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) Learning Objectives

¢ Identify the location of the CTN Policies and
Procedures, Bylaws, and the Investigator Toolbox.

* Describe the structure and some of the main tools
and documents within each section of the Toolbox.

e Understand the ways in which the Toolbox can be
used as a resource for those involved in developing,
implementing and managing clinical trials.
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) Investigator Toolbox Development and Origin

* CTN Policies and Procedures Guide V6.0 — recently
updated: http://www.ctndsc2.com/

— Reminder - CTN studies must comply with all federal
policies and the P&P provides highlights

* Current ByLaws: http://www.ctndsc2.com/

— Inclusion of new definitions and new CTN structure

* Request for Applications (RFA) number:
RFA-DA-15-008 (The NDAT CTN UG1):
http://grants.nih.gov/grants/guide/rfa-files/RFA-DA-
15-008.html
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; TPR Website — Investigator Toolbox Location
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; Investigator Toolbox Development and Origin

e The Toolbox provides elaboration and details on
the CTN Policies & Procedures document
sections.

* This website is dynamic, with new documents,
updates, and resources added frequently.

* Suggestions from users are always welcome.
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; The Clinical Trials Network Investigator Toolbox

e The Clinical Trials Network (CTN) Investigator Toolbox
is a resource designed to provide guidance to both
new and experienced investigators that are
conducting studies within the NIDA (National
Institute on Drug Abuse) CTN.

* The Toolbox provides templates and examples for key
documents and in-depth step-by-step guidance on
the integral tasks associated with developing,
implementing, and publishing a NIDA CTN clinical
research study.
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; Investigator Toolbox Location

www ctndsc2.com

‘CT Clinical Trials
Clinical Trial Repors
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Welcome to the MIDA CTH Clinical Trials Report Website
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; Investigator Toolbox Sections
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; Investigator Toolbox Sections

PROTOCOL CONCEPT
PROTOCOL DEVELOPMENT

?
1 PRE-IMPLEMENTATION

IMPLEMENTATION

STUDY TERMINATION
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) Protocol Concept

*  Protocol Concept Introduction

e Design and Analysis SIG input on early-phase
trials in the CTN

e Research Development Committee (RDC)- CTN
concept submission and review process and
procedures
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) Concept Submission Procedures
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) Protocol Development

* Protocol Template
* Management of Key Study Documents
* Protocol Review Board/DSMB
* Registering a CTN Study on ClinicalTrials.gov
e Important Study Responsibilities
* Multicenter Trial Start Up and Timeline
— Pre-Implementation Calculator
— Protocol Timeline/Milestone Calculator
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) Important Study Responsibilities

e

Important Study Responsibilities

) CTN Protocol Timeline/Milestone Calculator
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) Pre-Implementation

Training

Site Selection

Regulatory

— Forms- samples, instructions, templates
— Certificate of Confidentiality (CoC)

— CTN Regulatory Binder requirements

— CTN Guidelines for Defining IRB Involvement
* Assessments




) CLIA document (example)
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) CAP document (example)
The College of American Pathologists
Laboratories
(I | ircinic
MD
Accredited
Laboratory
20

NIDA CCC Guidelines for Defining IRS and Required in CTN Trials
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) Implementation

* CTN Follow-up and Offsite Assessments
¢ Site Initiation Preparation and Endorsement
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) Site Initiation Preparation and Endorsement
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) Site Initiation Preparation and Endorsement
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M Study Termination

Final Study Report Preparation

Final Study Report Preparation

Introaucon and Pupose

4/14/2016

-

; Investigator Toolbox Next Steps

* Add more materials and examples.

* Obtain feedback on existing content and ideas for
new tools, documents, and materials — direct
comments to the Toolbox support team at:

0 CTNtoolbox@emmes.com
¢ Share materials developed by others (e.g., site
tools that may be relevant for other study sites).

* Alternatively, contact Dee Blumberg directly at
dblumberg@emmes.com.
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; Questions / Comments

Alternatively, questions can be directed to the presenter(s)
by sending an email to CTNtraining@emmes.com.
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) http://ctndisseminationlibrary.org/ctntraining.htm

A ding of this pri ion will be available electronically.
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) Next Topic...

CTN-0044 WEB-TX: A
Review of the Primary
and Secondary
Outcomes
Wednesday, May 25, 2016

at 1:00 pm ET

THANK YOU FOR YOUR
PARTICIPATION
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