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JUST IN TIME (JIT) TRIALS

*Contact Disease Specific Navigator

Multi-Disease Site: Advanced/Metastatic Solid Tumors

EAY191- (Combomatch)

E5

EAY191 -
(Combomatch) N5

EAY191
(Combomatch) - S3

RAIN-3202

EA9213

S2213

EAY191
(ComboMatch) -A6

EAY191
(Combomatch) - N2

A Randomized Phase Il Study of AMG 510 (Sotorasib) With or Without
Panitumumab in Advanced Solid Tumors: A ComboMATCH Treatment Trial

A Randomized Trial of Neratinib, A Pan-ERBB Inhibitor, Alone or in
Combination With Palbociclib, a CDK4/6 Inhibitor, in Patients With HER2+
Gynecologic Cancers and Other Solid Tumors: A ComboMATCH Treatment
Trial

A Phase Il Study of Paclitaxel + Ipatasertib In Taxane-Refractory
Participants with AKT-Altered Advanced Non-Breast Solid Tumors)

A Phase 2 Basket Study of Milademetan in Advanced/Metastatic Solid
Tumors

ALL

A Phase Il Study of Daratumumab-Hyaluronidase for Chemotherapy-
Relapsed/Refractory Minimal Residual Disease (MRD) in T Cell Acute
Lymphoblastic Leukemia (T-ALL)

AL Amyloidosis

A Phase lll, Randomized Study of Daratumumab, Cyclophosphamide,
Bortezomib and Dexamethasone (Dara-VCD) Induction Followed by
Autologous Stem Cell Transplant or Dara-VCD Consolidation and
Daratumumab Maintenance in Patients With Newly Diagnosed AL
Amyloidosis

Biliary
FOLFOX in Combination With Binimetinib as 2nd Line Therapy for Patients
With Advanced Biliary Tract Cancers With MAPK Pathway Alterations: A
ComboMATCH Treatment Trial

Breast

Molecular Analysis for combination Therapy Choice (SUBSTUDY- N2: Phase
[l Trial of Fulvestrant and Binimetinib in Patients With Hormone Receptor-
Positive Metastatic Breast Cancer With A Frameshift or Nonsense Mutation or
Genomic Deletion in NF1)

Gynecological


https://clinicaltrials.gov/study/NCT05638295?term=eay191%20-%20e5&rank=2
https://clinicaltrials.gov/study/NCT05638295?term=eay191%20-%20e5&rank=2
https://clinicaltrials.gov/ct2/show/NCT05554380?term=eay191-s3&draw=2&rank=1
https://clinicaltrials.gov/ct2/show/NCT05554380?term=eay191-s3&draw=2&rank=1
https://clinicaltrials.gov/ct2/show/NCT05012397
https://clinicaltrials.gov/ct2/show/NCT05289687
https://clinicaltrials.gov/study/NCT06022939?term=s2213&rank=1
https://classic.clinicaltrials.gov/ct2/show/NCT05564403?term=eay191+-+A6&draw=2&rank=1
https://classic.clinicaltrials.gov/ct2/show/NCT05564403?term=eay191+-+A6&draw=2&rank=1
https://clinicaltrials.gov/ct2/show/NCT05554354?term=eay191&draw=2&rank=1
https://clinicaltrials.gov/ct2/show/NCT05554354?term=eay191&draw=2&rank=1

GY026

A031702

EA3191

EA3211

A092107

A091903

A062102
b

EAA173

)

SCHEMA

SCHEMA

|

I

A Phase II/111 Study of Paclitaxel/Carboplatin Alone or Combined With
Either Trastuzumab and Hyaluronidase-Oysk (HERCEPTIN HYLECTA) or
Pertuzumab, Trastuzumab, and Hyaluronidase-Zzxf (PHESGO) in HER2
Positive, Stage I-IV Endometrial Serous Carcinoma or Carcinosarcoma

Genitourinary - Rare

Phase Il Study of Cabozantinib in Combination with Nivolumab and

Ipilimumab in Rare Genitourinary Tumors Enrolling cohorts: renal collecting
duct, bladder plasmacytoid, sarcomatoid bladder, urethral carcinoma (which allows any
histology urothelial, squamous, clear cell, or adenocarcinoma), and Bone only (which
allows for any GU histology, except prostate).

Head & Neck

A Phase Il Randomized Trial of Adjuvant Therapy With Pembrolizumab
After Resection of Recurrent/Second Primary Head and Neck Squamous
Cell Carcinoma With High Risk Features

Phase Ill Randomized Trial of Immunotherapy With or Without
Consolidative Radiotherapy for Oligometastatic Head and Neck Squamous
Cell Carcinoma

A Controlled, Randomized Phase Il Trial of Docetaxel Plus Trastuzumab
Versus Ado-Trastuzumab Emtansine for Recurrent, Metastatic, or
Treatment-Naive, Unresectable HER2-Positive Salivary Gland Cancer

Liposarcoma

A Randomized Phase 2 Trial With a Safety Lead-In to Evaluate Palbociclib
Versus Palbociclib and Cemiplimab for the Treatment of Advanced
Dedifferentiated Liposarcoma

Melanoma

A Randomized Phase Il Trial of Adjuvant Nivolumab With or Without
Cabozantinib in Patients With Resected Mucosal Melanoma

Multiple Myeloma

NEW! Randomized Phase 2 Study of Iberdomide Maintenance Therapy
Following Idecaptagene Vicleucel CAR-T in Multiple Myeloma Patients

Daratumumab to Enhance Therapeutic Effectiveness of Revlimid in
Smoldering Myeloma (DETER-SMM)


https://clinicaltrials.gov/ct2/show/NCT05256225
https://clinicaltrials.gov/ct2/show/NCT03866382
https://clinicaltrials.gov/ct2/show/NCT04671667?term=ea3191&draw=2&rank=1
https://classic.clinicaltrials.gov/ct2/show/NCT05721755?term=ea3211&draw=2&rank=1
https://clinicaltrials.gov/ct2/show/NCT05408845?term=hn010&draw=2&rank=1
https://clinicaltrials.gov/ct2/show/NCT05694871?term=a092107&draw=2&rank=1
https://clinicaltrials.gov/study/NCT05111574
https://classic.clinicaltrials.gov/ct2/show/NCT06179888
https://clinicaltrials.gov/study/NCT03937635?term=eaa173&checkSpell=false&rank=1

$2209

| SCHEMA

52104

A022106

52104

EA2201

A Phase Ill Randomized Trial for Newly Diagnosed Multiple Myeloma
(NDMM) Patients Considered Frail or in a Subset of "Intermediate Fit"
Comparing Upfront Three-Drug Induction Regimens Followed by Double or
Single-Agent Maintenance

Neuroendocrine

Randomized Phase Il Trial of Postoperative Adjuvant Capecitabine and
Temozolomide Versus Observation in High-Risk Pancreatic Neuroendocrine
Tumors

Pancreas
Phase 11/11l Second-Line NABPLAGEM vs. Nab-Paclitaxel/Gemcitabine in
BRCA1/2 or PALB2 Mutant Metastatic Pancreatic Ductal Adenocarcinoma
(PLATINUM)

Randomized Phase Il Trial of Postoperative Adjuvant Capecitabine and
Temozolomide Versus Observation in High-Risk Pancreatic Neuroendocrine
Tumors

Rectal

Temporarily Closed (RT at Glen Oak, UPHM) A Phase Il Study of
Neoadjuvant Nivolumab Plus Ipilimumab and Short-Course Radiation in
MSI-H/dMMR Locally Advanced Rectal Adenocarcinoma


https://classic.clinicaltrials.gov/ct2/show/NCT05561387
https://clinicaltrials.gov/ct2/show/NCT05040360?term=s2104&draw=2&rank=1
https://clinicaltrials.gov/study/NCT06115499?term=a022106&rank=1
https://clinicaltrials.gov/ct2/show/NCT05040360?term=s2104&draw=2&rank=1
https://www.clinicaltrials.gov/ct2/show/NCT04751370
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Specializing in Cancer and Blood Disorders MAY 2024

AML Navigator - Heather x3661

Moonshot (NCI 10323) Coming Soon! Cancer Moonshot Biobank Research Protocol

I SCHEMA



https://clinicaltrials.gov/study/NCT04314401?term=10323&rank=1
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Specializing in Cancer and Blood Disorders MAY 2024

ANAL Navigator - Carrie x3621

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

EA2176
- Naive Metastatic Anal Cancer Patients


https://clinicaltrials.gov/ct2/show/NCT04444921

ﬁ g‘kllle\glpfcmam MASTER TRIAL LIST MENU

Specializing in Cancer and Blood Disorders MAY 2024
APL

Navigator - Heather x3661
There are no trials available at this time
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Specializing in Cancer and Blood Disorders MAY 2024

ACUTE LYMPHOBLASTIC LEUKEMIA Navigator - Heather x3661
A Phase Il Study of Daratumumab-Hyaluronidase for Chemotherapy-Relapsed/Refractory Minimal Residual

EA9213 - JIT Trial
I Disease (MRD) in T Cell Acute Lymphoblastic Leukemia (T-ALL)



https://clinicaltrials.gov/ct2/show/NCT05289687
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Specializing in Cancer and Blood Disorders MAY 2024
BILIARY

Navigator - Carrie x3621

EAY191 (ComboMatch) -A3 Palbociclib and Binimetinib in RAS-Mutant Cancers: A ComboMATCH Treatment Trial

I SCHEMA |

EAY191 (ComboMatch) -A6 FOLFOX in Combination With Binimetinib as 2nd Line Therapy for Patients With Advanced Biliary Tract
(JIT) Cancers With MAPK Pathway Alterations: A ComboMATCH Treatment Trial



https://classic.clinicaltrials.gov/ct2/show/NCT05554367?term=eay191-+a3&draw=2&rank=1
https://classic.clinicaltrials.gov/ct2/show/NCT05564403?term=eay191+-+A6&draw=2&rank=1
https://classic.clinicaltrials.gov/ct2/show/NCT05564403?term=eay191+-+A6&draw=2&rank=1
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Specializing in Cancer and Blood Disorders MAY 2024
BLADDER / UROTHELIAL Navigator - Carrie x3621
ADJUVANT / NEOADJUVANT
7032103 An Integrated Phase 2/3 and Phase 3 Trial of MRD-Based Optimization of Adjuvant Therapy in Urothelial
I | Cancer (MODERN)
| SCHEMA |
METASTATIC

An Open-label, Randomized, Controlled Phase 3 Study of Disitamab Vedotin in Combination With
SGNDVO001 Pembrolizumab Versus Chemotherapy in Subjects With Previously Untreated Locally Advanced or Metastatic
b.scHema|  Urothelial Carcinoma That Expresses HER2 (IHC 1+ and Greater)


https://clinicaltrials.gov/study/NCT05987241?term=a032103&rank=1
https://classic.clinicaltrials.gov/ct2/show/NCT05911295?term=sgndv001&draw=2&rank=1
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A071702

BNO10
.

NO577

| SCHEMA |

SCHEMA |

| SCHEMA |

Specializing in Cancer and Blood Disorders MAY 2024

BRAIN Navigator - Carrie x3621

Temporarily Suspended A Phase Il Study of Checkpoint Blockade Immunotherapy in Patients With
Somatically Hypermutated Recurrent WHO Grade 4 Glioma

(RT pending at Carle and OSF) A Safety Run-In and Phase Il Study Evaluating the Efficacy, Safety, and
Impact on the Tumor Microenvironment of the Combination of Tocilizumab, Atezolizumab, and
Fractionated Stereotactic Radiotherapy in Recurrent Glioblastoma

(RT at SJIMC) A Phase Ill Trial of Gleostine® (Lomustine)-Temozolomide Combination Therapy Versus
Standard Temozolomide in Patients With Methylated MGMT Promoter Glioblastoma

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


https://www.clinicaltrials.gov/ct2/show/NCT04145115?term=a071702&draw=2&rank=1
https://clinicaltrials.gov/study/NCT04729959
https://clinicaltrials.gov/ct2/show/NCT00887146
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Specializing in Cancer and Blood Disorders MAY 2024

BREAST Navigator - Angie x3613

DCIS

No trials at this time

NEO/ADJUVANT TREATMENT

Not Actively Screeening - Contact Navigator - 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

The CompassHER2 Trials (Comprehensive Use of Pathologic Response Assessment to
Optimize Therapy in HER2-Positive Breast Cancer) CompassHER2 Residual Disease (RD), a
Double-Blinded, Phase Ill Randomized Trial of T-DM1 Compared With T-DM1 and
Tucatinib

Neo/Adjuvant - Hormone Receptor Positive / HER2 Negative

S1706*

A011801

(RT at Glen Oak, Rt 91, Carle, SIMC) Phase Ill Clinical Trial Evaluating De-Escalation of Breast
BR0OO7 Radiation for Conservative Treatment of Stage I, Hormone Sensitive, HER-2 Negative, Oncotype
Recurrence Score Less Than or Equal to 18 Breast Cancer

I SCHEMA |
A Phase lll Adjuvant Trial Evaluating the Addition of Adjuvant Chemotherapy to Ovarian
BROO9 Function Suppression Plus Endocrine Therapy in Premenopausal Patients With pNO-1, ER-
- Positive/HER2-Negative Breast Cancer and an Oncotype Recurrence Score Less Than or
b.scHEmA-—4  Equal to 25 (OFSET)

(Peoria, Bloomington, Galesburg, Pekin, Washington, Ottawa, Peru) A Randomized,
J2)-MC-JZLH / EMBER:  Open-Label, Phase 3 Study of Adjuvant Imlunestrant vs Standard Adjuvant Endocrine
4 Therapy in Patients Who Have Previously Received 2 to 5 Years of Adjuvant Endocrine
Therapy for ER+, HER2- Early Breast Cancer With an Increased Risk of Recurrence

| SCHEMA |
Phase Il Trial of Neoadjuvant Durvalumab (NSC 778709) Plus Chemotherapy Versus
$2206 Chemotherapy Alone for MammaPrint Ultrahigh (MP2) Hormone Receptor (HR) Positive /
Human Epidermal Growth Factor Receptor (HER2) Negative Stage II-lll Breast Cancer
| SCHEMA |

Neo/Adjuvant - Triple Negative

OptimICE-PCR: De-Escalation of Therapy in Early-Stage TNBC Patients Who Achieve pCR

A012103
- After Neoadjuvant Chemotherapy With Checkpoint Inhibitor Therapy

| SCHEMA |


https://clinicaltrials.gov/ct2/show/NCT03598257
https://clinicaltrials.gov/ct2/show/NCT04457596
https://clinicaltrials.gov/ct2/show/NCT04852887
https://clinicaltrials.gov/study/NCT05879926?term=br009&checkSpell=false&rank=1
https://clinicaltrials.gov/ct2/show/NCT05514054?term=ember-4&draw=2&rank=1
https://clinicaltrials.gov/ct2/show/NCT05514054?term=ember-4&draw=2&rank=1
https://clinicaltrials.gov/study/NCT06058377?term=s2206&rank=1&checkSpell=false
https://clinicaltrials.gov/ct2/show/NCT05812807?term=a012103&draw=2&rank=1

Shorter Anthracycline-Free Chemo Immunotherapy Adapted to Pathological Response in
Early Triple Negative Breast Cancer (SCARLET), A Randomized Phase Il Study
| SCHEMA |

METASTATIC TREATMENT

$2212 / SCARLET

EAY191 Temporarily Closed | A ComboMATCH Treatment Trial E4: Nilotinib and Paclitaxel in Patients
(Combomatch) - E4 With Prior Taxane-Treated Solid Tumors
| SCHEMA |

Metastatic - HER2 Positive (no trials at this time)
|

Metastatic - Hormone Receptor Positive / HER2 Negative

EAY191 Molecular Analysis for combination Therapy Choice (SUBSTUDY- N2: Phase Il Trial of
(Combomatch) - N2 Fulvestrant and Binimetinib in Patients With Hormone Receptor-Positive Metastatic
(JIT) Breast Cancer With A Frameshift or Nonsense Mutation or Genomic Deletion in NF1)

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

Not Actively Screening - contact Navigator- A Phase Il Trial of Sacituzumab Govitecan
$2007 (IMMU-132) (NSC #820016) for Patients With HER2-Negative Breast Cancer and Brain
Metastases

Metastatic - Triple Negative (no triais at this time)

SURGERY / RADIATION ONLY

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

CANCER CONTROL (Breast only)

MA.39

Not Actively Screening - Contact Navigator | Reaching Rural Cancer Survivors Who Smoke Using

A211501 Text-Based Cessation Interventions
b SCHEMA |
cco11 Cognitive Training for Cancer Related Cognitive Impairment in Breast Cancer Survivors: A Multi-
- - Center Randomized Double-Blinded Controlled Trial
| SCHEMA |
EAQ202 Improving Adolescent and Young Adult Self-Reported Data in ECOG-ACRIN Trials (breast,
o leukemia, lymphoma, and white non-hispanic cohorts closed to accrual)

A Randomized Phase Ill Trial Comparing Active Symptom Monitoring Plus Patient Education
$2010 Versus Patient Education Alone to Improve Persistence With Endocrine Therapy in Young Women

With Stage I-Ill Breast Cancer (ASPEN)
b-SCHEMA


https://classic.clinicaltrials.gov/ct2/show/NCT05929768?term=s2212&draw=2&rank=1
https://classic.clinicaltrials.gov/ct2/show/NCT05554341?term=eay191+-+E4&draw=2&rank=1
https://classic.clinicaltrials.gov/ct2/show/NCT05554341?term=eay191+-+E4&draw=2&rank=1
https://clinicaltrials.gov/ct2/show/NCT05554354?term=eay191&draw=2&rank=1
https://clinicaltrials.gov/ct2/show/NCT05554354?term=eay191&draw=2&rank=1
https://clinicaltrials.gov/ct2/show/NCT05554354?term=eay191&draw=2&rank=1
https://clinicaltrials.gov/ct2/show/NCT03723928
https://classic.clinicaltrials.gov/ct2/show/NCT05896189
https://clinicaltrials.gov/ct2/show/NCT05108298?term=eaq202&draw=2&rank=1
https://clinicaltrials.gov/ct2/show/NCT05568472

$2108CD
| scHEmA

$1912CD

| SCHEMA

S2013

b SCHEMA

URCC-18007

URCC 19185

URCC 21038

I SCHEMA |

WE-1901

| SCHEMA

WEF-2202

I SCHEMA |

NRG - GY023

| SCHEMA

EAY191

(ComboMATCH) - A3
| SCHEMA

EAY191
(ComboMATCH) - N4

l

(Peoria, Bloomington, Galesburg, Canton, Ottawa, Pekin) A Cluster Randomized Trial Comparing
an Educationally Enhanced Genomic Tumor Board (EGTB) Intervention to Usual Practice to
Increase Evidence-Based Genome-Informed Therapy

Not Actively Screening - Contact Navigator | A Randomized Trial Addressing Cancer-Related
Financial Hardship Through Delivery of a Proactive Financial Navigation Intervention (CREDIT)
(spouse participation no longer required)

Temporarily Closed (Peoria, Bloomington, Galesburg, Pekin, Washington) Immune Checkpoint
Inhibitor Toxicity: A Prospective Observational Study (I-CHECKIT)

Randomized Placebo Controlled Trial of Bupropion For Cancer Related Fatigue- at least 2
months out from surgery/tx/radiation

(Peoria, Bloomington, Canton, Galesburg, Ottawa, Pekin, Peru, Washington) Multicenter
Randomized Controlled Trial Comparing Brief Behavioral Therapy for Cancer Related
Insomnia (BBT-ClI) and Healthy Eating Education Learning (HEAL)

(Peoria, Bloomington, Galesburg, Pekin, Washington) Disparities in Results of
ImmuneCheckpoint Inhibitor Treatment (DIRECT): A Prospective Cohort Study of Cancer Survivors
Treated With anti-PD-1/anti-PD-L1 Immunotherapy in a Community Oncology Setting

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

NEW! Optimizing Psychosocial Intervention for Breast Cancer-Related Sexual Morbidity:The
Sexual Health and Intimacy Education (SHINE) Trial

GYNECOLOGICAL Navigator - Angie x3613

Temporarily Closed A Randomized Phase Il Trial of Triplet Therapy (a PD-L1 Inhibitor
(Durvalumab) MEDI4736 in Combination With Olaparib and Cediranib) Compared to
Olaparib and Cediranib or (Durvalumab) MEDI4736 and Cediranib or Standard of Care
Chemotherapy in Women With Platinum-Resistant Recurrent Epithelial Ovarian Cancer,
Primary Peritoneal or Fallopian Cancer Who Have Received Prior Bevacizumab

Palbociclib and Binimetinib in RAS-Mutant Cancers: A ComboMATCH Treatment Trial

Molecular Analysis for combination Therapy Choice (SUBSTUDY- N4: A Randomized Trial
of Selumetinib and Olaparib or Selumetinib Alone in Patients with Recurrent or Persistent
RAS Pathway Mutant Ovarian and Endometrial Cancers)



https://clinicaltrials.gov/ct2/show/NCT05455606?term=s2108cd&draw=2&rank=1
https://clinicaltrials.gov/ct2/show/NCT04960787?term=s1912cd&draw=2&rank=1
https://clinicaltrials.gov/ct2/show/NCT04871542
https://clinicaltrials.gov/ct2/show/NCT03996265
https://clinicaltrials.gov/ct2/show/NCT04829539
https://clinicaltrials.gov/ct2/show/NCT04462302
https://clinicaltrials.gov/study/NCT06216574?term=wf-2202&rank=1
https://clinicaltrials.gov/ct2/show/NCT04739800?term=GY023&draw=2&rank=1
https://clinicaltrials.gov/study/NCT05554367?term=eay191&rank=1&cond=RAS
https://clinicaltrials.gov/study/NCT05554367?term=eay191&rank=1&cond=RAS
https://clinicaltrials.gov/ct2/show/NCT05554328?term=eay191&draw=2&rank=2
https://clinicaltrials.gov/ct2/show/NCT05554328?term=eay191&draw=2&rank=2
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Specializing in Cancer and Blood Disorders MAY 2024 NaVigators i courtney —
Erica x3626
CANCER CONTROL Jessica x 3603
SURVIVORSHIP
Cognitive Training for Cancer Related Cognitive Impairment in Breast Cancer Survivors: A Multi-
Cco11 ] . '
b scHema.«  Center Randomized Double-Blinded Controlled Trial

Social Genomic Mechanisms of Health Disparities Among Adolescent and Young Adult

EAQ211
R (AYA) Survivors of Hodgkin and Non-Hodgkin Lymphoma
Randomized Placebo Controlled Trial of Bupropion For Cancer Related Fatigue - at least 2 months
URCC-18007 o Prop &
out from surgery/tx/radiation
WEF-1901 Internet-delivered Management of Pain Among Cancer Treatment Survivors (IMPACTS)
b_SCHEMA |
WE-2202 Optimizing Psychosocial Intervention for Breast Cancer-Related Sexual Morbidity:The Sexual
- Health and Intimacy Education (SHINE) Trial
I SCHEMA |
MULTI-DISEASE SITES
A211901 Not Actively Screening - Contact Navigator | Reaching Rural Cancer Survivors Who Smoke Using
—rr— Text-Based Cessation Interventions
EAQ202 Improving Adolescent and Young Adult Self-Reported Data in ECOG-ACRIN Trials (breast,
i leukemia, lymphoma, and white non-hispanic cohorts closed to accrual)
SCHEMA |

Not Actively Screening - Contact Navigator | A Randomized Trial Addressing Cancer-Related
$1912CD Financial Hardship Through Delivery of a Proactive Financial Navigation Intervention (CREDIT)
(spouse participation no longer required)

| SCHEMA |

Temporarily Closed (Peoria, Bloomington, Galesburg, Pekin, Washington) Immune Checkpoint

201
s Inhibitor Toxicity: A Prospective Observational Study (I-CHECKIT)

b SCHEMA.|

(Peoria, Bloomington, Galesburg, Canton, Ottawa, Pekin) A Cluster Randomized Trial Comparing
$2108CD an Educationally Enhanced Genomic Tumor Board (EGTB) Intervention to Usual Practice to
b SCHEMA—- | Increase Evidence-Based Genome-Informed Therapy
URCC-18007 Randomized Placebo Controlled Trial of Bupropion For Cancer Related Fatigue - at least 2
- months out from surgery/tx/radiation
(Peoria, Bloomington, Canton, Galesburg, Ottawa, Pekin, Peru, Washington) Multicenter
URCC 19185 Randomized Controlled Trial Comparing Brief Behavioral Therapy for Cancer Related
Insomnia (BBT-CI) and Healthy Eating Education Learning (HEAL)

» SCHEMA |

(Peoria, Bloomington, Galesburg, Pekin, Washington) Disparities in Results of ImmuneCheckpoint
URCC 21038 Inhibitor Treatment (DIRECT): A Prospective Cohort Study of Cancer Survivors Treated With anti-

PD-1/anti-PD-L1 Immunotherapy in a Community Oncology Setting
| SCHEMA |



https://classic.clinicaltrials.gov/ct2/show/NCT05896189
https://clinicaltrials.gov/study/NCT06002828?term=eaq211&checkSpell=false&rank=1
https://clinicaltrials.gov/ct2/show/NCT03996265
https://clinicaltrials.gov/ct2/show/NCT04462302
https://clinicaltrials.gov/study/NCT06216574?term=wf-2202&rank=1
https://clinicaltrials.gov/ct2/show/NCT05108298?term=eaq202&draw=2&rank=1
https://clinicaltrials.gov/ct2/show/NCT04960787?term=s1912cd&draw=2&rank=1
https://clinicaltrials.gov/ct2/show/NCT04871542
https://clinicaltrials.gov/ct2/show/NCT05455606?term=s2108cd&draw=2&rank=1
https://clinicaltrials.gov/ct2/show/NCT03996265
https://clinicaltrials.gov/ct2/show/NCT04829539
https://clinicaltrials.gov/ct2/show/NCT05364086

URCC 22063

| SCHEMA

WE-1901

| SCHEMA

CCo11

I SCHEMA

S2010

I SCHEMA

WE-2202
) SCHEMA

Connect MM

Connect Myeloid

I SCHEMA

NHLBI-MDS

|

|

Longitudinal Observational Trial to Uncover Subtypes of Cancer Cachexia

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

BREAST

Cognitive Training for Cancer Related Cognitive Impairment in Breast Cancer Survivors: A Multi-
Center Randomized Double-Blinded Controlled Trial

A Randomized Phase Il Trial Comparing Active Symptom Monitoring Plus Patient
Education Versus Patient Education Alone to Improve Persistence With Endocrine Therapy
in Young Women With Stage I-1ll Breast Cancer (ASPEN)

Optimizing Psychosocial Intervention for Breast Cancer-Related Sexual Morbidity:The Sexual
Health and Intimacy Education (SHINE) Trial

LYMPHOMA

Social Genomic Mechanisms of Health Disparities Among Adolescent and Young Adult
(AYA) Survivors of Hodgkin and Non-Hodgkin Lymphoma

REGISTRY Navigator - Heather 243-3661

Connect MM: The Multiple Myeloma Disease Registry ( new cohort : relapsed/refractory MM
to 1st line, initiated / planning 2nd line tx)

The Myelofibrosis (MF), Myelodysplastic Syndromes (MDS) and Acute Myeloid Leukemia
(AML) Disease Registry. ( enrolling cohorts : low risk MIDS, Treated MF, Treated MF cytopenias -
includes CMML, aCML, MIDS/MPN-RS-T, MDS/MPN unclassifiable)

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


https://clinicaltrials.gov/study/NCT06073431?term=URCC22063&rank=1
https://clinicaltrials.gov/ct2/show/NCT04462302
https://classic.clinicaltrials.gov/ct2/show/NCT05896189
https://clinicaltrials.gov/ct2/show/NCT05568472
https://clinicaltrials.gov/study/NCT06216574?term=wf-2202&rank=1
https://clinicaltrials.gov/study/NCT06002828?term=eaq211&checkSpell=false&rank=1
https://clinicaltrials.gov/study/NCT01081028
https://clinicaltrials.gov/ct2/show/NCT01688011
https://clinicaltrials.gov/ct2/show/NCT02775383
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Specializing in Cancer and Blood Disorderss MAY 2024

CLL Navigator - Heather x3661

1st Line

BGB-11417-301

| SCHEMA

NEW! (Peoria, Bloomington, Galesburg, Pekin, Peru, Ottawa, Washtington) A Phase 3, Open-Label, Randomized
Study of Sonrotoclax (BGB-11417) Plus Zanubrutinib (BGB-3111) Compared With Venetoclax Plus Obinutuzumab in
Patients With Previously Untreated Chronic Lymphocytic Leukemia

2nd Line, 3rd Line, etc.

No trials at this time



https://classic.clinicaltrials.gov/ct2/show/NCT06073821?term=BGB-11417-301&draw=2&rank=1

r“«‘ SO MASTER TRIAL LIST VIEN

Specializing in Cancer and Blood Disorders MAY 2024

ML Navigator - Heather x3661

(Peoria, Bloom, Gburg, Ottawa, Pekin, Peru, Wash) A Phase lllb, Multi-center, Open-label, Randomized
Novartis CABL001J12302 Study of Tolerability and Efficacy of Oral Asciminib Versus Nilotinib in Patients With Newly Diagnosed
Philadelphia Chromosome Positive Chronic Myelogenous Leukemia in Chronic Phase.

| SCHEMA |


https://clinicaltrials.gov/study/NCT05456191?term=CABL001J12302&rank=1
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Specializing in Cancer and Blood Disorderss MAY 2024
COLON / RECTAL Navigator - Carrie x3621
Adjuvant
A022004 Randomized Trial of Consolidation Targeted Adjuvant Therapy With Encorafenib and Cetuximab
» sciema 4 VErsus Usual Care for Patients With Stage I1/11l BRAF V600E Colon Cancer

(Peoria, Bloomington, Canton, Galesburg, Ottawa, Pekin, Peru, Washington) Second Colorectal
C-14 Cancer Clinical Validation Study to Predict Recurrence Using A Circulating Tumor DNA Assay To
Detect Minimal Residual Disease (CORRECT-MRD lIl)

Temporarily Closed (RT at Glen Oak, Carle) A Phase Il Study of Neoadjuvant Nivolumab Plus

EA2201-JIT Ipilimumab and Short-Course Radiation in MSI-H/dMMR Locally Advanced Rectal Adenocarcinoma
G008 Colon Adjuvant Chemotherapy Based on Evaluation of Residual Disease
I SCHEMA |
Metastatic
Randomized Phase Il Trial of Encorafenib and Cetuximab With or Without Nivolumab (NSC #748726)
$2107 for Patients With Previously Treated, Microsatellite Stable, BRAFV600E Metastatic and/or

b SCHEMA Unresectable Colorectal Cancer
CANCER CONTROL (Colorectal only)

Not Actively Screening - Contact Navigator | Reaching Rural Cancer Survivors Who Smoke Using

A211901 - :
- SCHEMA Text-Based Cessation Interventions
EAQ202 Improving Adolescent and Young Adult Self-Reported Data in ECOG-ACRIN Trials (breast, leukemia,

lymphoma, and white non-hispanic cohorts closed to accrual)


https://clinicaltrials.gov/ct2/show/NCT05210283?term=correct-mrd&draw=2&rank=1
https://www.clinicaltrials.gov/ct2/show/NCT04751370
https://www.clinicaltrials.gov/ct2/show/NCT05308446
https://clinicaltrials.gov/ct2/show/NCT05108298?term=eaq202&draw=2&rank=1

Not Actively Screening - Contact Navigator | A Randomized Trial Addressing Cancer-Related Financial
$1912CD Hardship Through Delivery of a Proactive Financial Navigation Intervention (CREDIT) (spouse

e participation no longer required)

Temporarily Closed (Peoria, Bloomington, Galesburg, Pekin, Washington) Immune Checkpoint

S2013
- Inhibitor Toxicity: A Prospective Observational Study (I-CHECKIT)

| SCHEMA |
(Peoria, Bloomington, Galesburg, Canton, Ottawa, Pekin) A Cluster Randomized Trial Comparing an
$2108CD Educationally Enhanced Genomic Tumor Board (EGTB) Intervention to Usual Practice to Increase

b scuemay Evidence-Based Genome-Informed Therapy

Randomized Placebo Controlled Trial of Bupropion For Cancer Related Fatigue - at least 2 months
URCC-18007 .
out from surgery/tx/radiation
(Peoria, Bloomington, Canton, Galesburg, Ottawa, Pekin, Peru, Washington) Multicenter
URCC 19185 Randomized Controlled Trial Comparing Brief Behavioral Therapy for Cancer Related Insomnia (BBT-
s sciema4  Cl) and Healthy Eating Education Learning (HEAL)
(Peoria, Bloomington, Galesburg, Pekin, Washington) Disparities in Results of InmuneCheckpoint
URCC 21038 Inhibitor Treatment (DIRECT): A Prospective Cohort Study of Cancer Survivors Treated With anti-PD-
1/anti-PD-L1 Immunotherapy in a Community Oncology Setting

I SCHEMA |

URCC 22063 Longitudinal Observational Trial to Uncover Subtypes of Cancer Cachexia

I _SCHEMA |

WEF-1901 Internet-delivered Management of Pain Among Cancer Treatment Survivors (IMPACTS)

| SCHEMA


https://clinicaltrials.gov/ct2/show/NCT04960787?term=s1912cd&draw=2&rank=1
https://clinicaltrials.gov/ct2/show/NCT04871542
https://clinicaltrials.gov/ct2/show/NCT05455606?term=s2108cd&draw=2&rank=1
https://clinicaltrials.gov/ct2/show/NCT03996265
https://clinicaltrials.gov/ct2/show/NCT04829539
https://clinicaltrials.gov/study/NCT06073431?term=URCC22063&rank=1
https://clinicaltrials.gov/ct2/show/NCT04462302
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Specializing in Cancer and Blood Disorders MAY 2024
ESOPHAGEAL- GASTRIC Navigator - Carrie x3621
A022102 Randomized Phase Il Trial of mFOLFIRINOX vs. FOLFOX With Nivolumab for First-Line Treatment of
—  rsciema4  Metastatic HER2- Gastroesophageal Adenocarcinoma

EAY191 (Combomatch)-  yemporarily Closed | A ComboMATCH Treatment Trial E4: Nilotinib and Paclitaxel in Patients With
E4 Prior Taxane-Treated Solid Tumors

2 S‘,:H,EMA [
A Randomized Phase Il Study of Perioperative Atezolizumab +/- Chemotherapy in Resectable MSI-H/dMMR
EA2212 . .
— Gastric and Gastroesophageal Junction (GEJ) Cancer

SCHEMA


https://clinicaltrials.gov/study/NCT05677490?term=a022102&checkSpell=false&rank=1
https://classic.clinicaltrials.gov/ct2/show/NCT05554341?term=eay191+-+E4&draw=2&rank=1
https://classic.clinicaltrials.gov/ct2/show/NCT05554341?term=eay191+-+E4&draw=2&rank=1
https://clinicaltrials.gov/study/NCT05836584?term=ea2212&rank=1
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EA3161

| SCHEMA

EA3191 - JIT

EA3211 - JIT

EAY191 (Combomatch)

E4

| SCHEMA

HNOO5

[ SCHEMA

HNOO9

| SCHEMA

HNO10 - JIT

S2101

Specializing in Cancer and Blood Disorderss
£ o

|

MAY 2024 - <
HEAD & NECK Navigator - Ashton x3611

(RT at Glen Oak, Carle) A Phase II/1ll Randomized Study of Maintenance Nivolumab Versus Observation in
Patients With Locally Advanced, Intermediate Risk HPV Positive OPSCC

A Phase Il Randomized Trial of Adjuvant Therapy With Pembrolizumab After Resection of Recurrent/Second
Primary Head and Neck Squamous Cell Carcinoma With High Risk Features

Phase Ill Randomized Trial of Immunotherapy With or Without Consolidative Radiotherapy for
Oligometastatic Head and Neck Squamous Cell Carcinoma

Temporarily Closed | A ComboMATCH Treatment Trial E4: Nilotinib and Paclitaxel in Patients With Prior
Taxane-Treated Solid Tumors

Temporarily Closed (RT at Glen Oak; Carle) A Randomized Phase II/Ill Trial of De-Intensified Radiation
Therapy for Patients With Early-Stage, P16-Positive, Non-Smoking Associated Oropharyngeal Cancer

(RT at Carle and SJIMC) Randomized Phase II/Ill Trial of Radiation With High-Dose Cisplatin (100 mg/m2)
Every Three Weeks Versus Radiation With Low-Dose Weekly Cisplatin (40 mg/m?2) for Patients With
Locoregionally Advanced Squamous Cell Carcinoma of the Head and Neck (SCCHN)

A Controlled, Randomized Phase Il Trial of Docetaxel Plus Trastuzumab Versus Ado-Trastuzumab Emtansine
for Recurrent, Metastatic, or Treatment-Naive, Unresectable HER2-Positive Salivary Gland Cancer

Biomarker Stratified CaboZantinib (NSC#761968) and NivOlumab (NSC#748726) (BiCaZO) - A Phase Il
Study of Combining Cabozantinib and Nivolumab in Patients With Advanced Solid Tumors (10 Refractory
Melanoma or HNSCC) Stratified by Tumor Biomarkers - an immunoMATCH Pilot Study


https://clinicaltrials.gov/ct2/show/NCT03811015
https://clinicaltrials.gov/ct2/show/NCT04671667?term=ea3191&draw=2&rank=1
https://clinicaltrials.gov/ct2/show/NCT04671667?term=ea3191&draw=2&rank=1
https://classic.clinicaltrials.gov/ct2/show/NCT05721755?term=ea3211&draw=2&rank=1
https://classic.clinicaltrials.gov/ct2/show/NCT05721755?term=ea3211&draw=2&rank=1
https://classic.clinicaltrials.gov/ct2/show/NCT05554341?term=eay191+-+E4&draw=2&rank=1
https://classic.clinicaltrials.gov/ct2/show/NCT05554341?term=eay191+-+E4&draw=2&rank=1
https://clinicaltrials.gov/ct2/show/NCT03952585
https://clinicaltrials.gov/ct2/show/NCT05050162
https://clinicaltrials.gov/ct2/show/NCT05136196?term=s2101&draw=2&rank=1
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No NHL trials at this time
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Navigator - Heather x3661
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Specializing in Cancer and Blood Disorders MAY 2024
MDS/MPN

Navigator - Heather x3661

The Myelofibrosis (MF), Myelodysplastic Syndromes (MDS) and Acute Myeloid Leukemia (AML)
Connect Myeloid Disease Registry. ( enrolling cohorts : newly diagnosed low risk MDS, Treated low risk-MDS, Treated MF,
boscHEMA-4  Tregted MF cytopenias - includes CMML, aCML, MDS/MPN-RS-T, MDS/MPN unclassifiable)

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

NHLBI-MDS
- Syndromes (MDS) Study


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

r",‘“ [LLINOIS
‘ Specializing in Cancer and Blood Disorders:s MAY 2024 \
MELANOMA Navigator - Carrie x3621
A091903 - JIT Trial A Randomized Phase Il Trial of Adjuvant Nivolumab With or Without Cabozantinib in Patients With

Resected Mucosal Melanoma

Biomarker Stratified CaboZantinib (NSC#761968) and NivOlumab (NSC#748726) (BiCaZO) - A Phase |l
$2101 Study of Combining Cabozantinib and Nivolumab in Patients With Advanced Solid Tumors (10
Refractory Melanoma or HNSCC) Stratified by Tumor Biomarkers - an immunoMATCH Pilot Study

| SCHEMA |


https://clinicaltrials.gov/study/NCT05111574
https://clinicaltrials.gov/ct2/show/NCT05136196?term=s2101&draw=2&rank=1
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MERKEL Navigator - Carrie x3621

Temporarily Closed (RT at Glen Oak, Carle) A Phase Il Randomized Trial Comparing Adjuvant
EA6174 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 MAY 2024

Moonshot (NCI 10323)

I SCHEMA |

$1823

I SCHEMA

TP-CA-003 (Sculptor)

EAY191 - COMBOMATCH

EAY191 (ComboMatch) -A3

| SCHEMA |

EAY191 (ComboMatch) -A6

EAY191 (Combomatch) -
E4

| SCHEMA |

EAY191- (Combomatch) E5

EAY191 (Combomatch) -
N2

EAY191 - (Combomatch) N5

MOLECULAR STUDIES *Contact Disease Specifc Navigator

Coming Soon! Cancer Moonshot Biobank Research Protocol

Closing 5/20/24 | A Study of miRNA 371 in Patients With Germ Cell Tumor (closed to high risk pts or pts on
chemo for testicular cancer)

(Peoria, BIm, Canton, Gburg, Ottawa, Pekin, Peru, Washington) A Tissue and Longitudinal Circulating
Tumor DNA (ctDNA) Biomarker Profiling Study of Patients with Small Cell Lung Cancer (SCLC) Using
Comprehensive Next-Generation Sequencing (NGS) Assays (TEMPUS)

Targeted Therapy Directed by Genetic Testing in Treating Patients With Locally Advanced or Advanced Solid
Tumors, The ComboMATCH Screening Trial (multiple substudies available)

Palbociclib and Binimetinib in RAS-Mutant Cancers: A ComboMATCH Treatment Trial

FOLFOX in Combination With Binimetinib as 2nd Line Therapy for Patients With Advanced Biliary Tract
Cancers With MAPK Pathway Alterations: A ComboMATCH Treatment Trial

Temporarily Closed | A ComboMATCH Treatment Trial E4: Nilotinib and Paclitaxel in Patients With Prior
Taxane-Treated Solid Tumors

NEW! A Randomized Phase Il Study of AMG 510 (Sotorasib) With or Without Panitumumab in Advanced
Solid Tumors: A ComboMATCH Treatment Trial

Molecular Analysis for combination Therapy Choice (SUBSTUDY- N2: Phase Il Trial of Fulvestrant and
Binimetinib in Patients With Hormone Receptor-Positive Metastatic Breast Cancer With A Frameshift or
Nonsense Mutation or Genomic Deletion in NF1)

NEW! A Randomized Trial of Neratinib, A Pan-ERBB Inhibitor, Alone or in Combination With Palbociclib, a
CDK4/6 Inhibitor, in Patients With HER2+ Gynecologic Cancers and Other Solid Tumors: A ComboMATCH
Treatment Trial


https://clinicaltrials.gov/study/NCT04314401?term=10323&rank=1
https://clinicaltrials.gov/ct2/show/NCT05257551?term=tp-ca-003&draw=2&rank=1
https://classic.clinicaltrials.gov/ct2/show/NCT05554367?term=eay191-+a3&draw=2&rank=1
https://classic.clinicaltrials.gov/ct2/show/NCT05564403?term=eay191+-+A6&draw=2&rank=1
https://classic.clinicaltrials.gov/ct2/show/NCT05554341?term=eay191+-+E4&draw=2&rank=1
https://classic.clinicaltrials.gov/ct2/show/NCT05554341?term=eay191+-+E4&draw=2&rank=1
https://clinicaltrials.gov/study/NCT05638295?term=eay191%20-%20e5&rank=2
https://clinicaltrials.gov/ct2/show/NCT05554354?term=eay191&draw=2&rank=1
https://clinicaltrials.gov/ct2/show/NCT05554354?term=eay191&draw=2&rank=1

A Phase Il Study of Paclitaxel + Ipatasertib In Taxane-Refractory Participants with AKT-Altered Advanced

EAY191 (Combomatch)- Non-Breast Solid Tumors)

s3



https://clinicaltrials.gov/ct2/show/NCT05554380?term=eay191-s3&draw=2&rank=1
https://clinicaltrials.gov/ct2/show/NCT05554380?term=eay191-s3&draw=2&rank=1
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A062102 - JIT

| SCHEMA

Connect MM

EAA173 - JIT

| SCHEMA |

Moonshot (NCI 10323)

) SCHEMA

$2209 -JIT

| SCHEMA |

Specializing in Cancer and Blood Disorders’ MAY 2024

MULTIPLE MYELOMA Navigator - Heather x3661
NEW! Randomized Phase 2 Study of Iberdomide Maintenance Therapy Following Idecaptagene
Vicleucel CAR-T in Multiple Myeloma Patients

Connect MM: The Multiple Myeloma Disease Registry ( new cohort : relapsed/refractory MM to 1st
line, initiated / planning 2nd line tx)

Daratumumab to Enhance Therapeutic Effectiveness of Revlimid in Smoldering Myeloma (DETER-
SMM)

Coming Soon! Cancer Moonshot Biobank Research Protocol

A Phase Ill Randomized Trial for Newly Diagnosed Multiple Myeloma (NDMM) Patients Considered
Frail or in a Subset of "Intermediate Fit" Comparing Upfront Three-Drug Induction Regimens
Followed by Double or Single-Agent Maintenance


https://classic.clinicaltrials.gov/ct2/show/NCT06179888
https://clinicaltrials.gov/study/NCT01081028
https://clinicaltrials.gov/study/NCT03937635?term=eaa173&checkSpell=false&rank=1
https://clinicaltrials.gov/study/NCT04314401?term=10323&rank=1
https://classic.clinicaltrials.gov/ct2/show/NCT05561387

[LLINOIS
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Specializing in Cancer and Blood Disorders® MAY 2024
NEUROENDOCRINE

Navigator - Carrie x3621

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

. Randomized Phase Il Trial of Postoperative Adjuvant Capecitabine and Temozolomide Versus
$2104 - JIT Trial s . . .
Observation in High-Risk Pancreatic Neuroendocrine Tumors



https://clinicaltrials.gov/ct2/show/NCT04394858?term=a021804&draw=2&rank=1
https://clinicaltrials.gov/ct2/show/NCT05040360?term=s2104&draw=2&rank=1
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Specializing in Cancer and Blood Disorderss MAY 2024
NSCLC Navigator - Ashton x3611
ADJUVANT / NEOADJUVANT
A081801 Actively Screening for TB only - Contact Navigator | Integration of Immunotherapy Into Adjuvant Therapy
b_scHEMA-4  for Resected NSCLC: ALCHEMIST Chemo-10 (ACCIO)
A Randomized Phase Il Trial for Surgically Resected Early Stage Non-small Cell Lung Cancer: Crizotinib
E4512 Versus Observation for Patients With Tumors Harboring the Anaplastic Lymphoma Kinase (ALK) Fusion
bSCHEMA-4  Protein (ALCHEMIST substudy)

(RT at Carle, SJIMC, [pending Rt 91 and Glen Oak) Phase Ill Prospective Randomized Trial of Primary Lung
LU008 Tumor Stereotactic Body Radiation Therapy Followed by Concurrent Mediastinal Chemoradiation for
e Locally Advanced Non-Small Cell Lung Cancer

51914 (RT at Glen Oak, Carle, SIMC) Randomized Phase Il Trial of Induction/Consolidation Atezolizumab (NSC

#783608) + SBRT Versus SBRT Alone in High Risk, Early Stage NSCLC

METASTATIC - 1st Line

Randomized Phase Il Study of Combination AZD9291 (osimertinib) and Bevacizumab versus AZD9291
EA5182 (osimertinib) Alone as First-Line Treatment for Patients with Metastatic EGFR-Mutant Non-Small Cell Lung
b SCHEMA Cancer (NSCLC)
(Peoria, Bloomington, Galesburg, Ottawa, Pekin, Peru, Washington) A Randomized, Open-Label, Phase 3
Study to Evaluate Zimberelimab and Domvanalimab in Combination With Chemotherapy Versus
Pembrolizumab With Chemotherapy for the First-Line Treatment of Patients With Metastatic Non-Small
Cell Lung Cancer With No Epidermal Growth Factor Receptor or Anaplastic Lymphoma Kinase Genomic

GS-US-626-6216 (STAR:
121)

| SCHEMA | Tumor Aberrations

(Peoria only) A Phase 3, Multicenter, Randomized, Double-Blind Study of MK-7684 with Pembrolizumab
MK 7684A-003 as a Coformulation (MK-7684A) Versus Pembrolizumab Monotherapy as First Line Treatment for
Participants With PD-L1 Positive Metastatic Non-Small Cell Lung Cancer

| SCHEMA |
METASTATIC - 2nd/3rd Line
EAY191
(Combomatch) - E4 Temporarily Closed | A ComboMATCH Treatment Trial E4: Nilotinib and Paclitaxel in Patients With Prior
Taxane-Treated Solid Tumors
| SCHEMA |
A Master Protocol To Evaluate Biomarker-Driven Therapies and Immunotherapies in Previously-Treated
NSCLC.
(SUB-STUDIES: S1900E - A Phase Il Study of AMG 510 in Participants With Previously Treated Stage IV or Recurrent KRAS G12C
LUNGMAP Mutated Non-Squamous Non-Small Cell Lung Cancer - co-mutation with TP53 cohort now closed ) ; S1900G - A Randomized

Phase Il Study of INC280 (Capmatinib) Plus Osimertinib With or Without Ramucirumab in Participants With EGFR-Mutant, MET-
Amplified Stage IV or Recurrent Non-Small Cell Lung Cancer; S1900K (NEW substudy!) - A Randomized Phase Il Study of
Tepotinib with or without Ramucirumab in Participants with MET Exon 14 Skipping Positive Stage IV or Recurrent Non-Small Cell
Lung Cancer

A Prospective Randomized Study of Ramucirumab (LY3009806; NSC 749128) Plus Pembrolizumab (MK-
$2302 (Pragmatica) 3475; NSC 776864) Versus Standard of Care for Participants Previously Treated With Immunotherapy for
Stage IV or Recurrent Non-Small Cell Lung Cancer (Pragmatica-Lung)

) SCHEMA
CANCER CONTROL (NSCLC Only)

Not Actively Screening - Contact Navigator |Reaching Rural Cancer Survivors Who Smoke Using Text-
Based Cessation Interventions

A211901
) SCHEMA


https://classic.clinicaltrials.gov/ct2/show/NCT04267848?term=a081801&draw=2&rank=1
https://clinicaltrials.gov/study/NCT02201992?term=e4512&checkSpell=false&rank=1
https://clinicaltrials.gov/ct2/show/NCT04214262?term=s1914&draw=2&rank=1
https://clinicaltrials.gov/ct2/show/NCT04181060
https://www.clinicaltrials.gov/ct2/show/NCT05502237?term=star+121&draw=2&rank=1
https://www.clinicaltrials.gov/ct2/show/NCT05502237?term=star+121&draw=2&rank=1
https://classic.clinicaltrials.gov/ct2/show/NCT05554341?term=eay191+-+E4&draw=2&rank=1
https://classic.clinicaltrials.gov/ct2/show/NCT05554341?term=eay191+-+E4&draw=2&rank=1
https://clinicaltrials.gov/ct2/show/NCT03851445?term=lungmap&draw=2&rank=1
https://clinicaltrials.gov/ct2/show/NCT05633602

EAQ202

) SCHEMA

$2108CD
) SCHEMA

$1912CD

I SCHEMA

$2013

b SCHEMA

URCC-18007

URCC 19185

| SCHEMA

URCC 21038

| SCHEMA

URCC 22063

I SCHEMA

WE-1901

) SCHEMA |

Improving Adolescent and Young Adult Self-Reported Data in ECOG-ACRIN Trials (breast, leukemia,
lymphoma, and white non-hispanic cohorts closed to accrual)

(Peoria, Bloomington, Galesburg, Canton, Ottawa, Pekin) A Cluster Randomized Trial Comparing an
Educationally Enhanced Genomic Tumor Board (EGTB) Intervention to Usual Practice to Increase Evidence-
Based Genome-Informed Therapy

Not Actively Screening - Contact Navigator |A Randomized Trial Addressing Cancer-Related Financial
Hardship Through Delivery of a Proactive Financial Navigation Intervention (CREDIT) (spouse participation
no longer required)

Temporarily Closed (Peoria, Bloomington, Galesburg, Pekin, Washington) Immune Checkpoint Inhibitor
Toxicity: A Prospective Observational Study (I-CHECKIT)

Randomized Placebo Controlled Trial of Bupropion For Cancer Related Fatigue - at least 2 months out
from surgery/tx/radiation

(Peoria, Bloomington, Canton, Galesburg, Ottawa, Pekin, Peru, Washington) Multicenter Randomized
Controlled Trial Comparing Brief Behavioral Therapy for Cancer Related Insomnia (BBT-Cl) and Healthy
Eating Education Learning (HEAL)

(Peoria, Bloomington, Galesburg, Pekin, Washington) Disparities in Results of ImmuneCheckpoint
Inhibitor Treatment (DIRECT): A Prospective Cohort Study of Cancer Survivors Treated With anti-PD-1/anti-
PD-L1 Immunotherapy in a Community Oncology Setting

Longitudinal Observational Trial to Uncover Subtypes of Cancer Cachexia

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


https://clinicaltrials.gov/ct2/show/NCT05108298?term=eaq202&draw=2&rank=1
https://clinicaltrials.gov/ct2/show/NCT05455606?term=s2108cd&draw=2&rank=1
https://clinicaltrials.gov/ct2/show/NCT04960787?term=s1912cd&draw=2&rank=1
https://clinicaltrials.gov/ct2/show/NCT04871542
https://clinicaltrials.gov/ct2/show/NCT03996265
https://clinicaltrials.gov/ct2/show/NCT04829539
https://clinicaltrials.gov/study/NCT06073431?term=URCC22063&rank=1
https://clinicaltrials.gov/ct2/show/NCT04462302
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PANCREATIC Navigator - Carrie x3621
A022106 - JIT Phase I1/11l Second-Line NABPLAGEM vs. Nab-Paclitaxel/Gemcitabine in BRCA1/2 or PALB2 Mutant Metastatic
Pancreatic Ductal Adenocarcinoma (PLATINUM)
EA2192 A Randomized Phase Il Double-Blind Study of Olaparib Versus Placebo Following Curative Intent Therapy in
- Patients With Resected Pancreatic Cancer and a Pathogenic BRCA1, BRCA2 or PALB2 Mutation (APOLLO)
| SCHEMA |
EAY191 (ComboMATCH) -
( A3 ) Palbociclib and Binimetinib in RAS-Mutant Cancers: A ComboMATCH Treatment Trial
T ) SCHEMA
EAY191 (Combomatch) - Temporarily Closed | AComboMATCH Treatment Trial E4: Nilotinib and Paclitaxel in Patients With Prior
E4 Taxane-Treated Solid Tumors
$2001 Randomized Phase Il Clinical Trial of Olaparib + Pembrolizumab vs. Olaparib Alone as Maintenance Therapy
D = in Metastatic Pancreatic Cancer Patients With Germline BRCA1 or BRCA2 Mutations

Randomized Phase Il Trial of Postoperative Adjuvant Capecitabine and Temozolomide Versus Observation in

$2104 - JIT Trial . . . .
High-Risk Pancreatic Neuroendocrine Tumors



https://clinicaltrials.gov/study/NCT06115499?term=a022106&rank=1
https://www.clinicaltrials.gov/ct2/show/NCT04858334?term=ea2192&draw=2&rank=1
https://clinicaltrials.gov/study/NCT05554367?term=eay191&rank=1&cond=RAS
https://clinicaltrials.gov/study/NCT05554367?term=eay191&rank=1&cond=RAS
https://classic.clinicaltrials.gov/ct2/show/NCT05554341?term=eay191+-+E4&draw=2&rank=1
https://classic.clinicaltrials.gov/ct2/show/NCT05554341?term=eay191+-+E4&draw=2&rank=1
https://www.clinicaltrials.gov/ct2/show/NCT04548752?term=s2001&draw=2&rank=3
https://www.clinicaltrials.gov/ct2/show/NCT05040360?term=s2104&draw=2&rank=1
https://www.clinicaltrials.gov/ct2/show/NCT05040360?term=s2104&draw=2&rank=1
https://www.clinicaltrials.gov/ct2/show/NCT05040360?term=s2104&draw=2&rank=1
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|

MASTER TRIAL LIST MENU

Specializing in Cancer and Blood Disurders; MAY 2024

PROSTATE Navigator - Carrie x3621

ADJUVANT
(RT at Glen Oak and Carle) Randomized Phase Il Trial Incorporating Apalutamide and Advanced
Imaging Into Treatment for Patients With Node-Positive Prostate Cancer After Radical Prostatectomy
(INNOVATE): Intensifying Treatment for Node Positive Prostate Cancer by Varying the Hormonal
Therapy

(RT at Glen Oak, Carle, 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*)

(RT at Carle) Parallel Phase Ill Randomized Trials of Genomic-Risk Stratified Unfavorable Intermediate
Risk Prostate Cancer: De-Intensification and Intensification Clinical Trial Evaluation (GUIDANCE)

(RT credentialing pending) The Phase Ill 'High Five Trial' Five Fraction Radiation for High-Risk Prostate
Cancer

METASTATIC

Temporarily Closed | A ComboMATCH Treatment Trial E4: Nilotinib and Paclitaxel in Patients With
Prior Taxane-Treated Solid Tumors


https://clinicaltrials.gov/ct2/show/NCT04134260?term=gu008&draw=2&rank=1
https://clinicaltrials.gov/ct2/show/NCT04513717?term=GU009&draw=2&rank=1
https://clinicaltrials.gov/study/NCT05946213?term=gu013&checkSpell=false&rank=1
https://classic.clinicaltrials.gov/ct2/show/NCT05554341?term=eay191+-+E4&draw=2&rank=1
https://classic.clinicaltrials.gov/ct2/show/NCT05554341?term=eay191+-+E4&draw=2&rank=1
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A031704

EA8211

$2200

|

|

SCHEMA

SCHEMA

SCHEMA |

MAY 2024

RENAL CELL Navigator - Carrie x3621

Temporarily suspending on 5/15/24 | PD-Inhibitor (nivolumab) and Ipilimumab Followed by
Nivolumab vs. VEGF TKI Cabozantinib with Nivolumab: A Phase Ill Trial in Metastatic Untreated Renal
Cell Cancer (PDIGREE)

(RT at Rt 91, Glen Oak) Phase Ill Randomized Trial of Stereotactic Ablative Radiotherapy (SAbR) for
Oligometastatic Advanced Renal Carcinoma (SOAR)

A Phase Il Randomized Trial of Cabozantinib (NSC #761968) With or Without Atezolizumab (NSC
#783608) in Patients With Advanced Papillary Renal Cell Carcinoma (PAPMET2)


https://clinicaltrials.gov/ct2/show/NCT03793166
https://clinicaltrials.gov/study/NCT05863351?term=ea8211&rank=1
https://www.clinicaltrials.gov/ct2/show/NCT05411081

P o CANCIRCARE < MASTER TRIAL LIST  wew
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BRAIN

BNO11

NO0577

BRAIN METS

BNO010

| SCHEMA |

BNO12
CCTG CE.7

WE-2201

BREAST

BR0OO7

MA.39

HEAD & NECK

RADIATION TRIALS Navigator - Jessica x3615

(RT at SJIMC) A Phase Il Trial of Gleostine® (Lomustine)-Temozolomide Combination Therapy Versus
Standard Temozolomide in Patients With Methylated MGMT Promoter Glioblastoma

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

NEW! (RT pending at Carle and OSF) A Safety Run-In and Phase Il Study Evaluating the Efficacy, Safety, and
Impact on the Tumor Microenvironment of the Combination of Tocilizumab, Atezolizumab, and Fractionated
Stereotactic Radiotherapy in Recurrent Glioblastoma

(RT at Carle) A Randomized Phase Il Trial of Pre-Operative Compared to Post-Operative Stereotactic
Radiosurgery in Patients with Resectable Brain Metastases

(Glen Oak, Carle)- A Phase lll Trial of Stereotactic Radiosurgery Compared with Whole Brain Radiotherapy
(WBRT) for 5-15 Brain Metastases

(Glen Oak; Pending at Rt 91) - Hypofractionated Radiotherapy vs Single Fraction Radiosurgery For Brain
Metastasis Patients On Immunotherapy (HYPOGRYPHE)

(Glen Oak, Rt 91, Carle, SIMC) Phase lll Clinical Trial Evaluating De-Escalation of Breast Radiation for
Conservative Treatment of Stage |, Hormone Sensitive, HER-2 Negative, Oncotype Recurrence Score Less
Than or Equal to 18 Breast Cancer

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


https://clinicaltrials.gov/ct2/show/NCT00887146
https://clinicaltrials.gov/study/NCT04729959
https://clinicaltrials.gov/ct2/show/NCT03550391
https://clinicaltrials.gov/ct2/show/NCT05703269?term=wf-2201&draw=2&rank=1
https://clinicaltrials.gov/ct2/show/NCT04852887

EA3161

| SCHEMA

EA3211 - JIT

HNOO05

HNO009

LU008

$1914

PROSTATE

GUO008

GU009

GU010

| SCHEMA |

| SCHEMA |

NSCLC

| SCHEMA |

[ SCHEMA

| SCHEMA

I SCHEMA

(Glen Oak and Carle) A Phase II/Ill Randomized Study of Maintenance Nivolumab Versus Observation in
Patients With Locally Advanced, Intermediate Risk HPV Positive OPSCC

Phase Ill Randomized Trial of Immunotherapy With or Without Consolidative Radiotherapy for
Oligometastatic Head and Neck Squamous Cell Carcinoma

Temporarily Closed (Glen Oak; Carle) A Randomized Phase II/Ill Trial of De-Intensified Radiation Therapy for
Patients With Early-Stage, P16-Positive, Non-Smoking Associated Oropharyngeal Cancer

(RT at Carle and SJMC) Randomized Phase II/Ill Trial of Radiation With High-Dose Cisplatin (100 mg/m2)
Every Three Weeks Versus Radiation With Low-Dose Weekly Cisplatin (40 mg/m?2) for Patients With
Locoregionally Advanced Squamous Cell Carcinoma of the Head and Neck (SCCHN)

(RT at Carle, SJIMC, pending rt 91 and Glen Oak) Phase Ill Prospective Randomized Trial of Primary Lung
Tumor Stereotactic Body Radiation Therapy Followed by Concurrent Mediastinal Chemoradiation for Locally
Advanced Non-Small Cell Lung Cancer

(Glen Oak, Carle and SJMC) Randomized Phase Il Trial of Induction/Consolidation Atezolizumab (NSC
#783608) + SBRT Versus SBRT Alone in High Risk, Early Stage NSCLC

(RT at Glen Oak and Carle) Randomized Phase Il Trial Incorporating Apalutamide and Advanced Imaging
Into Treatment for Patients With Node-Positive Prostate Cancer After Radical Prostatectomy (INNOVATE):
Intensifying Treatment for Node Positive Prostate Cancer by Varying the Hormonal Therapy

(RT at Glen Oak, Carle, 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*)

(RT at Carle) Parallel Phase Ill Randomized Trials of Genomic-Risk Stratified Unfavorable Intermediate Risk
Prostate Cancer: De-Intensification and Intensification Clinical Trial Evaluation (GUIDANCE)


https://clinicaltrials.gov/ct2/show/NCT03811015
https://classic.clinicaltrials.gov/ct2/show/NCT05721755?term=ea3211&draw=2&rank=1
https://classic.clinicaltrials.gov/ct2/show/NCT05721755?term=ea3211&draw=2&rank=1
https://clinicaltrials.gov/ct2/show/NCT03952585
https://clinicaltrials.gov/ct2/show/NCT05050162
https://clinicaltrials.gov/ct2/show/NCT05624996
https://clinicaltrials.gov/ct2/show/NCT04214262?term=s1914&draw=2&rank=1
https://clinicaltrials.gov/ct2/show/NCT04134260?term=gu008&draw=2&rank=1
https://clinicaltrials.gov/ct2/show/NCT04513717?term=GU009&draw=2&rank=1

GUO013

RENAL

EA8211

SCLC

b SCHEMA|

| SCHEMA |

NRG CC009

$1827

I SCHEMA

(RT credentialing pending) The Phase Il 'High Five Trial' Five Fraction Radiation for High-Risk Prostate
Cancer

(RT at Rt 91, Glen Oak) Phase Ill Randomized Trial of Stereotactic Ablative Radiotherapy (SAbR) for
Oligometastatic Advanced Renal Carcinoma (SOAR)

(Glen Oak, Carle) - Phase Il Trial of Stereotactic Radiosurgery (SRS) versus Hippocampal-Avoidant Whole
Brain Radiotherapy (HA-WBRT) for 10 or fewer Brain Metastases from Small Cell Lung Cancer

(Glen Oak, SJIMC, Carle) A Randomized Phase lll Trial of MRI Surveillance With or Without Prophylactic
Cranial Irradiation (PCI) in Small-Cell Lung Cancer


https://clinicaltrials.gov/study/NCT05946213?term=gu013&checkSpell=false&rank=1
https://clinicaltrials.gov/study/NCT05863351?term=ea8211&rank=1
https://clinicaltrials.gov/ct2/show/NCT04155034
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NRG CC009

| SCHEMA |

51827

TP-CA-003 (Sculptor)

SMALL CELL LUNG CANCER Navigator - Ashton x3611

(RT at Glen Oak, Carle) - Phase Il Trial of Stereotactic Radiosurgery (SRS) versus Hippocampal-
Avoidant Whole Brain Radiotherapy (HA-WBRT) for 10 or fewer Brain Metastases from Small Cell
Lung Cancer

(RT at Glen Oak, SJIMC, Carle) A Randomized Phase Il Trial of MRI Surveillance With or Without
Prophylactic Cranial Irradiation (PCl) in Small-Cell Lung Cancer

(Peoria, Blm, Canton, Gburg, Ottawa, Pekin, Peru, Washington) A Tissue and Longitudinal Circulating
Tumor DNA (ctDNA) Biomarker Profiling Study of Patients with Small Cell Lung Cancer (SCLC) Using
Comprehensive Next-Generation Sequencing (NGS) Assays (TEMPUS)


https://clinicaltrials.gov/ct2/show/NCT04804644?term=cc009&draw=2&rank=1
https://clinicaltrials.gov/ct2/show/NCT04155034
https://clinicaltrials.gov/ct2/show/NCT05257551?term=tp-ca-003&draw=2&rank=1

$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 an
determination of low, moderate, or high risk of relapse (see Section £.0)

|

Patients will be followed for 3 years

&

Patients and providers will not have knowledge of the results of the miRNA 371 analysis.
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Patients with surgically
unresectable. recurrent, |
or treatment naive
metastatic squamous cll
carcinoma of the anal Fd
canal
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T
1
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EA2176

Navigator -Carrie x3621

Strat Faclors:

® Prior history of chemoradiation with curative intent to
the primarny tumor (yes vs. na}

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

Arm A

1 cycle = 4 wesks (28 days)

GCarboplatin (AUC=5} IV on Day 1
Pachtaxel (80 mg.'m:j W on Days 1, 8,15
Repeat cycle every 4 weeks up to 6 cycles

MENU

Arm B:

1 cycle = 4 weeks (28 days)

Carboplatin (AUC=5) W on Day 1
Paclitaxel (80 mg}mz‘,l 'Y on Days 1, 8, 15
Carboplatin and Paclitaxel are given up to 8
cycles only.

Mivolumakb wil be administered at 240 mg
g2 for the first cycle (Cycle 1 Day 1 and
Cycle 1 Day 15) followed by 480 mg IV g4
weeks (Cycles 22 Day 1)

Mivolumab is given every 2 weeks during
Cycle 1.

Repeat cycle every 4 wesks up to 2 years

Follow-Up”

v

h 4

Follow-Up?

1. Randomization is 1:2 (AB).
2 Faor this protocol, sl ients, ncludi
ol ﬂwa:ipgﬁ‘::hiﬁled. and

those who dscontinue

protocol therapy eary, will be fidlowed for response until dis=ase
NOoN-profoc survival every 3 months fior two years from the date of mndomization. Al patients must also be fdlowed
through complefion of dl protocol therapy.

s5ion, even i



WF-1901
Navigator -Courtney x3660 MENU

Screen, Recruit, &
Consent Survivors
with persistent pain 3 Mot eligible
related to cancer for study
and/or cancer
treatment (n=456)

¥

Randomization
Timepoint 1 | Baseline Assessment

(week 0)
painTRAINER® (n=228) Enhanced Usual Care (n=228)

+ In-clinic session with brief + In-clinic session with brief review
review of cancer pain control of cancer pain control education
education materials, and intro materials
to painTRAINER® + 8-weeks usual care plan

+ B-weeks PCST web modules

v ¥

Post-intervention Ti - Post-intervention
Assessment WREROW Assessment
(week 10) 2 (week 10)

¥ v

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

Assessment 3 Assessment
(week 22) (week 22)
6-Month Follow-up Timepoint 6-Month Follow-up
Assessment P Assessment

(week 34) 4 (week 34)



EA3161 MENU
Navigator -Ashton x3611 ‘

Schema
Step 1 Step 2
R R
A
Arm A E
N P ; 2
AN Cisplatin 40 ma/m™ weekly
Eligibility: during radiation for 7 weeks Nivelumal 480 mg IV G
= P16+ by IHC D *| radiation therapy once daily ¥ g4 weeks for 12 Cycles® [ 7] LU
= Smoking status: 70.0 Gy :
=10 pack-years, stage Qo 5 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
TAND-N3 or T1-3N2-3 gl R Cycles?
; ification: z
+ =10 pack-year A
smoking history vs. A Arm B
<10 pack-year T
smoking history T Cisplatin 40 mg/m” weekly
« Tstage (T4 vs. T1-3) N dunng radiation for 7 weeks . Obss son . F'rogressiona . I
« Nodal stage (NO-N2 | _IrF_Egd iation therapy once daity o
vs. N3) 0Gy
0 N
N

Accrual Goal: 744

1. Submit tissue for PD-L1 testing.

2. Cyde length = 28 days

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



Stratification Factors:

* Presence or absence of
brain metastasis

¢ EGFR exon 19 deletion/
L858R vs. other

¢« ECOG PS0-1vs?2

Untreated
metastatic

EA5182
Navigator -Ashton x3611

Schema

EGFR-positive
NSCLC

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

Y

= > N 2 00z>» X

o

MENU

Am A *®
Osimertinib 80 mg
PO Daily

Am B *®
Osimertinib 80 mg

Y

PO Daily;

Bevacizumab 15 mg/
kg IV every 3 weeks

Sorr-r 0T

C




Step 1
R

.

ZOo-HpR=0EOE

Induction therapy
1 cycle = 21 days

Nivo 3 mg/kg TV on
day 1

Ipi 1 mg/kg IV on
day 1

Treat for 4 cycles

A031704

Navigator -Carrie x3621 MENU

Schema
1 cycle = 28 days

CR patients will be treated with Nivo 480 mg IV g 28 days
for up to 1 year following registration

R 2
E 7| Arm A: Nivo 480 mg IV q
G // ‘ EALE]?SNM 28 days until confirmed
_ +IS ’\ DN(E)II:—-IE]? ;tlsld% o \ disease progression
\,  including Y -
T\ iuPDpts Arm B: Nivo 480 mg IV q
R 28 days
‘; \-.1 Cabo 40 mg PO daily
1 Treat until confirmed
o PD patients will be disease progression.
N treated with cabozantinib

60 mg PO daily until
further disease




GU008
Navigator -Carrie x3621 MENU

Pathologically node- positive prostate cancer patients at the time of
radical prostatectomy

STRATIFICATION

PSA never undetectable after prostatectomy vs rising PSA after being
undetectable after prostatectomy

RANDOMIZATION

Arm 1% Arm 2%

RT + GnRH agonist/antagonist x BT + GnRH agonist/antagonist +
2 years apalutamide x 2 years




NRG-CC009
Navigator -Jessica x3615 MENU

NRG-CCD0o
SCHEMA

STEP 1 REGISTEATION

S5TEP 2 R_EGLSTRAT[{BNFR‘L\T[}D}]ILAHGN

Baseline neurocognitive function (INCF) tests: HVLT-E_. TMT, COWA (required)
Note: NCF testing scores nmst be uploaded into Eave prior to Step 2 Registration and can be
uploaded at the time of Step 1 Registration

STRATIFY
Disease-Specific Graded Prognostic Assessment (D5-GPA)%:
1.05-20
22540
Prior exposure to NCF testing on SWOG 51827%:
1. Yes
2. No
RANDOMIZE!
Arm 1 Arm2
Stereotactic radiosurgery (SES) Whole brain radiotherapy with hippocamypal
avoidance (HA-WBET )+ Memantine

1R andomization 1s 1:1



GU009

Navigator -Carrie x3621 MENU

NRG-GU002
SCHEMA
STEP 1 REGISTRATION
Completion of Step 1 eligibility checklist in OPEN and then submission of tissue for
Decipher analysis
Wote: Decipher analysis results nst be completed before Step 2 randomization can
occur. If Decipher results have already been obtained, in lien of tissue, after completion of
Step 1 eligibility checklist in OPEN, the original Decipher report must be submitted to
Decipher Biosciences for validation (see Decipher Analysis information at the end of
section 3.0).

/ \‘
STEP 2 RANDOMIZATION

Decipher = 0.85 or Node Positive

STEP ? RANDOMIZATION
Decipher < 0.85

DE-INTENSIFICATION STUDY

INTENSIFICATION STUDY

STRATIFY STRATIFY
+ Decipher Score (Low/Int v High*) * Boost type (EBRT vs. Brachy)
+ Boost type (EBRT vs. Brachy) # Pelvic Treatment (Yes/MNo)
+ Pelvic Treatment (Yes™o) « MNodal Status (PositiveMNegative)
« ACE-27 Comorbidity (01 vs
23y

RANDOMIZE 1:1
EANDOMIZE 1:1

e T e S
Arm1 Arm 2 Arm 3 Arm 4
ET RT RT RT
+ _— . -
24 mos ADT 12 mos ADT] 24 mos ADT 24 mos ADT
+24 mos Apalutamide
* Low/Intermediate = Decipher < 0.6 and High = Decipher 0.6-0.85

** http://comogram org/assets/files/ace-27_cir_ver_rtog_web.pdf

Note: A radiation treatment approach change post registration imvelving the pelvic ymph node
freafment or prosiate boost fype siratification factfors will result in a profocol deviation.

RT = radiation therapy; ADT = androgen deprivation therapy




MK 7684A-003
Navigator -Ashton x3611 l MENU
ME-7684A 2
IV Q3W Safety Efficacy Survival
(35 Cycles) Follow Up Follow Up Follow Up
Rand. 1:1 Postireatment Phase
N=598
Pc":,‘;fﬁf{;uab Safety N Efficacy ) Sunfiva!
(35 Cycles) Follow Up Follow Up Follow Up




BR00O7 MENU
Navigator -Angie Earles x3613 ‘

Patients with resected pT1NOMO, HER2-Negative,
ER and/or PgR-Positive Breast Cancer
and Oncotype-DX Recurrence Score < 18

Step 1 — Pre-entry registration

If patients with a T1a rumeor (<0.5 cm in size) do not have
an Oncotype DX Recurrence Score, a tissue sample must
be sent to the Genomuc Health centralized laboratory

STRATIFICATION
* Age (<60, =60)
« RS (=11, =11)
e Tumorsize (=1 cm; 1.1-2 cm)

Step 2-RANDOMIZATION™

Arm 1%% Arm 2=~
Breast Radiation Therapy No Breast Radiation Therapy
+ .

Endocrine Therapy Endocrine Therapy




NRG-GY023
Navigator -Angie Earles x3613 ’ MENU

NRG-GY023
SCHEMA

Non-platinum
single agent chemotherapy*

Platinum-resistant Durvalumab 1500mg IV q 4wks
Recurrent ovarian cancer Olaparil_:l 300mg tablets BID
with prior bevacizumab Cediranib 20mg 5d on/2d off Disease
Stratified by progression
1. Prior PARP inhibitor
2. Prior immune checkpoint Durvalumab 1500mg IV q 4wks
inhibitor | Cediranib 20mg 5d on/2d off
1:2:2:2

Olaparib 300mg tablets BID
Cediranib 20mg daily

“Weekly paclitaxel, PLD or topotecan
*Non-platinum single agent chemotherapy includes weekly paclitaxel. topotecan or pegylated
liposomal doxorubicin (PLD). There can be no deviance from the preseribed regimens, e.g.

addition of bevacizumab or other agents.

Randomization 1s 1:2:2:2



$1912CD
Navigator -Kelsey Fay x3618 MENU

SCHEMA
Patient and spouse caregiver

Completion of baseline forms

|
v

RANDOMIZATION

l

Group 1
Control Arm

l

Group 2
Intervention Arm

, l

Financial literacy training Financial literacy training

+

Financial counseling with CENTS*
and PAF* once a month for 6 months

In order to participate, CCD Research sites must complete the $1912CD Site Implementation Survey and
upload the completion certificate to the CTSU Regulatory Portal as described in Section 13.4.

* Consumer Education and Training Services (CENTS)

** Patient Advocate Foundation (PAF)



$2013

Navigator - Kelsey Fay x3618 MENU

SCHEMA

You agree to take part in the study and sign this consent form

|

BASELINE EVALUATION

Start your standard cancer treatment

: v

Week 4 (month 1) Evaluation Evaluation of serious side

| |
I effects, if developed I
I |

r - —_—————— a
Week 12 (month 3) Evaluation i

F

Week 24 (month 6) Evaluation

Week 52 (month 12) Evaluation

}

PROTOCOL PARTICIPATION COMPLETE




EAQ202

-Performance Status 0-3
-Any stage of cancer
-Favorable prognosis

18-25-year-old vs
young adults 26-39-
year-ohd)

Navigator -Courtney Brown x3660 MENU
Schema
R
A
N Intervention Arm
n] TO: i i T3 -
. T1: T2: . T4:
D;Dn;‘:r;e?_;k ——m Domain Rank [—# Domain Rank %mm Domain Rank
o . Chuoice PRO Chuoicz PRO Choice PRO
Chuoice PRO
i
I Baseline One Month Thres Month Six Month Twelve Month
z
Control Arm
A TO:
o i .Ra. K T1i: T2: T3 T4:
T kil »| Domain Rank —3| Doman Rank Doman Rank Domain Rank
. . i Fieed PRO
| Fixed FRO Fixed PRO Fieed PRO Fixed PRO
Lo
-Age 18 to 39 Stratified by sex, Participant Ranks Domain by personal priority at each time point
-Within 12 wesks of race, ethnicity, and |Fixed PRO:
diagnosis age (emerging adults | PROMIS Global, PROMIS standard AYA S domains, Common

ltems
Choice PRO;
PROMIS Global, 5 ranked AYA domains, Common Hems

Accrual Goal = 400




GUO010 MENU

Navigator -Jessica Jones x3615

SCHEMA

STEFP 1 REGISTRATION
Completion of Step 1 eligibility checldist in OPEN and then submussion of tissue for Decipher
analysis
Note: Decipher analysis results must be completed before Step 2 randomization can occur. If
Decipher results have already been cbtained. in lien of tissue, after completion of Step 1
eligibility checklist in OPEN. the cniginal Decipher report must be subnmutted to Decipher
Bicsciences for validation (see Decipher Analvsis information at the end of section 3.3).

/

STEP I RANDOMIZATION

Decipher < 0.40

T~

STEP 2 RANDOMIZATION
Decipher = 0.40

DE-INTENSIFICATION STUDY
STRATIFY
# Escalated BT boost* (MNone vs.
Brachytherapy vs. Simultaneous

integrated micro-boost)
+ ACE-27 Comorbidity (0/1 ws 2/3)

INTENSIFICATION STUDY
STRATIFY

# Decipher Score (0.40-0.60 vs. = 0.60)

# Escalated BT boost® (None vs.
Brachytherapy vs. Sumultanecus
integrated nucro-boost)

o ACE-27 Comorbadity (01 ws 2/3)

RANDOMIZE** RANDOMIZE **
- e - a
Arm1 Arm 2 Arm 3 Arm 4
ET alone RT RT ET
-3 + 3
G mos ADT 6 mos ADT 6 mos ADT
+6 mos Darchitamide

*For Escalated BT boost definition see Section 5.2 Establishing Treatment Approaches

**Randomization iz 1:1

RT = radiation therapy; SBRT=stereotactic body radiotherapy; ADT =androgen deprivation

theragy



BNO11 MENU
Navigator -Carrie Geoffroy x3621

NRG-BNO11
SCHEMA

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

|
STEP 2 REGISTRATION

STRATIFY
Recursive partitioning analysis (RPA) (IIT vs IV vs V)

-
Intent to use tumor treating fields (Optune) (yes vs no)

RANDOMIZE (1:1)

1

!
Arm1 Arm 2
Radiation Therapy Radiation Therapy
with Concomitant and Adjuvant

with Concomitant and
Adjuvant Temozolomide Lomustine and Temozolomide

See Section 5.1 for agent treatment details and Section 5.2 for radiation therapy details.

*Patients with unmethylated MGMT may be considered for enrollment on NRG-BN007. Please see

Section 10.2 for additional information.



N —z00Zp %

A211901 MENU
Navigator -Erica Raynor x3626

Schema

Intervention Group
8-week Scheduled Gradual Reduction (SGR)*

assessment at 6-months
post-quit date

NCT's Smokefree TXT**
Smoking Cessation

Control Group**=* /

NCT’s Clearing The Air booklet

* Target quit date will be 8 weeks following enrollment.

*#%  NCT's Smokefree. TXT messages will start 2 weeks before quit date and extend for 4 weeks
after quit date.

*##%  Quit date must be within 8 weeks of receiving the Clearing The Air cessation booklet

Please refer to the full protocol text for a complete description of the eligibility criteria and
intervention plan.
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Baseline Blood Draw:
f 14 to 90 days post-surgery and prior to
commencing any adjuvant systemic therapy

Do tissue and
blood meet
specimen

requirements?

Does subject meet

Colon
RS commercial
criteria??
J.
1
No study specimen
: collected
f 1
- Recurrence Blood Draw:
rmary tissue

Colon RS Colon RS pulied from _U;_) to 60 d_ays a_ﬂer
reported NOT reported archive clinical confirmation of
to treating to treating recurrence and prior to
physician physician initiation of therapy for

recurrence

MAP-t assay run for
research, NOT
MAP-t reported to reported

treating physician

NSABP C-14 | MENU

1
No visit
required
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Figure 1.
NRG-GI008 SCHEMA

MENU

Stage I (T1-3, N1/Nlc) Resected Colon Cancer or ctDNA
+ve Stage II or Stage IIIC Resected Colon Cancer

e RO resection

e pMMR /MSS

Step 1-Registration®
Central ctDNA Testing for all patients

Cohort A Cohort B#
ctDNA-ve ctDNA+ve

* Stage (IITA vs IITB)
¢ Intended chemo (5-FU vs Capecitabine)

Stratification Stratification
* Intended chemo (5-FU vs Capecitabine)
* Post-op ctDNA status (+ve vs. -ve)

Step 2-Randomization

Step 2-Randomization

Ammn 1

CAPOX

mFOLFOX6 for 3- Monitored with
6 months or serial ctDINA mFOLFOXG6 or
CAPOX

for 3 months months*¥

Arm 2
Armm 3

testing every 3
& Ty for 6 months

Arm 4
mFOLFIRINOX
for 6 months

*Patients with completely resected stages IT or IIIC colon cancer who are ctDNA +ve as determuned
by a Signatera™ ctDNA test performed outside of the trial through routine clinical care and who
otherwise meet all eligibility criteria for Step 1-Registration are eligible for enrollment into

Cohort B.

*+Patients in Cohort A (Arm 2) who develop a ctDNA +ve assay during serial monitoring may
transition to the ctDNA+ve cohort (Cohort B) and undergo a second randomization.
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FTIUDY SCHEMA

. MENU

Sereen patients scheduled to recerve an FDA approved anfi-PD-1/-L] mmune checkpoint immhibuter

{ICT) for the first tome, alone or in combination with co-treatments

A
Eegister and conzent patients prior to the first mfusion of ICTs
\/

Bazeline (Al): up to two weeks before or at the patient’s first [CI infusion, collect:

-  Chnical record and laboratory data
- Pathent Reported Cutcomes (FROs)
-  Penpherzl blood samples

-  Saliva sample

- Stool sample (optional)

- Tumeor samples (1f available}

\/
O Treatment (Al): up to a week before or at the patient’s second 1CT
infusion, collect: While the
- Chnical record and laboratory data patient iz on
- Panent Reported Crutcomes (PROs) ICI
-  Penpherzl blood samples treatment.
- Saliva sample collect Cancer
- Stool sample (ophonal) Treatment,
i Toxicity and
Y :R.E_Eacj:*'e data
6 MMonih Follow Up (A3): & months £ 1 month after the first ICT infosion, gatﬁ som for the
collect:
first 6 monihs
e el ettt mm':rf} :
- Patent Reported Outcomes (FROs) months
-  Penpherzl blood samples thereafter);
\ / Also collect
X Toxicity form
. . . and blood
Annual Follow Up (A4+): 1 vear + 3 months after the first ICT infusion, and . le at time
yearly thereafter until pattent death or study end, collect: o Ind.e—3—1
- Chmieal record and laboratory data _Ltu:ic:i -

-  Patent Reported Outcomes (FROs)
-  Penpherzl blood samples
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For patients with oropharyngeal cancer (OPC) or cancer of unknown primary (CUP):
Local pl6 determination by immunohistochemistry is required.

For patients with laryngeal and hypopharyngeal primaries:
Analysis of pl6 status is not required.

1

STRATIFY

» Zubrod (ECOG) performance status: 0 vs. 1
e  Smoking status: < 10 pack-year vs. = 10 pack-year history
o T stage: TO-3 vs. T4
e Age: <50 vs. > 50 years

RANDONMIZE (1:1 in each cohort)

! !

Non-OPC/pl6-negative OPC Cohort plé-positive OPC/CUP Cohort
Arm 1: IMRT/IMPT + High-dose cisplatin Arm 3: IMRT/IMPT + High-dose cisplatin
Q 3 weeks Q 3 weeks
Arm 2: IMRT/IMPT + Low-dose cisplatin Arm 4: IMRT/IMPT + Low-dose cisplatin
weekly weekly
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Registration and Randomization (2:1)
pMMR* / MSS**, BRAFV00E*** metastatic and/or unresectable colorectal
patients with =1 prior line of systemic therapy

|
Arm 1 Arm 2
Encorafenib + cetuximab + Encorafenib + cetuximab****
nivolumab™***

* Proficient mismatch repair (pPMMR)
** Microsatellite stable (MSS)
***An activating missense mutation in codon 600 of exon 15 B-Raf proto-oncogene (BRAFV600E)
****Treatment continues until participant meets one of the criteria listed in Section 7.7.



Pre-
Registration

Tissue
submission for
FoundationOne

testing to
confirm TMB
=10

A071702 SCHEMA
Navigator - Carrie x3621

—»| Registration | —p

MENU

Treatment with
Nivolumab +
Ipilimumab for
Cycles 1-4%

Treatment with
Nivolumab
monotherapy
from Cycle 5 till
progression®

* During Cycles 1-4. one cycle is defined as 3 weeks. Beginning at Cycle 5. one cycle is defined as 4 weeks.

Treatment is to continue until disease progression. unacceptable toxicity. or withdrawal of consent.
Patients will be followed for survival and progression every 3 weeks during Cycle 1-4 and every 4 weeks
after Cycle 5 until progression. and then for survival every 3 months until 3 years after registration or

until death. whichever comes first.
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SCHEMA
APPROVED NCORP AND MU-NCORP RECRUITMENT CENTERS*

|

RECRUITMENT CENTER RANDOMIZATION

Group 1 Group 2
(Usual practice) (Intervention)
No intervention for physicians Centralized structured GTBE +
educational materials for
physicians
(N=9 Recruitment Centers) (N=9 Recruitment Centers)

* A Recruitment Center is defined as an outpatient clinic, or group of clinics, belonging to the same NCORP
or MU-NCORP, that will be contributing physician and patient participants to the study. Each clinic within
the Recruitment Center must have a CTEP Site ID. All Recruitment Centers must have completed a
S$2108CD Recruitment Center Application and received approval for participation.
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Group A [(N=320)
Zimberelimab®* 360 mg

Group A
Zimberelimab** 360 mg

MENU

Domvanalimab®® 1200 mg #| Domvanalimab®* 1200 mg Pek Emdnalit

Population Platinum doublet™** x 4 cycles Pemetrexed*** 500 mg,/m* Erimary Endpoints
= Metastatic NSCLC without actionable Group A vs Group B

genomic tumer aberrations * PFS by BICR
= Mo prier systemic treatment for = 05

metastatic NSCLC. cecond
* PD-L1 all-comers ondary
- ECOG0O-1 Group 6 (N=320} b .T-':";”EP; Endpoints
= Mo interstitial lung disease - P:‘nb"::l:u:;::‘“.zﬂ: ml = P:?:E‘tr':n;jn:f‘ 50;?::;3}1’ Group A vs Group B
* Mo untreated brain metastases atinum dou x 4 cycles * ORR by BICR

* DOR by BICR

Stratification * Safaty
= Histology: non-squamous Vs Squaimous = Qol
* Baseline PD-L1 TPS: <50% vs 250%
= Region of Enrollment: East Asia vs non- Group C (N=80) Group C

East Asia Zimberelimab™* 360 mg J Zimberelimab** 360 mg

Platinum deoublet™® *x 4 cycles Pemetrexed™** 500 mg/m’

AUC = area under the curve; BICR = blinded mdependent central review; DOR = duration of response; ECOG = Eastern
Cooperative Oncology Group; eDMC = external Data Monitoring Committee; NSCLC = non-small cell lung cancer;

ORR = objective response rate; OS= overall survival; PD-L1 = programmed cell death ligand 1: PFS = progression-free survival;
Q3W = every 3 weeks; QOL = quality of Iife; QW = weekly; R = randomized; TPS = tumor proportion score

#*The first eDMC review 1s planned after a safety run-in period, defined as approximately 20 participants randomized in Group A
completing at least 1 full study cycle.

**Zimberelimab, domvanalimab, and pembrolizumab are given Q3W for a maximum of 35 doses.

###(Choice of chemotherapy 1s dependent on histology. Participants with nonsquamous histology will recerve cisplatin 75 mg/m?
or carboplatin AUC 5 with pemetrexed 500 mg/m” Q3W_ Those with squamous histology will recetve carboplatin AUC 6 Q3W
with paclitaxel 200 mg/m? Q3W or nab-paclitaxel 100 mg/m? QW . For participants with nonsquamous histology, pemetrexed
500 mg/m? Q3W is continued after 4 cycles of induction chemotherapy until PD or intolerable toxicities.
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-
Obtain ICF within 60
days of the date of
diagnosis Patient Informed Consent > Patient deciines
r
Optional informed consent to Screening by . 2 :
participate in the “Biomarker Inclusion/Exclusion Criteria Tyl g Failures

Tissve Sub-Study”™
{Appendix F)

¥

Central Eligibility Review®

Inial MDS/AML cohort

assignment not confirmed by

Retrieve archived tissue and E
(cohort assignment) ste

obtain biological samples for
correlative sub study l
[Appendix )

PATIENT ENROLLED

| | | |

LR-MDS HR-MDS icus AML

- 8 YEARS EDC Data Entry at Baseline and Quarterly Follow-Up:
i Clinical/Treatment Data and PROs

!

| DATA ANALYSIS I

ICUS diagnosis: refers to the date of either (a) the most recent BM aspirate/biopsies, or (b) the date of the laboratory assessment
documenting cytopenia(s) consistent with the severity and length of time required for an ICUS diagnosis

MDS Diagnosis: refers to the date of imitial BM aspirate/biopsies for patients with classified risk of MDS.

AML Diagnosis: refers to the date of initial BM aspirate/biopsies or the date of initial peripheral blood sample that led to the suspected
diagnosis (not the date of subsequent samples)

Diagnosis reports to be submitted for the Central Eligibility Review (CER) should include (not limited to) BM aspirate/biopsies report,
cylogenetic report, peripheral laboratory results (including the percentage of blasts, 1f available), and any other laboratory results or reports

that led to the diagnosis of MDS, ICUS or AML.

Figure 2: Study Schema: Treated MF’ Cohort

- Initial MF Treatment

Orbtain ICF within 50
days of the start of
treatment .. _ _ _ Pationtinformed

\ Screening Failures

Optional informed consent o
participate in the “Biomarker

T Sl Rty Incluu:negc':l:g;,(:rihrin

(Appendix F)

1 l

Retriwve archived tissue and
abtain biological samples for
corelative sub study
{Appendix F}

inedigibie

MF PATIENT ENROLLED

l |

Subcohort 1 Subcohort 2
Patients receiving 1* active Patients receiving first reatment
systemic treatment for MF for MF related cytopenias

I l
l
| FOLLOWUP: 5YEARS |—b

DATA AMALYSIS

EDC Data Entry at Baseline and Quarterty Follow.Lp:
CanicalTreatment Data and PROS




Figure 3: Study Schema: Treated LR-MDS Cohort

Initial LR-MDS Treatment

Obtain ICF within 80
days ofthe start of
IEoamS. Patient Informed Consent Patient declings \
Optional infammed consent 1o
participate in the “Biomarker : /
rudy” Scresning by )
mr’,":ﬁ::;: A Inclusion/Exclusion Criteria Incligibéc
Retrieve archived vssue and l
obtain biological samples for | PATIENT ENROLLED |
carrelathvesub study
[Appendix F} I

| FOLLOWUP: 5 YEARS I—t

EDC Data Entry 3t Bassline and Quarterty Follow-Up
‘ClinicalTreatment Data and PROs

DATA ANALYSIS
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Step 0
p* Step 1
R Arm A' 0?
R Daratumumab-Hyaluronidase SC OR Daratumumab Iv®
Stratification: 1800mg/30,000units SC or 16mg/kg IV days 1, 8, 15, and 22, Cydes 1-2° B
A £ tme of Piahrisk SMM 1800mg/30,000units SC or 16mg/kg IV days 1 and 15, Cydes 3-6
- Qg‘;:as:g‘e(oa . Er ;'5'5 1800mg/30,000units SC or 16mg/kg IV day 1, Cycles 7-24 s
R N - Lenalidomide® g
e D 25 mg PO daily days 1-21, Cycles 1-24 E
o Dexamethasone R
G 40 mg PO days 1, 8, 15, and 22 Cycles 1-6
M 20 mg PO days 1, 8, 15, and 22, Cycles 7-12 v
I L.
> |
S
7 A
T
A T
R
T Arm B' |
A | 3
- 25 mg PO daily days 1-21, Cycles 1-24 5> O
o Dexamethasone
I 40 mg PO days 1, 8, 15, and 22 Cydes 1-6 N
N
o 20 mg PO days 1, 8, 15, and 22, Cycles 7-12
N

Accrual Goal: 288 patients with high-risk smoldering multiple myeloma.®
Cycle: 28 days

-

Peripheral blood stem cells for future transplants should be collected between cycles 4-6 of therapy. Therapy may be interrupted for up to 6 weeks to allow for PBSC
collection. While collection following 4-6 weeks of therapy is strongly suggested, it is not required for protocol participation.

. All patients, including those who discontinue protocol therapy eary, will be followed for response until progression, even if non-protocol therapy is initiated, and for survival for
15 years from the date of randomization.

In patients with calculated (Cockroft-Gault) ereatinine clearance of 30-59 ml/min, starting dose of lenalidomide should be reduced to 10 mg. If the clearance improves to = 60
mlfmin, the dose can be increased to 25 mg provided the patient has not experienced any of the toxicities that would require a dose reduction for lenalidomide .

Submission of pre-study specimens per patient consent.
Patients must be diagnosed within the past 12 months. See Section 3.2 2 for the definition of high-risk SMM

Patients cumently receiving IV daratumumab should cross over to SC daratumumabhyaluronidase unless they do not tolerate daratumumab-hyaluronidase . Patients
ntolerant of SC daratumumab-hyaluronidase may remain on or cross over to IV daratumumab. Please refer to section 5.1.1 for daratumumab treatment details.

For patients receiving IV daratumumab, split-dosing schedule may be used for first IV infusion, and will consist of 8mgfkg given on Cycle 1, days 1 and 2 only

]

w

IS

~



Eligibility

. Resected pancreatic cancer

o]

Mo evidence of recurrent disease

w

within 12 weeks of completing all
standard perioperative treatment

=

Planned to receive, receiving or
received multi-agent
chemotherapy

5. Gemmline or somatic pathogenic
mutation in BRCAT, BRCAZ or
PALBZ per local testing

Planned to receive, receiving or be

EA2192

Navigator -Carrie x3621

Accrual = 152

MENU

Stratification Factors

1. R1 vs RO Resaction

2. Receipt of platinum vs non-
platimum systemic chemotherapy
in the perioperative (necadjuvant,
adjuvant, or both) seting

3. Neoadjuvant versus adjuvant
therapy

7]
=
1]
=

Eligibility

1. Pathogenic mutation in

BRCAT, BRCAZ or PALBZ
2. S/P 23mo of systemic
multi-agent chemotherapy
in curative intent setling
3. Patient within 3-12 weeks
of completing all standard

Step 0

Fl

R

E

R

E

G Arm S

I Cenfral
M g [ ™ Reviewof

T Local Testing

Results

R

A

T

I

(o]

N

treatment.

|ZO——|J=N—=OUZJ=;U|

-

Arm A

Claparib 300mg”
PO BID (for a total
of 600mg daily) for
12 cycles’

Am B

Placebo 300mg”
PO BID (for a total
of 600mg daily) for
12 c:yc:les'

Follow Up for
Relapse Free
Survival

(RFS)

'one cycle =4 weeks

2 Olaparib is supplied in either 100 g or 150 mg tablets

NOTE:

information cannot be displayed.

Please note that when a patient has been successfully randomized, the confirmation of randomization will indicate that the
patient is on Arm X. The patient will actually be randomized to Arm A or B, but as this is a double-blind trial, that
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Metastatic Pancreatic Cancer Patients with Germline
BRCA1 or BRCAZ Mutations

L J
Registration and
Randomization

Arm A Arm B:
Olaparib + pembrolizumab Olaparib
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Navigator -Carrie x3621
Navigator - Ashton x3611
l. Temporary Hold N
_ Feasibility Analysis L —.
— o, S ™, f |
P 1o N n [ Stagell Mel 60,
anti-PD based - Biopy ) | O cabofhivo knsee (co)
theraples || *IMATCH screening (treatment 2. (treatmentif | ___ TMB/GEP® 15(M) + 15(H)
+ Melanoma (M) platform without waiting assigned to a TMBMYGEP 15{M) + 15(H)
. HNSCC (H (WES and GEP) J for assay results) subgroup after TMB"S/GEP™ 15(M) + 15(H)
(H) A i e v h__ @ssay results) / |+ TMBR/GEP™ 15{M)+ 15(H) |

e ey

TMB= tumor mutational burden; GEP = gene expression profiling for tumor inflammation score; WES = whole
exome sequencing for tumor mutational burden

Participants will be stratified into cohorts by disease type and biomarker status (TMB"/GEPM; TMB"'GEP'®
TMBR/GEP™; TMBRGEP'*?)

Stage I —-Sites will order specimen kits per Section 15.2 one week prior to registration. Sites will
register participants to Step 1 registration. Sites must submit specimens for biomarker testing
via the SWOG Specimen Tracking System within one day after Step 1 registration. Sites will
register participants to Step 2 registration. Participants will begin treatment prior to availability
of results. Participants will be assigned to their biomarker cohort retrospectively. Sites will be
informed when the trial progresses to Stage Il.

Registration Step 1; Treatment - Nivolumab > Off Treatment

Submission of and Cabozantinib per

specimens for Section 7.2 until

biomarker testing per completion of freatmnet v

Section 15.3: or other reason for

Reqgistration Step 2 removal from treatment Follow-up
per Section 7.6

Stage Il — Sites will order specimen kits per Section 15.2 one week prior to registration. Sites will
register participants to Step 1 registration. Sites will submit specimens for biomarker testing via
the SWOG Specimen Tracking System within one day after Step 1 registration. Sites will receive
the biomarker results and will register participants to Step 2 registration only if a slot in an available
biomarker cohort is available. Sites will be informed when the trial progresses to Stage Il.

.

No available
cohort —
Off study

Registration Step 1; . Treatment - Nivolumab and

Submission of E!égm?'ral;%r Awvailable Cabozantinib per Section 7.2

specimens for > oli ibiITty > cohort — > | until completion of treatmnet

biomarker testing asgessment Step2 or other reason for removal

per Section 15.3 for Step 2 registration from treatment per Section
76

|

‘ Off Treatment |

k4

Follow-up
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Schema

Arm 1
mFOLFIRINOX +/- nivo

Randomize**

PO - R

A 4

(1:1)

Arm 2
mFOLFOX6 +/- nivo

*  Patients with newly diagnosed advanced unresectable or metastatic HER2 negative gastric,

GEJ. esophageal adenocarcinoma
*# Stratification: Tumor location (gastric vs GEJ vs esophagus): Measurable disease vs not: planned nivo
use vs not; PD-L1 CPS =5 vs < 5.
Patients will be treated using 14-day cycles until disease progression or discontinuation of treatment for
other reasons (e.g. unacceptable adverse events. withdrawal. etc.): oxaliplatin will be given up to 12 cycles.



ASM Interention

$2010
Navigator - Kelsey x3618

Randomization

Arm 1: Active Symptom  Arm 2:
Monitoring (ASM) + Fatient Education

Patient Education

N

Study Assessment: 12 Week (£ 2 wk)

v
Study Assessment: 24 Week (£ 2 wk)

v
Study Assessment 36 Week (£ 2 wk)

v
Study Assessment: 48 Week (£ 2 wk)

v
Study Assessment: 60 Week (£ 4 wk)

v
J’ Study Assessment: T2 Week (£ 4 wk)

I

Study Assessment: 80 Week (£ 4 wk)

!

Protocol participation complete

MENU



URCC 19185
Navigator - Angie x3613 l MENU l

Study Schema

Baseline Post-Intervention 6-Month Follow-up
s ing & Assessments Assessments Assessments
e PROs PROs PROs
Actigraphy Actigraphy Actigraphy
Sleep Diary Sleep Diary Sleep Diary
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SCHEMA

Patients with Stage IV or recurrent non-small cell lung cancer

Randomization

k///f’\

Arm A Arm B
Investigator's Choice Ramucirumab +
of Standard of Care # Pembrolizumab

A For guidance on Investigator's Choice of Standard of Care, see Section 7.2.
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Metastatic Type | or Il Papillary
Renal Cell Carcinoma

RANDOMIZATION (1:1)

Arm 1 Arm 2
Cabozantinib {21-day cycles) Cabozantinib + Atezolizumab (21-day cycles)

Treatment until Progression

Follow Up
For a Maximum of
5 Years Post Randomization
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-
/Patlenu whe have recelved 2 to 5 years of \ Arm A

adjuvant ET* for ER+/HER2- EBC, with an Imlunestrant®

increased risk of recurrence, as defined by: {5 years)
1. 2 MZ: 24 positive axillary lymph nodes (ALN)
2. N1 1-3 ALN with 21 of the below:
i, Histelogie grade 3 Arm B

. Tumor size 25 cm

ji. Tumaor size =2 em but <5 cm + grade 2 Ph.l?:lciansTG hoimlafaEndo:rILna
3. NO; Mo ALN with 1 of the below: arapy lamoxifen or

I Tumwor size 25 cm (5 years)

\ Il. Tumor size =2 cm but <5 cm + grade 3 / .

Abbreviations: Al = aromatase inhibitor; ALN = axillary Iynph nodes; CDE4/S = cyclin-dependent kinase 4/5; EBC = early breast cancer; ER. = esmogen
receptor; ET = endoine therapy, GoRH = gonadomopin-releasing hormone; HEF2- = lnmmsn epiderms] growth factor receptor 2 negative; .=
lomizt
2 Prior adimrant therspy with a CDE4/S or PARP inhibitor is permitted.
b GoRH agonist is required in men and pre-/peri-menopausal women raceiving imhmestrant or AL and is given at the investigator's discretion in patientss
receiving tameenifen, per standard practice.
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x‘
ARM 2

Observation x 27 weeks

Schema
E3 ARM 1
A Pembrolizumab x 27 weelks
pCE. after pre- N 200 mg IV every 3 weeks or 400 mg IV every
op chemo + min D 6 weelks (per physician’s choice)
& cycles with 0
- —_—
pembrolizomalb M
I
Z
LE |

Treatment or observation is to continue for 27 weels or until vnacceptable adverse event. Patients will be
followed for 5 years after registration or recurrence. Thereafter, patients will be followed annually (+/- 3
months) for overall servival for a total of 10 years after registration.

Please refer to the full protocol text for a complete description of the eligibility criteria and
treatment plan.
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PATIENT POPULATION:
Locally advanced inoperable node-positive non-small cell lung cancer | stage IT or ITI

STRATIFICATION:
-PD-L1 expression (<1%, 1%-49%, 50-100%)
- T-stage (T1-2a vs T2b or higher)

RANDOMIZE™
! !
Arm1 B Arm 2
ET to all sites of known thoracic disease (2 SBRT'' to primary tumor followed by BT to
Gy fi/day to a total dose of 60 Gv) with nodal metastases (2 Gy fiv/day to a total dose
concurrent chemotherapy ™ of 60 Gv) with concurrent chemotherapy™
followed by followed by
Consolidation immunotherapy” x 12 months Consolidation immunotherapy’ x 12 months

*Randomization is 1:1.
"*Chemotherapy is given concurrently with radiotherapy (RT). See Section 5.1.1 for details.
TTSee Section 5.1 for allowable stereotactic body radiation therapy (SBRT) fractionation.

"Consolidation immunotherapy for up to 12 months or alternative consolidation regimens may be
given per the treating physician See Section 5.1.2 for details.
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e Oropharyngeal squamous cell carcinoma, pl6-positive

e = 10 pack-year history of smoking

e 8% ed. clinical stages T1-2N1MO or T3NO-N1MO (8% ed, stage I-II excluding TO. T1-
2NO0, or any N2)

!

STRATIFICATION
Zubrod Performance Status: 0 vs.1

RANDOMIZE*
1 1
Arm 1%% Arm 3##
70 Gy radiation in 6 weeks using 6
fractions per week 60 Gy radiation in 5 weeks using 6 fractions
+ per week + Nivolumab
Cisplatin

*Randomization is 1:1
**See Section 5 for radiation and systemic therapy treatment details,
Note: Arm 2 (see prior schema) eliminated after phase IT interim futility analysis.
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SCHEMA

MENU

Frail or Selected Intermediate Fit Newly Diagnosed Multiple Myeloma

Participants

RANDOMIZATION
|

1

1

1

Arm 1
(VRd-R)
Induction Cycles 1-9 (q28 day cycle)

Arm 2
(DRd-R)
Induction Cycles 1-9 (g28 day cycle}

Arm 3
(DRd-DR)
Induction Cycles 1-9 (q28 day cycle)

Bortezomib Daratumumab and hyaluronidase-fihj Daratumumab and hyaluronidase-fihj
Lenalidomide Lenalidomide Lenalidomide
Dexamethasone Dexamethasone Dexamethasone
1 1 [l
Arm 1 Arm 2 . Am 3 +
Maintenance Cycles 10+ Maintenance Cycles 10+ Maintenance Cycles 10
(928 day cycle) (928 day cycle) 28 day cycle

Lenalidomide

Lenalidomide

Lenalidomide
Daratumumab and hyaluronidase-fihj

1

Until Disease Progression or other
reason for off-treatment
(see Section 7.7)
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Schema

Protocol E4

People with:

= Previous taxane therapy Treatment Regimen 1
(metastatic setting) E4.R1

« Excludes: e o L .
Platinum-resistant epithelial \ (Nilotinib + Paclitaxel)
Serous ovarian cancer

= Excludes: cKIT variants
and PDGFRA D842V

N =40

1.
2.
3.

4.

Repeat cycles until disease progression or unacceptable toxicity.
Restaging scans will be performed every 2 cycles.

Whole exome sequencing and RNAseq (on tissue) will be performed at baseline and at disease progression. Germline Whole Exome analysis (jn
blood) will be performed at baseline. Longitudinal ctDNA monitoring will be performed at baseline, Cycle 2 Day 1, and at progression. See Section
7.2 and Section 10 for more information.

All patients, including those who discontinue protocol therapy early, will be followed for response until progression, even if non-protocol therapy is
initiated, and for survival for 3 years from the date of registration.



PRE-REGISTRATION

Y

Submit
tumor
tissue for
central
BRAF
mutation
testing®

Y

Determination
of BRAF
V6E00E
mutation

A022004
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Schema

1 Cycle = 28 Days

Submit
blood
for

¥

central
ctDINA
testing

REGISTRATION/
RANDOMIZATION

MENU

Arm 1

Encorafenib + Cetuximab
for 6 cycles

Arm 2

Usual care for 6 cycles




Triple Negative
Breast Cancer
T2-4/M0O, T1-
T3/N1-2
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SCHEMA

Arm 1

i

Pembrolizumalb

—

-
RANDOMIZATION Carboplatin Doxorubicin +
+ Paclitaxel Cyclophosphamide
4 cycles 4 cycles
b

Arm 2

Pembrolizumab

—

Carboplatin + Docetaxel

6 cycles

S50C
Surgery

S0C
Surgery

MENU
Adjuvant
Pembrolizumab
pCR —*=
Adjuvant
Pembrolizumalb
RD —p Adjuvant

pCR L

RD >

chemotherapy ®

Adjuvant
Pembrolizumakb

Adjuvant
Pembrolizumab
Adjuvant
chemotherapy ®




Figure 1:

Study Schema

Eligibility:

« LA/mUC

« Previously untreated

+ Eligible for platinum

* Central laboratory HER2
status = IHC 1+

(n=700)

Navigator - Carrie x3621

SGNDV001
MENU

DV + Pembrolizumab

DV treatment until progression; Pembrolizumab = 18 cycles

Stratification Factors:

-

.
.
.

Cisplatin eligibility

Presence of liver metastasis

HERZ2 status

Intent of avelumab maintenance use

Dual-Primary Endpoints
+ PFS by BICR
+ 0OS

Cisplatin/Carboplatin + Gemcitabine
x 4-6 cycles

BICR=blinded independent central review; DV=disitamab vedotin; HER2=human epidermal growth factor receptor 2; IHC=immunohistochemistry;
LA/mUC=locally advanced unresectable or metastatic urothelial carcinoma; OS—=overall survival; PFS=progression-free survival; RND=randomization.
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Figure 1. NRG-BRO02 Schema

Premenopaunsal; resected ER-positive HER2 -negative breast cancer
» pNO with BS 21-25 or 16-20 and high climical risk™

»  pMN1 with ES 0-25

STRATIFICATION
= NodalR5 Status (pINO BS 16-25 vs pN1 RS 0-15 and pN1 RS 16-25)
* Intent) to receive CDE4/6 inhibitor (yes; no)
* Age (18-39; 40 and older)

|

BANDOMIZATION=*
| | |
AEM1 ABRM 2
Orvarian Function Suppression Adpovant Chemotherapy
Ammams; Inhibitor Orvarian Flmc’r;:nn Suppression
Ammatas_e Inhibitor

*  High clinical risk defined as:
1) low histologic grade with primary tameor size = 3 cm, OR
2) intermediate histologic grade with primary tumeor size > 2 cm, OF
3) high histologic grade with primary tumeor size = 1 cm

** FRandomization is 1:1.



Prior to
Consent &

Registration

Screening for
Participants
= Screening
= Plan optimal timing
of consent

£

URCC 22063

Navigator - Courtney x3660

MENU

TIMELINE OF STUDY STAFF ACTIVITIES

Day 0

Consent&
Registration
= Day of Registration
is Day 0

=

Al: Baseline
Day 0 te 15
‘Complete/Administer/
Arrange:
 Participant Information &
On-5tudy Forms
» Clinical Record Form
# PRO REDCAP Ferms
» Actigraphy & Diary
* Administer Physical Function
Testing (If in-persan) or
Arrange Virtual visit
® Blood Draw
» Collection of Tumor Sample
#*Upload CT or PET/CT (Day 0-
30, extra ime)

»

Before A2:

Day 45-Day 60

Reminder

= Send Reminder
Card

Abbreviations: PROs- Patient-reported outcomes; CT- Computed Tomography; PET- Positron Emission Tomography
*Study uses standard-of-care scans. Extra time zllocated for imaging upload during A1 and A2; Wider A3 window allows ample time for imaging upload.

A2: Day 90

+ 15 days (Day 90-105)

Complete/Administer/
Amange:
» Clinical Record Form
® PRO REDCAP Forms
« Actigraphy & Diary
® Administer Physical
Function Testing (If in-person}
or Arrange Virtual vist

# Blood Draw

s*Upload CT or PET/CT (Days
30-120, extra time)

A3: Day 365

+ 60 days (Days 365-425)

Complete
# Clinical Record
Form

» *Upload CT or
PET/CT
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Schema

Last Systemic Therapy (chemo
or radiation)

* Pre-inform potentially eligible
subjects that they “may be
eligible for participationin a
research study.”

* Share QR code to study flyer.

Post-Treatment Clinic Visit
(within one year following completion of
therapy)

+ Confirm DFS status

If DFS confirmed:

=« |nform eligible subject of study

= Consent to study

+ Register to study

+ Administer survey

+ Collect blood sample in clinic or order mobile
phlebotomy

If DFS not confirmed:

= Consent will be obtained at a later time and prior
to study registration, survey administration, and
blood draws

+ |nform potentially eligible subject that they “may
be eligible for participation in a research study.”

« Share QR code to study flyer

= Continue to monitor for DFS status and study

6-, 12-, 18-, and 24-month
follow-up (from date of
Registration)

* Administer survey
Collect blood sample in clinic
or order mobile phlebotomy

eligibility

Surveys entered via EASEE-PRO; Blood sample to lab for processing
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Schema
R
A Arm A:
N Stratification Factors: i
Eligibility: 5 « IMDC Risk Factor: 0 vs . SE‘T{UEU"E:#SAbRIfOl'O“Ed by
) 1-2 ™ systemic therapy' a
+ Metastatic RCC -
- rogression on SAbR
= Primary site addressed by o + Time from Treatment of pSAgbR+ST
Primary: Synchronous ( )
surgery _ M (<1 year) vs
+ No Brain metastasis > 1 p»| Metachronous (=1 year) n
+ IMDC (mod) favorable and » Number of Metastases
intermediate z (2-3 vs 4-5)
+ Total 2-5 metastatic lesions A + Histology (Clear cell vs Arm B:
= All metastasis amenable to T Non-Clear cell) »
SABR « Prior Adjuvant therapy Systemic therapy (ST)' only
I (Yes vs. No)
o]
N

Accrual Goal =472
Cycle Length = assessments will be done every 3 months

1. Systemic therapy will consist of standard FDA approved first line systemic therapy for renal cell carcinoma, as per NCCN guidelines and
with the options outlined in Section 5.1 2. The selection of the systemic therapy regimen used is at the discretion of the treating physician
and in agreement with the patient Once the regimen has been declared and started, patients may not switch to another regimen option.
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Schema
R Meoadjuvant Treatment Adjuvant Treatment
A 1 4
Am A Armm A"
Chemotherapy + Chemotherapy + Atezolizumalb
N Atezoizumab for 3-4 for 34 cycles
> cycles > — (3 cycles F on CAPOX, 4
D (3 eycles if on CAPOX, 4 B cycles f on mFOLFOX or
cycles if on mFOLFOX or FLOT)
Stratification Factors: O FLom u followed by Atezolizumab
1. Choice of chematherapy: alone for & cycles
FLOT vs CAPOX / mFOLFOX M R
2 Tumeor Stage: T4ws T3, T2, T1
| G
Randomization:
11 i E
A R
T - Am B* o Y > Am B
Aterolizumab for 3 cycles Atezolizumaly for 9 cycles
I
240

Arm & Meoadjuvant Prior to randomization, the treatment physician must select one of the following chemotherapy regimens outiined below (see Section
5.2 for detailed administration guidelines).

Arm A Option 1 FLOT: Day 1 Docetaxel 50 mgfm? IV, Oxaliplatin 85 mg/m? IV, Leucovorin 200 mgém? IV, Fluorouracil {5-FU) 2600 mg/m® IV continuous
infusion over 24 hours, Atezolizumab 540mg mg I'V. Repeat cycle every 14 days for 4 cycles.

Arm A Option 2 mFOLFCX: Day 1 Oxaliplatin 85 maim? IV, Leucoverin 400 mg/nt® [V, Fluorouracil (S-FU) bolus of 400 ma'm® followsd by Fluorouracil (5
FU) 2400 mg/m* IV continuous infusion over 45 hours, Atezolizumab 540mg mg I'V. Repeat cycle every 14 days for 4 cycles.

Arm A Opfion 3 CAPOX: Day 1 Oxaliplatin 130 mg/m® IV infusion and Atezolizuma 1200mg IV, Capecitabine 1000 mgéim” twice a day by mouth on Days
1-14 of each cycle. Repeat cycle every 21 days for 3 cycles.

Arm B Neoadjuvant Day 1 Atezoizumab 1200 mg I'V. Repeat cycle every 21 days for 3 cycles.

Surgery: Refer to Section 5.2 .4 for defails for these patients that do not go on to surgery

Arm A Adjuvant: The same regimen used in the necadjuvant setfing will be used in the adjuvant setting. Repeat cycle every 14 days for 4 cycles for FLOT
+Atezolizumab or mFLOFOX + Atezolizumab and repeat cycle every 21 days for 3 cycles for CAPOX + Atezolizumab. After adjuvant Chemotherapy +
Atezolizumab is complete, patient will receive Atezolizumaly 1200mg mg IV alone for 6 cycles.

Arm B Adjuvant Day 1 Atezoizumab 1200 mg IV. Repeat cycle every 21 days for 9 cycles.
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SCHEMA

MENU

Cancer

Hormone Receptor Positive HER2 Negative Clinical Stage 11-1ll Breast

ke

Participants consent to
MammaPrint (MP) testing,
potential participation on trial.

.

Step 1: Registration (Screening)
and tumor tissue for MP testing

-~ ey
-

MP Score is between
negative 0.57 and
negative 1, including
negative 0.57 (MP2 or
high Risk)

MP Score
exceeds
negative 0.57
(MP1 or Low
Risk)

)

Mot eligible for

B

MammaPrint (MP) testing
available, known MP2 score
(between negative 1 and
negative 0.57, including
negative 0.57)

k 4

Step 1: Registration
(Screening)

study Step 2:

- . b
Randomization

‘______..

B %

Arm 1:

Neoadjuvant SOC Chemothera pya
(AC-T)

et

Arm 2:

Meoadjuvant SOC Chemotherapy
{AC-T) with concurrent

Durvalumab®

et o
*Both arms 1 and 2 ik

are 10 cycles long

SOC Surgery

bSee Section 6.0 for
stratification factors

v

Follow Up Perio
years

d: 10




EAY191- A3

Contact Disease Site Navigator MENU
Registered to ComboMATCH
Registration Protocol (EAY191)
¥
Registered to EAY191-3
o \xx\ T
-— K‘“ﬂ ___—____'--L
Cohort 1: Low-Grade Cohort 2: Low- Cohort 3:
Serons Ovarian Cancer

(LGS0C), MEK inhibitor-
naive
(ERAS/NEASHRAS, non-
BRAF V600E aMOIs or
rarve EAF fusions)

Grade Serous
Ovarian Cancer
(LGS0C).
progressed on prior
MEEK inhibitor (not

Pancreatic Cancer
harboring any
ERASNRASHE
AS, non-BEAF
VO00E aMOIs or
rare RAF fusions

Cohort 4: Tumor agnostic
harboring any
ERASNERASHEAS, non-
BRAF V6OOE aMOIs or
rare EAF fusions,
excluding LGSOC,
NSCLC, colorectal cancer,
pancreatic, and melanoma

(R1) Combination of Palbociclib
and Binimetinib

genomically
l selected)
RANDOMIZATION
R1) (R2)
Combination Binimednib
of Palbociclib Alone
and
Binimetinib

Migration to

(E1): Combination of
Palbociclib and
Binimetinib

Cohort 2

Treatment is to continue vntil disease progression. vnacceptable adverse event or for a maximum of 3
years of treatment. Patients will be followed for 3 years or until death. whichever comes first.

*If patients that had been randomized to Cohort 1 Regimen 2, Bimmetinib alone are interested in being
migrated to Cohort 2, Combination of Palbociclib and Binimetinib upon documentation of disease
progression, they will be eligible to migrate to Cohort 2, Combination of Palbociclib and Binimetinib.
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NRG-GUD13
SCHEMA

Pathologically (histologically or cytologically) proven diagnosis of adenocarcinoma of
prostate cancer

o

STRATIFY
* Treating pelvic lymph nodes (ves vs. no)
e Length of ADT (= 18 months vs. = 18 months)
2™ generation anti-androgen (ves vs. no)
* MNicroboost (yes vs. no)

RANDOMIZE™
Arm 1 Arm?
SBRT (ultrahrypofractionation) Conventional or moderate hypofractionation
5 fractions 20-45 fractions

=T - - A _al_ I 1.4
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Schema
Seepe 1
Amm A
Crizotinib 250 mg pe BID
R Days 1-21 - Long-Term Follow-up
Until recsrmence. unacceptable
A touiciy, orup to 2 years
Elighility: N
ALK positee patients D
Stage IB (= 4 cmINIA NSCLC
Complete surgical resection’ o)
Patient neg_}gtered to ALCHEMIST
Screening Tnal (A151216) M
Stratfication: I
1. Stage (1B = 4cmil vs_ 1A}
2. Prior radiation therapy (yes vs. no) z
3. Gender (make vs. famale) Armm B*
E - Long-Term Follow-up
OBSERVATION

SRS Swaets (7 sy

1. Patients must hawe completed any prior sungery 4 or more weeks prior bo randomization and be adequately recoversd at time of randomi zation.
Mandrmem time between sungery and mndomization s 4 months § no aduvant chemotherapy was adminstered, 8 months # adjuvant
chemotherapy was administered, and 11 months if adjevant chemotherapy and mdiation therapy were administered

“Prior to actiation of Addendum B, Arm B patients were recening placebo
‘F‘aiemsE'Inledo:i‘&pr\e'.rhusa!tfﬂ'-dtlﬂsl?ﬂillhmeheenerrnlrq based on AJCC W and patients enncdled after amendment #12 and on will be



Moonshot (NCI 10323) \
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Scenarios for Enrollment into the Cancer Moonshot Biobank

Refer to Protocol Section 4.1

Frash
Tisswe

Colletion

archival
Ti
SUBIMasSon

Bl
Colledion
AL Enrolimean

Appendiy A
Therapy

= Melanoma: Clinicad Stage vV
with Pathalogic Stage 10OR
Clinical Stage I

« Acute myebesid leukemia

»  Multiple mysloma

Cancer Type and Stage ke B
a = Tradtmant i REQLIRED = 15 AN AILABLE i REILNRED
Fatiant has clinical
presentation consistent with = Seheduled to _.I R I_’_ s = ey
DR has baen diagnosad with a DeEpph et
listed cancer:
Vi

= Colorectal cancer; Stage V| o nr:;esas?-:: on » REQLIRED # RECUIRED #l REQUIRED
= Mon-small cell or small call Treatrm=nt

lung cancer: Stage (11
* Prostate cancer: matastatic it Bl

castration-resistant prostate | o | Treated Withow #| RECIMRED ] REQLMRED

canoer Progres=ion
= Gastroesophageal cancer:

Stage v

* Appendix A theraples may be gihven as a singulanfmonotherapy or in combs nation
wiith arvy athver therap es that constitute an FOW-approved treatment reglmen.
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Pre-registration
Pre-registration eligibility criteria met
Ceniral Signatera testing semt*
(provided for by, and done within the comtext of, the A032103 study)*

|
Repistration
Registration eligibility criteria met
I
| |

Cohort A Cohort B
ctDINA(+) cohort ctDINA(-) cohort
| |
| l | | l |
Armm 1 Arm 2 Arm 3 Arm 4
MNivolumab x12 MNivolumab + Mivohunab x12 Surveillance with
cycles™* Relatlimab x 12 cycles®** serial ctDINA
cycles®* testimg***

*Patients who pre-registered based on pT2N0 wothelial cancer with ctDMNA(+) Signatera testing based on
routme standard testing are only eligible if central testing confirms ctDINA(+) result. Note: Thus 1s distinct
from patients with ypT2NO urothelial cancer (1.2, after necadjuvant chemotherapy) wheo are eligible with
either ctDINA{+) or ctDNA(-) testing.

** 1 cycle =28 days

**+*Patients in Cohort B (Arm 4) who develop a ofDNA(+) assay during serial monitoring may be eligible
to be re-registered and receive or intiate nivolumab. A re-registration step is required.

Treatment 1s to continue until disease progression or tnacceptable adverse event or completion of 12
cycles nivolimab +/- relatlimab. Patients will be followed for 5 years or until death whichever comes
first.
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Newly diagnosed .| Asciminib > >

patients with (80 mg QD)

CML CP with NO R1:1 .

prior TKl and = 18 ) Interim End of

years of age N= ~550 Analysis? Study?
Nilotinib _ >

Stratification by > (300 mg BID) v

ELTS

LA single interim analysis will take place when 46 discontinuations due to AE have occurred. If
statistical significance is reached, the |IA will be used to allow for an early assessment of the benefits of
asciminib. Refer to Section 9.8 Interim Analysis for details.

?Participants can be treated in the study until 65 discontinuations of study treatment due to AE
(TTDAE) are met. End of study is defined as when the necessary number of events for the primary
analysis has been reached and when end of treatment and the last assessments as per Table 1-1 are
completed. Refer to Section 6.1.5 Treatment Duration for additional details.

N= Approximate number of participants required to achieve 65 events (refer to Section 9.9)
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NRG-CC011 SCHEMA

EEGISTEATION (Step 00~

Stage I-I11. non-metastatic breast cancer participants who are 18 years of age or
older and = 6 months to 5 years post-treatment
{(Verbal consent obtained to administer the Screening Assessments)
For inclusion participant must have:
* 3ascore of <12 on the PROMIS Adult v2.0 - Cognitive Function 4a
* must score =3 on the 6-item cognitive screen
must score < 3 on the Patient Health Questionnaire-2 (PHQ-2)

I

| INFORMED CONSENT SIGNED |

v

| BASELINE ASSESSMENT COMPLETED |

v
STRATIFICATION
*  Apge (= 50 and =50 years old at diagnosis)
*  Chemotherapy use (ves/no)
*  Current endocrine therapy use (yes/no)

i
EANDOMIZATION (Step 1)**

| '

Arm 1 Arm 2
Attention Control Computerized Cognitive
Training (BrainHQ)

*=All potential participants will be registered in Step 0.

**If a participant meets all eligibility requirements. provides wriften informed consent, and
completes the baseline assessment (both surveys via VTOC tool and neuropsychological
assessment). the participant will be randomized in Step 1.

**Randomization is 1:1
Fegistration (Step 0) and Fandomization (Step 1) are a collaboration of NE.G Oncology sites,
WNEG SDMC, and Ohio State Universify (shading represents the steps where sites are involved).
The baseline assessment 15 a function of the NEG Oncology SDMC and Ohio State University only.
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NRG-BNO10
PHASE IT SCHEMA (20-DEC-2023)
OPENED TO ACCRUAL WITH PROTOCOL AMENDMENT 3

First recurrence of glioblastoma after frontline therapy

l l

Group 1 Group 2=+
Surgical resection NOT clinically indicated Surgical resection clinically indicated
Arm 1+ Arm 2+
Atezolizumab + Tocilizumab® Atezolizumab + Atezolizumab
Tocilizumab

| | |

Fractionated Stereotactic Fractionated Stereotactic
Radiotherapy (FSRT) Fadiotherapy (FSRT)
(3-7 days after dosing) (3-7 days after dosing)

l

SURGICAL RESECTION
{7-14 days after FSET)

., ]

Atezolirumab + Tocilizumab*
every 4 wks x 2 years




Onkine 12-Week

12
weeks

Onlineg 24-Week

WEF-2202
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There are four SHINE intervention components: (1)
psychoeducation about cancer-related sexual morbidity
(“Sexual Health Essentials™). (2) training for
communication  with  clinicians  (“Health  Care
Discussions™), (3) training for communication with
partners (“Partner Conversations™). and (4) physical
intimacy promotion (“Intimacy Insights™). In total. there
are 16 SHINE conditions, or combinations of four
SHINE intervention components. See Table 1 for the
detailed list of conditions.

Sample Size: n=320 (20 participants randomized into
each of the 16 conditions)

Studv Duration: 24 weeks

. MENU

Table 1: Study Factorial Design

1 Enhanced

2 Enhanced On On Off |20
3 Enhanced On Off On 20
4 Enhanced On Off Off 20
5 Enhanced Off On On 20
6 Enhanced Off On Off 20
7 Enhanced Off Off On |20
8 Enhanced Off Off Off 20
9 Standard On On On 20
10 Standard On On Off 20
1 Standard On Off On 20
12 Standard On Off Off 20
13 Standard Off On On 20
14 Standard Off On Off 20
15 Standard Off Off On 20
16 Standard Off Off Off 20
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Alliance A062102

Randomized Phase II Schema

1 Cyecle = 28 Days

Monitoring off
therapy
P R /' Py
R E
E G
I Randomize
- — > ‘
R % (1:1)
E E Iberdomide at
G R recommended
* phase 2 dose

*  All patients must be pre-registered in order to submit the required bone
marrow and blood specimens to the Alhance HEME Biorepository (see
Sections 4.4 and 6.2).

Treatment 1s to continue until disease progression or unacceptable adverse event. Patients will be followed
for 4 years or until death, whichever comes first.
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SCHEMA|

1 cycle =21 days

Initial therapy (adjuvant

chema) Continnance Therapy

Arm B: Platinum doublet for Pembrolizumab for &

e 4 cyeles i _, | infusions/16 total cycles

Arm C: Platinum doublet 4 Pembroli ab for 6

cycles + pembrolizumab in - .. | infusions/12 cycles (16

Cycles 1 and 3 total cycles of
pembrolizumab)

tHNSZ20U 4

After the release of Update 07 patients will be randomized to Arms B and C. A081801 previously
had an Arm A in which patients receive a platinnm doublet followed by observation.

Patients will be followed for up to 10 years or until death, whichever comes first.
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Sonrotoclax +
Zanubrutinib (
12 cycles after 3 y | Observation ]

cycles zanubrutinib
untreated CLL Randomize slone

(n—640) 111 LN A

Arm B r ™
Venaetoclax

|2 eycles +
Ob j
Obinutuzumab _[ servation J

& cycles

Arm A

Previously

o
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