
2/8/2024

1

CTN Nodes
Leveraging Partners and Resources in Clinical Trials

Presenter: Frankie Kropp, MS, LICDC

Facilitator: Lynn Kunkel, MS, CCRP

Objectives

Be familiar with the history and infrastructure of the NIDA 
CTN

Be familiar with overall study development process

Be familiar with benefits for engaging local nodes in 
studies

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

After participating in this webinar, the trainee 
will:
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HISTORY OF THE 
NIDA CTN

Institute of Medicine Report of 1985

Despite SUD being a medical illness, the 
focus of treatment has been almost 
entirely psychosocial

Anti-Drug Abuse Act of 1988

NIDA Medications 
Development Division 1990

Serious medical and social problems 
have evolved because of SUD
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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 (DHHS)

 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

 Clinical Coordinating 
Center (Emmes)

 Data and Statistics 
Center (Emmes)

CTN Internal Components

CTN Steering 
Committee

Community 
Representative 
Council (CIRCL)

Research 
Development 
Committee

Publications 
Committee

Node 
Coordinators 
Workgroup

Special Interest 
Groups

Other ad hoc 
workgroups and 

taskforces
Study Teams
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What is a Node?

Grantee

Site

Site

Site

Site

Site

Site

Site

Site

Site

Site

Typical Core Node Personnel

 Principal 
Investigator(s)

 Co-Investigators/Sub-
Investigators

 Node Coordinator(s)

 Quality Assurance

 Protocol Management

 Regulatory

 Statistical

 Training
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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

CTN Study Development 
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Working 
Collaboratively

 Investigators should plan on 
collaborating with investigators in 
other nodes

 Study development

 Study conduct

Concept Process

Collaboration Concept RDC Review CCTN Review Go/No-Go
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Concept Elements

Submission
Title Page*

Significance and Specific Aims

Research Strategy

Public Health Impact

Suitability/Feasibility for the CTN

Research Team

References*

Budget*

Statement on the Inclusion of 
Minoritized Populations*

RDC Review Elements

Overall Impact

Significance

Investigator(s)

Innovation

Approach

Environment

Collaborative Arrangements

CTN Appropriateness/Readiness

Appropriateness of Proposed 
Budget*Not included in 3-page limit

CTN Toolbox 
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Lead Teams

 Lead Investigator(s)

 Sub/Co-Investigators

 NIDA CCTN Scientific Officer

 CCC

 DSC

 Logistics personnel – Regulatory, 
QA, Project Management, 
Statistical, Training

 Node Coordinator

Protocol Development and 
Pre-Implementation Process

Funding 
Submission

Protocol

Development
Approval by 
NIDA/PRB

Logistics

Development

Site 
Selection

Node/Site 
Funding

Training & 
Pre-launch Site Initiation
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Typical Study Funding Structures

Lead 
Node

NIDA

SiteLocal 
Node

NIDA

Lead 
Node

Local 
Node

Site

Lead 
Node

NIDA

Site

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
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Coordinating 
With Local 

Nodes

Purpose
NIDA CTN requires that the role of a Node PI 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, 2023
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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

Lead Node Best 
Practices
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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 
site selection

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

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

Provide sites with study management tools

Regularly review and utilize all reports and feedback opportunities

Include team-building/staff-morale activities
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Additional 
Resources
 CTN Website -

https://ctntpr.com/

 NIDA CTN Page -
https://nida.nih.gov/organizatio
n/center-clinical-trials-network-
cctn/clinical-trials-network-ctn

 CTN Dissemination Library -
https://ctnlibrary.org/

 NIDA Data Share -
https://datashare.nida.nih.gov/

Thank you!
Questions?
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