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Preclinical Background

SWOG - CTTC

Types of Clinical 

Trials
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Phase I

Determine Maximum Tolerated Dose 

(MTD)
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Phase II

Tumor Response

SWOG - CTTC

Phase III

New Treatment vs Standard Treatment

SWOG - CTTC

Protocol Development
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Protocol Development Process

SWOG - CTTC

1 •Committee Chair

•Approves Concept

2 •SWOG Executive Review

3 •NCI Concept Review (Steering Committee)

4 •Protocol Written

5 •Formal NCI (CTEP) Review

6 •Revisions

7 • Approval

Committee Chair Approves Concept

SWOG Executive Review

NCI Concept Review (Steering Committee)

Protocol Written

Formal NCI (CTEP) Review

Revisions

Approval
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Key Protocol Sections

SWOG - CTTC
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Key Protocol Sections

Schema Section 5 – Eligibility 

Criteria

SWOG - CTTC

Key Protocol Sections

Section 7 – Treatment 

Plan

Section 8 –

Toxicities/Dose 

Modifications

SWOG - CTTC

Key Protocol Sections

Section 9 – Calendar Section 12 – Discipline 

Review

SWOG - CTTC
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Key Protocol Sections

Section 14 – Data 

Submission Schedule

Master Forms Set

SWOG - CTTC

Protocol Actions

SWOG - CTTC

Protocol Actions

SWOG - CTTC

Activation Amendment Revision

Permanent 

Closure

Temporary 

Closure

Memorandum
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SWOG - CTTC

SWOG - CTTC

National Clinical 

Trials Network

(NCTN)
https://ctep.cancer.gov/initiativesProgram

s/nctn.htm

SWOG - CTTC
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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

CTSU Website

http://www.ctsu.org

SWOG - CTTC
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What Questions Do You 

Have?

SWOG - CTTC

Your Protocol 

Coordinators

SWOG - CTTC

Dana Sparks
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