mg QD x 9 cycles
BMS-986205 (blinded) 100 mg QD)
Restart 10 therapy Follow for EFS
{": within ][ mﬁ:ﬂm] {wuhﬂn 120 days of J [m—]
weeks surgery

Chemotherapy:

GFR 2 60 mL/min: standard GC (cisplatin 70 mg/m? D1, gemcitabine 1000 mg/m? D1, D8, 21D cycles
GFR < 60 mL/min: split-dose GC (cisplatin 35 mg/m® D1, D8, gemcitabine 1000 mg/m? D1, D8, 21D cycles




G040241 SCHEMA
Navigator - Ashton x3611

Figure 1 Study Schema

MENU

Patients with resectable Stage Il. llIA, or select llIB (T3N2 only) NSCLC
EGFR-/ALK-
ECOG Performance Status of 0 or 1
v
Randomization(1:1)

(Approximately 374 patienits) D
Stratification Factors: o
» Disease Stage (Il vs_ IIlA N2 - vs_ IlIIA/B N2+) u
+ Histology (Non-squamous vs. SqUaimonus) B
L
E

- -w
Arm A Arm B B
Atezolizumab + Placebo + L
Platinum-Based Chemotherapy Platinum-Based Chemotherapy 1
*x 4 cycles x 4 cycles N
D
1 it .
Surgical Resection D

Surgical specimen obtained for pathology and exploratory biomarker analyses
l w
PORT
Required only if persistent N2+ disease (ypIV2) at surgery and/or positive tumor margins (RI,/R2)
u
M
+ - :
Arm A Arm B L
- 1
Atezolizumab x 16 cycles Best SUDD_OHNE Care and N
Observational Follow-Up D
E
Il L :
Survival Follow -Up

ALK =anaplastic lymphoma kinase; EGFR =epidermal growth factor, NSCLC =non—small cell

lung cancer;, PORT = post-operative radiation therapy; PS5 =performance status.




2321001 SCHEMA . MENU
Contact Disease Specific Navigator

PD achieved™

*50-70% down modulation of H3K27me3
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NSABP B-59 SCHEMA l MENU

Navigator - Angie x3613

RANDOMIZATION
1

| I
Arm 1 Arm 2 :
WP + Carboplatin® + Placebo? WP + Carboplatin® + Atezolizumab?
followed by followed by
AC or EC** + Placebott AC or EC** + Atezolizumab*t

[ I
SURGERY

Lumpectomy or mastectomy and axillary staging

I I

Arm 1%=* Arm 2%+
Placebo to complete 1 year of therapy Atezolizumab to complete 1 year of therapy

Paclitaxel 80 mg/m? IV weekly x 12 doses (WP) - Carboplatin AUC of 5 IV Day | every 3 weeks for
4 cvcles
Doxorubein (A) 60 me'm? IV = cyclophosphanude (C) 600 me'm? IV Day 1 every 2 or 3 weeks for
4 cycles OR Epuubicn (E) 90 mg'm? IV + cyclophospharmde (C) 600 mg'm2 IV Day 1 every 2 or
3 weeks for 4 cyeles Chosce of anthwacyelhine and schedule per mvesngator discretion
Atezolizumab 1200 mg or placebo IV Day 1 every 3 weeks for 4 doses.

1 1200 mg or placebo IV Day 1 every 3 weeks for 3 to 4 doses depending on ACEC
schedule used
Atezohrumab 1200 me or placebo IV Day 1 every 3 weeks after suwrgery unnl | vear after the first
dose.

)

|



SGNTUC-016 SCHEMA

Navigator - Angie x3613 I MENU
End of

I | Treatment i Survival

Pre-treatment | Study Treatment | Visit | Follow-up | Status
- - > >t
I i
I I : ; .
| | i I I
o | Tucatinib 300 mg PO BID, or piacebo PO BID | | : : l
I 1 1 1
% 3 [ : 1 | I
3 = I | 1 ] I
[va] L] I | 1 I I
"gu B g — . | | I

= ] ]
s 'g : T : | | :
g o I D1 I 1 | 1
] | T-DM1 3.6 makg IV | X . |
| 1 ] I 1
| 1 I 1 ]
| | I 1 |
Baseline Disease : Response | Response : Response ', :
Assessment? : Assessment® | Assessment | Assessment | I
1 I | |
| I ) I |
30-37 days Every Every
28 days 21-day cydes after last 9 weeks until | 90 days after
dose progression® | progression®




ADXS-503-101 SCHEMA

Navigator - Ashton x3611 I MENU
Part A Part B Part C
ADXS-503 Monotherapy Dose Escalation ADXS-503 + Pembrolizumab Dose Escalation ADXS-503 + Pembrolizumab
343 Design 3+3 Design

5x10% CFU of ADXS-503 (DL2)®
+ 200 mg of Pembrolizumab

5x10° CFU of ADXS-503 (DL2) | 1x10% CFU of ADXS-503"
+ 200 mg of Pembrolizumab

1x10° CFU of ADXS-503 (DL1)*¢
+ 200 mg of Pembrolizumab

1x10% CFU of ADXS-503 (DL1) |

| Safety Phase Efficacy Phase |
h '|||' g ' .1' '
* Bquamouus of ron-squamous metastatic NSCLC * SQUAMGLE OF Nan-squamous matastatic NSCLC * 5 arnan-ag aus e NSCLE
+  Refractory setting: up to 3 lines of prior therapy + Subjects undergolng treatment with pembrolizumab + 1st line setting

parmitted manatherapy who have Initlal PO assessed por RECIST . Enrall subjects with PRALL expression 21% and
. Enroll subjects Irrespective of PO-LL @xpresslon w1 oo most recent tumor scan, and ane awaiting without EGFR mutations or ALK translocations

or EGFR/ ALK mutation status confirmatory scan 4-8 weels later
+  Gubjects with an EGFR mutation or ALK + ADXS-S03 administered as add-on therapy while

translocation must have progressed on or been awalting confirmatory scan [4-8 weeks after initial PDO)

Intolerant ta & 1 approved tmrgeted theraples

Figure 1. Study Design
3. Escalation to DL2 in Part A will ocour in parallsl with sccmual st DL in Part B
b.  Escalation to DL2 in Pant B will ocomr in parallel with accmesl in Part ©
c.  If westment is not safe’tolerable st DIL1 in Part A or Part B, a lower dose level (DL -1; 0.5x10" CFU of ADXS-503) will be evalusted before proceeding with Part B and Part C, respectively.
d  Upon completion of dose escalation in Part A, ADXS-503 monotherspy may be evaluated in an)expansion cobort.
Abbreviations: DL dose level



TH-138 (NCCN) SCHEMA
. MENU

Navigator - Ashton x3611

Study Design

T
Arm A Maintenance
4 oycles
Carboplatin + Pemetrexed +
Stage IV non-squamous Atezolizumab
MNSCLC patients with tumors
that harbor an E(_SFR exon 2:1 Randomization
19 or 21 mutation® or
never smolker
wild-type patients Arm B
4 cycles
= Fatients with an EGFR exon 19 or 21 Carboplatin +
mutation must have progression or Pemetrexed +
intolerance of trestment with prior Bevacizumab

targeted therapy.

All patients
will be
treated until
radiographic
PrOENession
or
unacceptable
toxicity.

—



US-VEN-207 (ULTRA-V ) Schema
Navigator - Heather x3661

Ublituximab Ublituximab i Umbralisib
+ + +
Umbralisib Umbralisib Venetoclax
+
Venetoclax

T ULTRA-V

U2-viNnNCLL

e
8 ®
.
'y

| MENU

Follow off

therapy

US-VEN-207



Previously

untreated

Stage lll and IV
melanoma

MK 7902-003 (LEAP-003 ) Schema
Navigator - Carrie x3621

Stratification factors:
BRAF mutation status
Pricor adjuvant PD-1
therapy

Geographic region

Inn'--—-gn—unl

Pembralizumab
200 mg Q3W +

MENU

Pembrolizumab
200 mg Q3W +
Placebo QD

30-d and 90-d Safcty Follow-Up®

Follow-Up”

Survival Follow-Up®




MK 6482-011 Schema l MENU
Navigator - Carrie x3621
Participant Population
Advanced ROC with clear cell cornponert
Progressed after 1 Lor 2L and-F01/L1 therapy BAK-5432
{monotherapy or combination therapy); 120 mg aral QD
Immediately preceding line of therapy has to have been +
antl-PO-1/11. Lefvatinib
20 rrg oral QD I ‘
MN=354"
Screening Phase | [Sretification |— Randomization || Safety Imaging i Surdival
<28 days pror to 1-1 Follow-up || Follow-up Followws-up
randornization
Cabozantinib
&0 g oral QD
Stratification Factors
D EEE———— M=3544

IMDC prognostic scores®: 0ws 1-2 vs 3-6

Hurnber of prior Nnes of therapy: 1w 2

Reglons of the world: Morth America vs Westemn
Europe ws ROW




TPX-0005-01 Schema
Contact Disease Site Specific Navigator . MENU

Figure 2. Schema of TPX-0005-01 Study

Phase 1a, Phase 1b Food Effect, Phase 1¢, Midazolam DDI Sub-study
(ALK+, ROS1+ and NTRK+ solid tumors)

l ‘,

Phase 2 Expansion cohorts
(ROST+ and NTRK+ solid tumors)

ROSI1+ NSCLC NTRK+ solid tumors
(up to n=225) (up to n=95)
EXP-1 EXP-2 EXP-3 EXP-4 EXP-5 EXP-6
ROS1 TKI-naive 1 Prior ROS51 TKI 2 Prior ROS1 TKIs 1 Prior ROS1 TKI TRK TKI-naive TRK TKI-pretreated
AND 1 Platinum- AND 1 Platinum- and NO Prior Chemo
based Chemo based Chemo OR 10
(n=55) (n=100) (n=40) (up to n=30) (n=55) (n=40)




SGN35-027 Schema

a
b

Navigator - Heather Thulean x3661 \ MENU
Pre-study Study Treatment Follow-up
« > e E
®
3 - Day 1and 15 - BV + nivolumab + doxorubicin + dacarbazine ;
0 = - i
© i
© sV V |
oh e = ' i
i= = i !
c c i !
8 W i
@ D1 D15 D28
i r r
CT/PET Response Assessments: : CTIPET
Cycle 2 and EOT® :
28 days Each 28-day cycle 3 years® ‘

Response assessments will include PET and diagnostic-quality CT scan on Day 25-28 of Cycle 2, and at EOT.
Part C follow-up period includes 2 additional years (5 years total).



G041854 Schema l MENU
Navigator - Ashton x3611

Open-label treatment

,meum.swlluﬂ:m ) 13 x 28-day cycles O NI -
without progression after E
definitive platinum-based ¢CRT ATEZO 1680 mg IV + :
{22 cycles) TIRA 840 mg IV : POST-TREATMENT
* 1R years or older i Period
* Known PD-L1 status " Follow for:
* ECOGPS O oril . i . PFS
- Exclude EGFR/ALK pos DLRVA 10 mgAc IV i . 0S
az2w i
n =800 b
A ""-4. .................... -
= ECOGP5 (Ovs1) *  IDMC review after a minimum of 24
* PD-L1status (<1% vs >= 1%) patients (agpraximetelyi2 per arm)
who have completed first 2 full
= Staging (IIA vs 1B or 1IC) cycles of study treatment

= Histology (squamous vi nonsquamous) +  Enroliment will not be paused

e i e i



A011202 SCHEMA . MENU
Navigator Angie x3613

Schema for patients who pre-register prior to SLN_su;"geryE

| Clinically T1-3 N1 MO Breast cancer Axillary ultrasound with FWNA or core biopsy documenting positive lymph node |
*

Neoadjuvant chemotherapy completed (munimum of 4 cycles). clinically negative axilla on
PE after neoadjuvant chemotherapy

| Pre-registration |
*
| Surgery with Sentinel Lymph Node Surgery |
A ¥ ¥
Sentinel Lymph Node Positive Lymph Node(s) Identified MNegative Lymph Node(s) By Intra-op Evaluation
not Identified
A i ¥ i
Positive lymph
No Begistration & Intra-operative Begistration & nodes(s) on Final Negative l}mph node(s) on
Randomization Randomization Pathology and Final
ATND not Pathology
performed
* ¥
Mo Registration &
) Bandomization or Follow-

IE':EEJE Consider participation in ®
NSABP B-51/RTOG 1304
Tmal

4 +
ARM 1: ATND + Nodal XRT (without XRT to dissected axilla)
v
ARM 2: Axillary XRT and Nedal XRT

L
[ Confirmation of Evaluability

Schema for patients who pre-register AFTER surgery® (where SLN surgery was performed but ATLND
was NOT performed):

Clinically T1-3 N1 MO Breast cancer Axillary ultraseund with FNA or core biopsy documenting pesitive lymph node

¥

Meoadjuvant chemotherapy completed (minimum of 4 cycles), climcally negative axilla on PE after neoadjuvant
chemotherapy

‘ Surgery with Sentinel Lymph Node Surgery |

¥

| Positive Lymph Node(s) on Final Patholegy and ATND not performed |

¥

PERE-EEGISTEATION

| REGISTRATIONFANDOMIZATION |
ARM1
ATND + Nodal XRT (without XET to dissected axilla)

+ +

| Confirmation of Evaluability |

ARM 2
Axmillary XRT and Nodal XET

* Patients who are pre-registered after SLN surgery are NOT eligible to enroll onto the Arm
Lymphedema Companion Study (A011201-SI1)



A221805 SCHEMA MENU
Navigator - Courtney x3660

Schema

PHASE II PHASE III

Duloxetine 30mg/day
/,, PO daily (x17 weeks)

Duloxetine PO daily
{most promising
¥ dose™) (x17 weeks)

\

Duloxetine 60mg/day
PO daily (x17 weeks)

& Placebo PO daily (x17

weeks)

MN-Z0Y 2%

£l

AN-Z0T 24X

A Placebo PO daily (x17
weeks)

All patients will receive oxaliplatin on both phases of the trial. Further. for all patients the 17% week of study
drug will be a tapering period.

* Additional patients will be recruted to the Phase ITI trial. The most promusing dose of duloxetine wall
be determined afiter mitial Phase II, and this dose will be used for Phase III for patients randomized to the
duloxetine arm.



Strat Factors:

* Age (< 65 years

vs. > 65 years
Stage (1A vs.
B vs. HIC)
Gender (male
vs. female)
Planned
chemotherapy
type (cisplatin-
etoposide vs.
pemetrexed-
cisplatinvs.
paditaxel-
carboplatin).

oTm-w

=y

20— 40—-0MmMaD

= 0 0o z = D

- T N

o]

{1:1)

EA5181 SCHEMA
Navigator - Ashton x3611

Schema

Step 1: Concurrent Therapy
Arm A:

Durvaumab 750 mg IV
q2 weeks x3,

Platinum Doublet’ and

concurent RT to 60Gy

Arm B:
Platinum Doublet” and
Concumrent RT to 680Gy

om-=Ww

%]

Z0—-—4AFxd-H0—-—0mMa3

MENU

Step 2: Consolodation

Arm C:
Consolidative

durvalumab 1500 mg IV
q4 weeks for 1 year after
the end of Step 1 CRT

Follow up




# Mo prior freatments’

« HERZ not ampified
* =3 metastatic sites

EA2183 SCHEMA
Navigator - Carrie x3621

Schema

Stratification for Step 2 Randomization

# Mumber of metastatic stes: 1vs. =1

Amm A

FOLFOX:
Oncalipl afin 85mgfm? + Leucovorin
200mginT” at the same time followed by
5-FU 400mg/m”, followed by confinuous
infusion 5-FU IV owver 48-48 hours fora
total dose of 2400mg/m* on days 1 and
15 of each cycle.

*Cyde= 28 day=. Tatal 4 gydes.

5y

‘I‘HN—:OUZ):U‘E
%)

CAPOX:
Craliplain 120mgm® on day 1

Capedtabine 1000 mg/m2 BID on days  [—|
1-14.

*Cyde= 21 days Tatsl & oydes.

MmM=-Z00Z2rFaD
5]

MENU

Armct

Consolidative XRT followed by~
Owaliplain 85mgim’ + Lewcovorin 200mg/nt” at the same
time followed by 5-FU 400mg/m”, followed by confnuous
infusion 5-FU IV over 46-48 hours for a total dose of
2400mgim* on days 1 and 15 of each cyde.

*Cyde = 28 days.

AmD

Oncaliplain 85mgim’” + Lewcovorin 200mgim at the same
time followed by 5-FU 40Dmg.|'m). followed by confnuous:
infusion 5-FU IV over 46-48 hours for a total dose of
2400mg/m” on days 1 and 15 of each cyde.

*Cydle = 28 days.

ArmE*

Consolidative *RT followed by-

Owaliplafin 120mgint on day 1
Capecitabine 1000 mg/m2 BID on days 1-14.
*Cydde= 21 days.

Arm F

Owaliplafin 120mgint on day 1
Capecitabine 1000 mgim2 BID on days 1-14
*Cyde= 21 day=.




A081801 SCHEMA MENU

Navigator - Ashton x3611

Schema: 1 cycle =21 days

THNAZQ0T0Zp R

Initial therapy (adjuvant
chemo)

Continuance Therapy

Arm A: Platinum doublet™*
for 4 cycles

Observation

MK-3475

Arm B: Platinum doublet**
for 4 cycles

(Pembrolizumab) for 17
total cycles of
pembrolizumab

Arm C: Platinum doublet®*
+ MK-3475
(pembrolizumab) for 4
cycles

MK-3475
(Pembrolizumab) for 13
more cycles (17 total
cycles of pembrolizumab)




$1823 SCHEMA
Navigator - Carrie x3621 ‘ MENU

SCHEMA

Newly diagnosed germ cell tumor

|

Consent and Registration
Staging and Risk of Relapse Assessment

|

Baseline biospecimen sent to Nationwide

|

Serial biospecimen submission schedule for miRNA 371* is based on
determination of low, moderate, or high risk of relapse (see Section 6.0)

}

Patients will be followed for 3 years

*

Patients and providers will not have knowledge of the results of the miRNA 371 analysis.



Patients with untreated
metastatic pancreatic cancer
aged = 70 identified as
vulnerable through screening
geriatric assessment

EA2186 SCHEMA
Navigator - Carrie x3621

Schema

Stratification:
s ECOG:0-1ws2
* Age 70-74vs =75

Y

= 0 0O zZ2 » =@

N

Arm A’

Gemcitabine

1000mg/m? IV on day 1 every cycle
Nab-Paclitaxel (Abraxane)
125mg/m” IV on day 1 every cycle

MENU

Arm B

5-Fluorouracil (5-FU)
2400mg/m? IV over 46 hours
starting day 1 every cycle
Leucovorin (LV)

400mg/m? IV on day 1 every cycle
Liposomal Irinotecan (Nal-IRI;
Onyvide)

50mg/m° IV on day 1 every cycle

Y

Continue treatment until
progression or unacceptable
toxicity

Y

Continue treatment until
progression or unacceptable
toxicity




NRG CC003 SCHEMA MENU
Navigator - Jessica x3615

Histologic proof or wnequivocal cytologic proof of SCLC

STEP 1 REGISTRATION

STEP 2 REGISTEATION/RANDOMIZATION
Baselne newrocognitive assessment: HVLT-E. TMT, COWA (reguired)
Note: Newrocognitive assessments nmst be uploaded prior to Step 2 Registration and
can be uploaded at the tame of Step 1 Registration

STEATIFICATION
Stage: Lmntted vs. Extensive
Age: < 60 years old vs. == 60 years old
Phmed Concurrent Memantine Use: Yes vs. No

Arm 1 Amm 2
PCT Alone (25 Gy m 10 PCI with Hippocampal Avoidance
Fractions) using IMET (25 Gy m 10 Fractions)




$1933 SCHEMA
Navigator - Jessica x3615 ‘ MENU

SCHEMA

REGISTRATION STEP 1

l

60 Gy hypofractionated radiotherapy in 15 fractions over 3 weeks

l

2-5 weeks after completion of radiotherapy:
disease assessment

Progression Mo Progression

Off protocol treatment REGISTRATION STEP 2

l

Aterolizumab consolidation
for up to 12 months
(maximum of 17 cycles)



ACCRU-SC-1601 SCHEMA
Navigator -Hannah x3603 MENU

Schema
Randomization
& - -H--E‘:‘}
Apixaban 5 mg twice daily Apixaban 2.5 mg twice daily
for a total of 12 months (365 days) for a total of 12 months (365 days)

Off Study




Merck 7339-003 / LYNK-003 SCHEMA \ MENU
Navigator -Carrie x3621
Key Inclusion Criteria \ Olaparib QOral +
* Unresectable or metastatic CRC Bevacizumab
= Has nol progressed afler completing at {until progression)

least 6 prior induction cycles of FOLFOX

+ bevacizumab and can no longer

tolerate oxaliplatin Dlaparib Oral
= ECOE 01 H

(untl progression)

= SD vs. PR'CR to prior FOLFOX induction
* BRAF,,;andlor Ras_,, vs. BRAF , + Ras,
* G-8 cycles vs. >8 cycles of FOLFOX 5-FU + Bevacizumab

\ir.ductiun / {until progression)




NRG BN0O7
Navigator -Carrie x3621 . MENU

STEP 1 REGISTRATION
Central Pathology Feview for confirmation of glioblastoma ({GBM) histology and of
unmethylated MGMT promotor status
WOTE: Tumor tissue must be received and central review confirmation completed before
STEP 2 registration can occur.

STEP? REdL‘?-TR—lTIDN
STRATITY

* FRecursive partioning analysis (RPA) (T vs IV vs V)
* Intent to use Ophune (ves vs no)

RANDOMIZE (1:1)

x

Arml Arm 2
Fadiation Therapy Radiation Therapy
plus plus
Concomitant temozolomide Concomitant ipilimmmab and nivolumab
plus plus
Adjuvant temozolomide Adjrvant ipilimmab and nivolumab
{Optune allowed) (Optune not allowed)




$1929
Navigator -Ashton x3611

Participants with Extensive Stage SCLC

receiving frontline induction treatment

l

Step 1: SCREENING REGISTRATION
SLFM11 IHC Testing During Induction Treatment ®

l

SLFN11-Positive

l

Step 2: RANDOMIZATION®

Arm AT Armn B°
Atezolizumalb Atezolizumab
Maintenance Treatment plus
Talazoparib

Maintenance Treatment

MENU



ey Eligibi
» Clinical Stage 3 UC

(T any, M1-2*, MO}
» ECOGPS 0-2

Endpoints
1% Clinical CR
2° MF3, BIEFS, O, FFS

A

EA8185
Navigator -Carrie x3621

. MENU

Schema
Step 1° Step 2 Step 37
R
R R
A 1
E Am C E Clinical CR or AmE
N ChemeRT Ciinical Benefit » adjuvant
G + . G on Am C Durvdumab®
Arm A Stratification at Step 2: o} Durvalumab
! - . . » 1. Induction chemo pre vs. L
(induction) post registration o
S 2. Cisplatin vs. non- s
cisplatin regimen durimg M
T RT T No Clinical
- Salva
3 Sizeof LMN: 1-Zomvws. LN —» 1 #| Benefit on Arms > C,,S.Emg.:,j
R = Jem R C.D
4. Respons:s to induction Z
A chemo (PRISD vs. CR) A
| AmBa® | 5. Extentof TURBT —No A
T = induch = residual ds vs. residual T
(induction) ds post TURE T
I Arm D I Clinical CR or Arm F
I 2 #| Ciinical Benefit »
o ChemoRT o on Am D CObservation
[#]
M M
N




Navigator -Angie x3613

SMX 20-001

Locally-Advanced / Metastatic
ER+/HER2- Breast Cancer

MN—-2002%>»%

MENU

Lasofoxifene tartrate PO QD

Abemaciclib PO BID




M15-954 l
Navigator -Heather x3661

MENU |

Screening Treatment Period FU Period
(Up to 28 days) (Until relapse, progression, HSCT or unacceptable toxicity) (Up to 5 years after LSFD)

- S
Stestification ) Mac!boior\fu!ﬂx‘la:ﬂn‘ﬂblﬁp 1-14/eycle)
* PSSR + Azacitidine 75 mg/m (7 dayswithin 9 calendar days/cycle)
* HSCT Transplant Eligible vs. Ineligibl
* Geogrzphic Region

FU = follow up; HSCT = hematopoietic stem cell transplant; IPSS-R = Revised International Prognostic Scoring System; LSFD = last
subject first dose; MDS = myelodysplastic syndrome; QD = once daily



D-US-60010-001 / NAPOLI3
Navigator -Carrie x3621

Arm 1
N=375
Treatment with irinotecan liposome
mjectiontoxaliplatin+5-FU/LV

Screening

—

Randomisation

>

Arm 2:
=375
Treatment with gemcitabine+nab-paclitaxel

MENU
End of Overall
Treatment [*  Survival
Visit Follow-up




S2000
Navigator -Carrie x3621 MENU

SCHEMA

Diagnosis of BRAF-VE0D mutant melanoma with brain metastases

l

Randomization 1:1

2 ,
Am 1: Arm 2.
encorafenib + binimetinib + ipilimumak + nivolumakb™®
nivolumab*(every 4 weeks) (every 3 weeks for 4 cycles)
* '
Progression** nivolumakb
{every 4 weeks)

l i

Off protocol treatment Progression™*

T

Off protocol treatment




1
A
]
D
o
Eligiki Criteria:
= . . M
Patients with surgically
unresectable. recurrent, |
or reatment naiwe
metastatic squamous c=ll
carcinoma of the anal Z
canal
A
T
1
o
N

EA2176 \

Navigator -Carrie x3621 MENU

Strat Fackors:

* Prior history of chemoradiation with curative intent fio
the primary tumor (yes vs. naj

* H[V status (positive vs. negative’unknown)

Arrm A

1 cycle = 4 wesks (28 days)

GCarboplatin (AUC=5)} W on Day 1
Paclitaxel (280 mg.'m:J W oon Days 1, 8, 15
Repeat cycle every 4 weeks up o 8 cycles

Follow-Up~

Y

Arm B:

1 cycle = 4 weeks (28 days)

Carboplatin (AUC=5) W on Day 1

Paclitaxel (80 mg}mzj IV on Days 1.8, 15
Carboplatin and Paclitaxel are given up to 8
cycles only.

Mivolumakb wil be administered at 240 myg
q2 for the first cycle (Cyclke 1 Day 1 and
Cycle 1 Day 15) followed by 480 mg IV g4
weeks (Cycles 22 Day 1)

Mivolumab is given every 2 wesks during
Cyecke 1.

Repeat cycle every 4 wesks up to 2 years

h 4

Follow-Up?

1. Randomization is 1:2 (AB).

2 For this protocol, all patients, includi
non-profocol thermpy is initiated, and

through complefion of al protocol

those who discortinue protocol therapy early, will be fidlowed for response until disease progression, even
survival every 3 months for two years from the date of mndomization. Al patients must also be fdlowed
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SCHEMA

Step 1: Study Registration

L
Pre-Randomization Immunotherapy Treatment®

v
Lack of Progression at Wesk 12 ™
- T
Ves Mo

Off Protocol Treatment
v
Step 2- Randomization (1:1)
.-"-J x‘"".\.

4 .,

,’ .,

= -

Continued Systemic Immunotherapy Cytoreductive Mephrectomy +
Continued Systemic Immunotherapy

w

Follow-Up 7 years from Randomizaton



PRE-REGISTRATION

Eesectable
PDAC
Confirmed
by Central
Imaging
Review by
IEOC
Ohio

REGISTRATION/RANDOMIZATION

A021806

Navigator -Carrie x3621 MENU
Schema
Omne Cycle = 14 Days
4 P e
) o . =] , (=] :
—— —_ o — | —
- E - = = | 5= - 2 =
= # c‘.;'; =i t— E':. = E — S'Lu'ger}.' s = —
Z = o= 7] o B %) : o= L
“f| w2 | E| -5 | |2 5 | &
By = = weeks =
- E E =
5 5 5
~ E 8E | C| 82 | S| 88 | &
= = : == = B = == =
E = Surgery — ™ = B~ s B~ - B~
- = ) = (] 3 (] — 3 )
= 12| =+ 5 =| +*93 = | 98 |
weeks = —-;- —-;-

Treatment/mtervention is to continue as outlined above or until disease recurrence, unacceptable toxicity,
or withdrawal of consent. Patients will be followed for 6 years or until death, whichever comes first.
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Participant Population
Advanced RCC with clear cell component
Progressed after 1 L or 2L anti-PDL/L1 therapy ME-E482
(monotherapy or combination therapy); 120 mg oral QD
Immediately preceding line of therapy has to have been +
anti-PD-1/L1. Lermvatinib
20 mg oral Qb I +
. N=354* . _
Screening Phase pr—r—— Randomization |_| Safety Imaging Survival
=28 days prior to 11 Follow-up Fodlow-up® Follow-up
randomization
Cabozantinib
60 mg oral Q0D
Stratification Factors
e M=354%

IMDC prognostic scores®: 0vs 1-2 vs 3-6

Mumber of prior lines of therapy: 1ws 2
Regions of the world: North America vs Westem
Europe ws ROW

BICE=blinded independent central review; DMC=Data Monitoring Committee; IMDC=International Metastatic
Renal Cell Carcinoma Database Consortinm; QD=once daily; RCC=renal cell carcinoma; ROW=rest of weorld;
TEI=tyrosine kinase inhibitor; US=United States; VEGF=vascular endothelial growth factor.
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Schema
Cyrcle definition 1s based on ICT cycle length
Disease
R pProgression
A Arm A- or toxicity Treat_ ﬂ_t
N Confinue immune p]_JYSICI,m 5
D checkpoint inhibitor discretion
O (ICT)* until disease
M progression or
I unacceptable toxicity
Z Disease
E Arm B: progression Option to
Discontinue ICT restart ICT
treatment
* ICT agents include pembrolizumab, nivolumab, atezolizumab, durvalumab and avelumab

Patients will be followed for 5 years or until death or withdrawal of consent, whichever occurs first.
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Schema

MENU

ARM 1
Text-Message Reminder (TMR)

MNSZOY 2R

ARNM 2
Motivational Interviewing (MI) Counseling

ARM 3
TMR + NI

ARM4

Enhanced Usual Care
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SCHEMA

MNewly Diagnosed, Early Stage, Asymptomatic, High-Risk Chronic Lymphocytic Leukemia
(CLLYSmall Lymphocytic Lymphoma (SLL) [CLL-Intermational Prognostic Index (CLL-IPI)
= 4 andior Complex Cytogenetics]

i

STRATIFY
High Risk (CLL-IPI 4-6)
VS,
ery High Risk (CLL IPI 2 7 or Complex
Cytogenetics)

¥
RANDOMIZE
2:1
[Early Arm vs.
Delayed Arm)

EARLY V-O ARM DELAYED V-O ARM™

QBINUTUZUMAB OBINUTUZUMAB
+ +

WENETOCLAX VENETOCLAX

(begin after (begin when IWCLL
randomization) indication is met)

l J

End Obinutuzumak after Cycle &;
End Venetoclax after Cycle 12

!

OFF PROTOCOL THERAPY
Follow-up for 10 years after registration
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Schema

Stratification Factors
1. Intent to radiate

2.Baseline PSA (undetectable
vs. detectable but < 0.2 ng/mil)

Decipher score

> DFEVIDUSW
pen‘onned

Step 1

p CAPRA-S5=3

Decipher= 06

Step 0

P

R

E

R

E

G

I

S

T

R

A :

Decipher

T score not

| T previously,
performed”

0]

N

Accrual Goal: 810

=00 Z >

=4 = N

@]

MENU

Arm AC

Androgen Deprivation
Therapy (ADT) +
Placebao’ (2 tablets BID,
300mg per tablet) for 12
months (52 weeks)

AmB-

Androgen Deprivation
Therapy (ADT)
Darolutamide” (2 tablets
BID, 300mg per tablet)

for 12 months (52
weeks)

Follow for
Metastasis
Free
Survival
(MFS)

1. Patients with a Decdipher score previously performed by Dec
directly to randomization after uploading Decipher score to

I'~Pﬂ:|er blosmenc.es with a score of> 0.6 are eligible and may proceed from pre-registration

idata Ra

2. Far patients who do not already have a completed Decipher test through standard of care testing the calculated CAPRA-S score must be = 3 and the

post registration Decipher Biosciences assessment must determine Decipher score to be> 0.6.

3. Patients receiving post-operative adjuvant radiation (XRT) can receive it anytime within 52 weeks of prostatectomy.
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Figure 1 - Graphical study design

End of

AQM A  SAR43S859 200 mg (D1-D28) T Followup Death or
. . - L etrozole-matching placebo (D1-D28) B peeriond _
-#= Screening "3 354 patients Palbodicib 125 mg (D1-D21) il b *
. : _d:gasa'elh (D) men [ prefpeimenopaus s women
: H LR LI R Y R PR L YR DR L3
- - & -
. . - -
: . 3 : .
. . * * Followup wisit
. H E . every 12 weeks
. : - H (27 days) until PD,
; R : a : every 24 weeks
: . E . {+7 days) thereafter
. - - -
: : . :
E E : i I LRSI AL TR TR IR Y TR DR ]
: i ARM B SAR4IES9-matching placebo  (D1-D2E)
. Afp——— | grozoke 25 g (D1-D28) —_—

+
[ ]

354 patients  pyhociclib 125 mg (D1-D21)
t goserelin (D1) men / prefpeimeanopausal women

i

—
— Du—quini

1 D21 D29 (£3) -+ D1(x3) sees Dix 30 days (45)
T T l after last IMP
c1 C2 c3 Cn

C = Cycle; D = day, IMP = nvesiigaiond medicinal profuct; PD = pmogressive deease; R = mndomization.
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Patients with TMBC", > 1om residual invasive breast
cancer, or any + LM (including ypMN 1mi}) after
neaadjuvant chemotherapy, followed by surgery

S5tep 1 Registration

Submit slides to central laboratory for PD-L1 evaluation.
SWOG Statistics and Data Management Center will notify sites when PD-L1 testing s
compheted.

l

Step 2 Registration (RANMDOMIZATION)

Randomizaton stratification factors will include:
= Modal Stage: ypMO ws. ypi=
= Residual tumeor size: = 20 mm vs. = 20 mm

= PDO-L1: positive vs. negative (blinded to sites)
*  Prior post-operative (adpuvant) chemotherapy: yes vs. no

/ N\

Arm 15 Armn 2

Cbsensation Pembrolizsmab
(ME-2475)
n
every 3 weeks for 52
weeks

Patients with low ER- andior PR- positive cancers (less than or equal to 5% positivity) and'or HER2
bordedine cancers by ASCO CAP guidelines are also eligibls.

Patients must complete adjuvant chemotherapy, i given, prior io Step 1 Repgistration. Radiation
therapy may be given concumenty with protocol treatment on Am 1 or Aem 2 (see Section 7.0).
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Screen, Recruit, &
Consent Survivors
with persistent pain 3 Not eligible
related to cancer for study
and/or cancer
treatment (n=456)

Randomization
Timepoint 1 | Baseline Assessment
(week 0)

O

painTRAINER® (n=228)

+ In-clinic session with brief
review of cancer pain control
education materials, and intro
to painTRAINER®

+ 83-weeks PCST web modules

Enhanced Usual Care (n=228)

+ In-clinic session with brief review
of cancer pain control education
materials

+ 8-weeks usual care plan

v

Post-intervention
Assessment
(week 10)

¥

¥

Post-intervention

Timepoint Assessment

2 (week 10)

¥

3-Month Follow-up Timepoint 3-Month Follow-up

Assessment
(week 22)

Y

B-Month Follow-up
Assessment
(week 34)

3 Assessment
(week 22)

v

6-Month Follow-up

Timepoint Assessment

4 (week 34)



SURGERY

HER2+ RD after
preoperative
chemotherapy and
HER?2-directed
therapy

T1-4, NO-3 at
initial presentation

Any ER-

If HR+, node-
positive

At least 6 cycles
of chemotherapy
preoperatively or
pre- and post-
operatively

A011801

MENU

Navigator -Angie x3613

Schema

1 Cycle = 21 days

REGISTRATION/
RANDOMIZATION

T-DM1 and placebo x 14 cvceles

T-DM1 and tucatinib x 14 cycles

Note: HR stands for “hormone-receptor.”

Treatment is to continue until breast cancer recurrence, completion of 14 cycles, or unacceptable adverse
event. Patients will be followed for 10 years after registration or until death, whichever comes first.

FOLLOW-UP
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Schema
Step 1 Step 2
R R
A
Arm A’ E
M P " 2
S Cisplatin 40 mag/m=* weekly
Eligibility: dunng radiation for 7 weeks Nivolumab 480 mg IV c
* P16+ by IHC D > Radiation therapy once daily > 04 weeks for 12 Cycles® > T
= Smoking status: 70.0 Gy !
=10 pack-years, stage Q s Arm C
T1-2MN2-N3 or T3-4N0-3
OR M T Nivolumab 480 mg IV
=10 pack-years, stage > g4 weeks for 12 = LTFU
TANO-N3 or T1-3N2-3 gl R Cycles?
e - N
= =10 pack-year
smoking history vs. A Arm B’
=10 pack-year T
smoking history T Cisplatin 40 mg/m” weekly
« Tstage (T4 vs. T1-3) N during radiation for 7 weeks »  Obsenation »| Progression’® . I
« Modal stage (NO-N2 | ?Eigt[j]iation therapy once daily a
vs. N3) -0Gy
0
M
N

Accrual Goal: 744

1. Submit tissue for PD-L1 testing.

2. Cyde length = 28 days

3. Patients who were randomized to obsenvation will be offered the option to cross over if they have dearly documented progression by the RECIST crteria and tissue-proven progression
within 12 months from the end of cisplatin/radi ation therapy.



Stratification Factors:

e Presence or absence of
brain metastasis

¢ EGFR exon 19 deletion/
L858R vs. other

e ECOG PS0-1vs2

Untreated
metastatic

EA5182
Navigator -Ashton x3611

Schema

EGF R-positive
NSCLC

Accrual Goal = 300 patients
Cycle = 3 weeks (21 days)

Y

= > N £ 00z >» X

®)

Y

MENU

Am A *®
Osimertinib 80 mg
PO Daily

Am B *®
Osimertinib 80 mg
PO Daily;

Bevacizumab 15 mg/
kg IV every 3 weeks

SorromT

c
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Schema
R Step 2:
Step 10 1 cycle = 2 weeks
Am A'
R s Carboplatin IV weekly R ;
»Paclitaxel IV weskly AmC
A *Radiation Therapy (RT) ) A ONivoILl'n?g Vg2
+Optional DWI-MRI*: Bassline M, node slals: weeks x
M and 2-3 weeks after start of Lymph nod: Megatwe| N
o RT » Paih CR; Yesvs.No | o
= Step 1 armu:
Am Avwve. Arm B
o Esophagectomy » O
M Am B' M
1 s Carboplatin IV weekly 1 Arm D'
* Paclitaxel I'V weekly e
z *Radiation Therapy (RT) z .m::ﬁg g2
*Nivolumab I\ d1, d15 of RT - .
E «Optional DWHVRI: Bassline e IV 8
and 2-3 weeks after start of
RT
N=278

1. Please reference Section 5.1 for treatment dosing specifics.
2. Optional Diffusion weighted imaging-MRI1 (DWI-MRI) should be obtained at step 1 baseline and 2-3 weeks after initiation of protocol treatment.

-

= 0 r
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Schema

PEK Substudy (Dose Finding Portion) Only

P R

R E

E G

- I

R g -
SLOT E Fucapanb TBD mg BID

| G > T » | Enzalutannde 160 mg daily

RESERVATION I R ADT

g A 1 cyecle =28 days

T
T I
o 0
N
Phase ITI (Double-Blinded, Placebo-Controlled) Portion

P 2 Rucaparib TBD mg BID
R A + | Enzalutamide 160 mg daily
E - ADT
- Ceniral HER D 1 eyele = 28 days
R testing for - -
E |- P | stratification > SI
G I
I pHIposes I . | Placebo TBDBID
g Z Enzalutamide 160 mg daily
T E ADT
E 1 cycle =28 days
R

For all patients, treatment is to continue watil disease progression or unacceptable adverse event.
Patients will be followed for 3 years or vntil death, whichever comes first.

Please refer to the full protocol text for a complete description of the eligibility eriteria and
treatment plan.
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