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New Treatment wvs Standard Treatment

SWOG- CTTC

Protocol Development

X SWOG = SWOG - CTTC

Protocol Development



Clinical Trials Training Course

Protocol Development Process
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(and 1/2) Concepts OEWG Timeline

OEWG timeline for opening a trial to enrollment, for
Cooperative Group Phase 2 (and 1/2) Concepts:

Target timeline: 210 days
Absolute deadline: 450 days

National Cancer Insti

Cooperative Group Phase 2 (and 1/2) Concepts include the
following:
+ Cooperative Group phase 2 (or 1/2) Concepts > 100 patients
notin toa LOI mass

Phase 2 concept approval stage: 60 days (Day 1 - 60)
Protocol authoring stage: 60 days (Day 60 — 120)
Protocol approval and open to enroliment: 90 days (Day 120 — 210}

(Please see timeline flowchart on next slide.)
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hase 3 Concepts \
OEWG Timeline \

OEWG timeline for openinga trial to enrollment, for
Phase 3 Concepts:

Target timeline: 300 days
Absolute deadline: 540 days

Phase 3 Concepts include the following:
+ All Phase 3 Concepts.

Concept approval stage: 90 days (Day 1 - 90)
Protocel authoring stage: 90 days (Day 90 — 180)
Erotocel approval and open to enroliment: 120 days (Day 180 — 300)

(Please see flowchart imeline on next slide. )

Stage 1+ Concep npprovet \
Targer = 90 days \

Stage 2: Protocol submission
Targer — 90 days

Stage 3: Proocot Approval and Activation
Targed — 120 days

|Trmet ror cpening wiat 1 enrotment 1= 360 carendar aays ]

| e |

v g e
==L

Key Protocol Sections

R SWOG =, SWOG- CTTC [ne E Nclm

Protocol Development 5



Clinical Trials Training Course 2019

AN

Key Protocol Sections \
Schema Section 5 - Eligibility
Criteria

% SWOG SWOG - CTTC
Key Protocol Sections \
Section 7 - Treatment Section 8 -
Plan Toxicities/Dose
Modifications
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Key Protocol Sections \
Section 9 - Calendar Section 12 - Discipline
Review
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Key Protocol Sections
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A Randomized, Phase II Efficacy Assessment of ~ “ 7 ® \
Multiple MET Kinase Inhibitors (Cabozantinib [NSC

#761968], Crizotinib [NSC #749005], Savolitinib [NSC b

#785348], and Sunitinib [NSC #736511])in Metastatic
Papillary Renal Carcinoma (PAPMET)

Research committees Treatment

SWOG- CTTC

Eligibility Criteria - Reports & Approvals \
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National Clinical
Trials Network
(NCTN)

https://ctep.cancer.gov/initiativesProgram
s/nctn.htm
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NCTN \

+ ALLIANCE / Alliance for Clinical Trials in Oncology

* ECOG-ACRIN / ECOG-ACRIN Cancer Research Group

« NRG / NRG Oncology

* SWOG / SWOG

* CCTG / Canadian Clinical Trials Group

+ COG / Children's Oncology Group

SWOG - CTTC )

NCTN Network Structure \

NCI National Clinical Trials Network Structure

CTSU Website

http://www.ctsu
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