CTN Nodes

Leveraging Partners and Resources in Clinical Trials \
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Objectives

After participating in this webinar, the trainee
will:

Be familiar with the history and infrastructure of the NIDA
v

Be familiar with overall study development process

.

-

studies

.

Be able to name one “best practice” for serving as a Lead
Node

v/
v Be familiar with benefits for engaging local nodes in
v/

.

2/8/2024



2/8/2024

> HISTORY OF THE

NIDA CTN

Institute of Medicine Report of 1985
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Serious medical and social problems Orug
have evolved because of SUD 0y, Anti-Drug Abuse Act of 1988
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Institute of Medicine
Report of 1998

Bridging The Gap

Conclusion: A significant gap
between treatment found
effective in research and the
treatment being offered in the
community

The NIDA National

Drug Abuse
Treatment Clinical @

Trials Network

1999
[
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CTN INFRASTRUCTURE

Where does the CTN fit in?

> Department of Health and Human Services
> National Institutes of Health (NIH)

> National Institute on Drug Abuse (NIDA)

» Center for Clinical Trials Network (CCTN)

Director: Betty Tai, PhD
Deputy Director: Geetha Subramaniam, MD
Addiction Medicine Team Leader: Kristen Huntley, PhD

Behavioral Medicine Team Leader: David Liu, MD
Program Officer: Ron Dobbins, MBA, PMP
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CTN Network Organization

» NIDA CCTN

» 16 Nodes and their
associated sites

v

Clinical Coordinating
Center (Emmes)

Data and Statistics
Center (Emmes)

v

CTN Internal Components

. Community Research .
Cg cl)\lmsrﬁtetrérég Representative Development Pcuobr:: fnati]t%r:
Council (CIRCL) Committee

Node
Coordinators
Workgroup

Other ad hoc
workgroups and Study Teams
taskforces

Special Interest
Groups
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What is a Node?

11

Typical Core Node Personnel

\Wuﬂ

» Principal
Investigator(s)

» Co-Investigators/Sub-
Investigators

Node Coordinator(s)

Quality Assurance

Protocol Management
Regulatory
Statistical

vV v.v. v v .Yy

Training
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r. Funding

» CTN award is a cooperative agreement

» Prime award to Node institution provides funding for
core personnel (including co-investigators and
consultants at other institutions) and some overall
costs

» Study-specific funding comes via Supplements,
Carry-Over Requests, and/or subawards from other
nodes

» Prime awards are funded annually throughout the
funding cycle

» Prime award budgets are included in annual report \
(RPPR)

» Study-specific funding also funded annually, through the
relevant funding mechanism

» There is NO automatic carryover into the next
performance year

» Remaining funds from prior performance years,may
be formally requested as needed through a Carry
Over Request S

13

CTN Study Development

14
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Working
Collaboratively

» Investigators should plan on
collaborating with investigators in
other nodes

» Study development
» Study conduct

15

Concept Process

Collaboration Concept RDC Review CCTN Review Go/No-Go \
\ )

16
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Submission

Title Page*

Significance and Specific Aims
Research Strategy

Public Health Impact
Suitability/Feasibility for the CTN
Research Team

References*

Budget*

RDC Review Elements
Overall Impact

Significance

Investigator(s)

Innovation

Approach

Environment

Collaborative Arrangements

Statement on the Inclusion of ; ;
e P A CTN Appropriateness/Readiness
Appropriateness of Proposed

*Not included in 3-page limit Budget

Concept Elements

CTN Toolbox
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tHome  Calendar Prolocols - CTN Summary Roports | GTN Toolbox ~ s HelpDesk  Library

Form  Node Coordinators  Help Dosk Contact

CTN Research Toolbox

The Clinical Triats Network (CTN) Ressarch Toolbox is & esourcs o both new and experienced Investigators and (eams that are conducting studies within the
NIDA (National Institute on Drug Abuse) CTN. The Toolbox provides templates for key documents and in-dopth stop-by-step guidance on tho intogral tasks
associated with developing, implementing, and publishing a NIDA CTN clinical research study This quidance was created to provide @ compilation of important
documents (o @ , Protocol template, Study timeline and Endorssment form), layout the important lasks of the Lead Investigator and their (eam wilh the Center for
the Clinical Trial Network (CCTN) and Goordinating Conters (GEC and DSC) and docrease the onigma of cortain NIDA, GCC, and DSC functions.

The CTN Toolbox link supports information found in the CTN Policies and Procedures and GTN By-Laws. While the Policies and Procodur

G nivimesearcrr ioUivoA

The Clinical Trials Network (CTN) Research Toolbox is a resource to both new and experienced investigators and teams that are conducting studies within the
NIDA (National Institute on Drug Abuse) CTN. The Toolbox provides templates 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. This guidance was created to provide a compilation of important
documents (e.g., Protocol template, Study timeline and Endorsement form), layout the important tasks of the Lead Investigator and their team with the Center for
the Clinical Trial Network (CCTN) and Coordinating Centers (CCC and DSC) and decrease the enigma of certain NIDA, CCC, and DSC functions

The CTN Toolbox link supports information found in the CTN Policies and Procedures and CTN By-Laws. While the Policies and Procedures and CTN By-Laws
are the rules and regulations of the NIDA CTN, the Toolbox is designed to provide guidance to assist research teams from developing a Protocol concept to
delivering the Final Study Report submission to NIDA and publication of study results. Note: As processes are drafted and updated, the CTN Toolbox will be
amended to reflect the latest information available at the NIDA CCTN, CCC, and DSC

In addition, below can be found the CTN Directory with contact information for Node Principal Investigators, as well as a listing of Node numbers.

CTN AND SIG DIRECTORIES
National Drug Abuse Treatment CTN Directo;

18
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Lead Teams

Lead Investigator(s)
Sub/Co-Investigators

NIDA CCTN Scientific Officer
CccC

DSC

Logistics personnel - Regulatory,
QA, Project Management,
Statistical, Training

Node Coordinator

Protocol Development and
Pre-Implementation Process

Funding Protocol Approval by
Submission Deve[opment NIDA/PRB

Logistics
Development

Site Node/Site Training &
Selection Funding Pre-launch

2/8/2024
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Site Selection

Lead Investigator communicates with each Node and
provides materials

» Surveys

» Estimates of target enrollment with gender, age,
ethnic/racial minority breakdown

» Budget
Node staff collect information from sites

Node staff provide Lead Investigator with completed
surveys from sites

Lead Investigator works with rest of Lead Team to make
selections

2/8/2024
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Coordinating
With Local
Nodes

23
Purpose
NIDA CTN requires that the role of a Node Pl is met for every study
site to:
» Provide oversight and study management to their site throughout
the conduct of the study
» Ensure each site affiliated with their Node complies with
regulatory responsibilities
» Ensure each site obtains and maintains an FWA
» Work with local IRBs to obtain reliance agreements with the
study single IRB
» Ensure research personnel receive and document appropriate
training
» Monitor study progress and provide necessary resources for
conducting the study
CTN Policies and Procedures V13.0
April 11, 20
24

12
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Benefits

» Ongoing relationship with the site means greater understanding of local issues

» Allows Lead Node to attend to overall study performance rather than day-to-
day operations at the site

» Provides additional direct support to study teams; problem-solving for local
issues- GEOGRAPHY!

» Local QA efforts identify problematic trends and correct them early

» Local QA reports assist the Lead Node in understanding how site is doing and
challenges they have been facing

» Local node serves as a mentor to sites; helps address interface of personal
challenges and study performance

» Advocates for the site

» Serves as a liaison between Lead Node and Site to ensure smooth
communications

25
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Best Practices for Study Development

» Utilize guidance and templates in the CTN Trial Progress Report
website https://ctntpr.com/

» Begin work on the Operations Manual and training before
sending the finalized protocol to the NIDA PRB

» Reach out to other CTN investigators who have done similar
types of CTN studies; consider adding them as collaborators or
Co-Investigators

» Borrow heavily from prior studies (Operations Manuals, CRFs,
source documents, training documents)

» Determine types and levels of local node engagement before Y
site selection -~

27

Best Practices for Study Implementation

Provide clear guidance on site set-up

Engage local nodes early in the process; include on all site communications

Collect and maintain up-to-date study directory
Develop regular opportunities for communications

o2 Provide sites with a variety of sIRB-approved recruitment/retention materials

A Provide sites with study management tools

Regularly review and utilize all reports and feedback opportunities

m  Include team-building/staff-morale activities

2/8/2024
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Additional
Resources

CTN Website -

CTN Dissemination Library -

NIDA Data Share -

{R61/R33 Clinical Trial Only]

This natice of funding opporturity (NOFO) will support research projects that
develop and test drug misuse prevention and/or harm reduction strategies,
extending the continuum of care within U.S. rural communities impacted by the
opioid/stimulant epidemic. The overall goal is to reduce drug use and associated
risks and harms for individuals with unmet prevention and/or harm reduction
needs. Research activities will be conducted in twa phases (i.e., developmental
R&1 phase and implemertation and effect veness trial R32 phase). Each phase of
the project must involve community partners and potential end users of the
research findings. These projects should vield effective community-level strategies
to meet prevertion andy/or harm -reduction needs in diverse rural communities in
the U.S. Applications are due January 26, 2024.

Pepulations that Experience Health Disparities

Help erhance Sereening, Brief Intervention and Referral to Treatment (SBIRT)
with referral to preventive intervention approaches for popul ations that experience
health disparities! The Mational Institutes of Health (NIH) Office of Disease
Prevention (ODP) and participating Institutes, Centers, and Offices are inviting
applications for research projects that test innovative approaches to implementing
Screening, Brief Intervention and Referral to Treatment or Prevention { SBIRT/P)
for alcohdl, tobaces, and other drugs (ATOD) use and misuse in adult populations
that experience health disparities,

This RO funding opportunity will suppart dinical trial research that develops
and prospectively tests implementation strategies that overcome barriers to
SBIRT/P in diverse settings. Projects are strongly encouraged toinclude robust
engagement with relevant health care and community partrers and examine
organizational and system cortexts. First receipt date is February 5, 2024.

AND HOT OFF THE PRESS

The Natienal Drug Abuse Treatment Clinical Trials Network (UG1 Cli
Trial Required) NOFG has now heen published! Check it out here; REA-DA-25-
027: The Nati D T e T rinls & (UG

ci

| Trial Required

CTN Protocol Template v6.0 Now Available in the
Investigator’'s Toolbox

CTN Trial Progress
Randemizations for Active
Studies as of the November
15 Trial Progress Report.
LTN-0080 - Ervolled 140
L£TN-D096 - Enrolled 36
CTN-0088 - Enrolled 187
CTN-0099 - Errolled 1742
CTN-0100

Discontinuation - Enrolled 208
Retention - Enralled 356
CTN-D101 - Ervolled 202
CTN-0107 - Errolled 150
CTN-D108 - Ervolled 113
LTN-0109 - Ervolled 75
CTN-D110 - Enrolled 18
CTN-0116 - Ervolled 142

LTN-0126 - Ervolled 13

This project is supported by @
grant from the National
Instiute on Drug Abuse [o tha
University of

Washingten Additions, Drug &
Alcohol Institute, but the
information cn this site fias not
been reviewed by NIDA and
does not necessarly reffact the
viaws of the Institute.

Questions?

Thank you!
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