
Alliance NCTN Transition Update 
Clinical Research Professionals Committee Meeting – May 8, 2014 

Trini Ajazi, Chief Administrative Officer 
Denise Brennan, Chief Financial Officer 

Marcia Kelly, Membership and Administrative Manager 
Michael Kelly, Director, Protocol Operations 



Agenda 
l  Personnel Updates 
l  National Clinical Trials Network (NCTN) Update* 

 - NCTN Participation 
 - Rostering issues 
 - Payment model and mechanism 
 - Training Update 
 - Questions and answers (Q&A) session 

*Many slides provided by CTSU 

 



 
 
Office of the Group Chair: New 
Personnel 

Meetings and Operations Coordinator – 
Alison Lewandowski 



 
•  Director of Translational 

Research Operations ~ 03/2014 

•  Post Doctorate in Clinical 
Pharmacology and 
Pharmacogenomics at the 
University of Chicago 

•  Molecular cancer biomarker 
development and oncology 
pharmacogenetics/genomics 

•  Supports both CPOP and 
Translational Research Program 

 

 
 
 
 
 
 
 
 
 

 
Yujia Wen, MD, PhD 

Central Protocol Operations 

Program Personnel Update 

Director of Translational Research 
March 2014 



NCTN Swim Lane Rule 
 
l  Adult Group sites must function under a LAPS grant, a CCOP 

grant, or under the NCTN Group grants (Rostered) and can only 
participate under one of these mechanisms (swim lane rules). 



Participation Rules for LAPS 
Ø  Tier 1 sites are administrative and 

cannot accrue subjects. 

Ø  Tier 2 and Tier 3 sites are enrolling 
sites and are eligible for audit. 

Ø  LAPS  may be on multiple Group 
rosters and Groups must claim all 
sites within the LAPS grant. 

Ø  Enrollments for LAPS sites will be 
paid for by the LAPS grant. 

Ø  Enrollments for the LAPS aligned 
affiliates and LAPS aligned sub 
affiliates will be paid by the 
credited Network Group(s). 



Participation Rules for 
CCOPS/MB-CCOPS 

Ø  Tier 1 sites are administrative 
and cannot accrue subjects 
but may be eligible for audit. 

Ø  Tier 2 and Tier 3 sites are 
enrolling sites and are eligible 
for audit. 

Ø  CCOPs may be on multiple 
Group rosters and Groups 
must claim all sites within the 
CCOPs grant. 

Ø  CCOP enrollments will be 
paid for by the CCOP grant. 



Participation Rules for Adult Network Groups 

Ø  Tier 1 Main Members, all Tier 2 
Affiliates  and Tier 3 Sub affiliate  
sites are enrolling sites. 

Ø  All enrolling sites will be  eligible 
for audit. 

Ø  Sites can be on multiple NCTN 
rosters. 

Ø  Main Member/Affiliate sites can 
participate in multiple tiers across 
groups, but can only be claimed 
once by a group (e.g. Main 
Member for Group A, but Affiliate 
for Group B). 



Crediting Rules 
l  US sites may credit any participating Network Group 

to which the site and credited investigator are affiliated 
and participating on the protocol. 

l  Canadian sites must credit the NCTN Group that holds 
the CTA. 

l  International sites must credit the Lead Protocol 
Organization (LPO) if they are a member of the LPO. 

l  International sites that are not members of the LPO 
must receive approval from their credited group and 
consistently credit the same group for the protocol. 



Network Group Structure 



What Sites Should be Rostered? 
 

Per Clinical Trials Monitoring Branch:  

 any site where patients are consented must be 
on the membership roster 

 



Maintaining  
 

Person Rosters 



Adding/Deleting Persons  
for CCOPs 





Adding/Deleting persons from  
LAPS and Non-CCOPs 



Updating Person Roles 







ROLES 



Payments 



Federal payment categories 
l  Funding for trial activities will fall under one of the 

following categories: 
l  Screening for Intervention 
l  Basic Intervention 
l  Advanced Imaging 
l  Biospecimen Collection 
l  Special (complex or rare disease trials) 
l  Quality of Life 
l  Non-NCI/DCTD Funding (e.g., Industry) 



Federal payment types 
l  Funding pages updated on CTSU website for 

each NCTN protocol 
l  Funding levels are approved by CTEP prior to 

protocol activation 



OPEN and payment triggers 
l  For ‘mandatory’ funding types such as ‘basic 

intervention’ or ‘screening,’ completion of the 
patient enrollment in OPEN is considered the 
triggering event for payment eligibility 

l  For imaging and biospecimen payments, site 
staff are required to enter data via OPEN at the 
time the site becomes eligible for payment 

l  Funding screen will only be visible when there is 
optional or conditional funding for a study 



Optional and conditional funding 
l  Optional Funding Type – A test or evaluation 

that is offered to the patient but is not required 
for the patient to participate on the study 

l   Conditional Funding Type - A test or evaluation 
that is required per the protocol for patient 
participation on a study but is dependent upon 
other parameters, such as patient eligibility 



OPEN Funding Screen 

Funding Type, Funding Type # and 
Specify will be pre-filled based on 
funding available for the study. 

A completion 
date is 
required for 
reimbursement
. 



Foundation payments 
l  Available to all sites and dispersed from Group 

credited 
l  Phase II complexity for concepts approved by CTEP 

prior to 8/31/2012 
l  Supplemental funds for NCI trials 

l  Pass through payments from other Groups 
 



Alliance Online Training 



Access to Online Training is 
through the ALLIANCE 
member website.  You will 
need to know your CTEP-IAM 
username and password. 



Online Training is located 
under the Education & 
Training menu. 

Click on “get started” to enter 
the course catalog.  



From the catalog, hover over 
any learning resource name to 
see details. 
 
Click on a resource name to 
continue. 



Catalog 

l  For Site Staff: 
l  Resources for Clinical Research Professionals 
l  Informed Consent 
l  Institutional Review Boards 
l  Audit Preparation 
l  Geriatric Assessment 
l  CALGB 140503 Presentation 



Catalog continued 

l  For Alliance Study Chairs: 
l  Concept Development 
l  Protocol Development 
l  Translational Research Program – Concept and 

Protocol Development 
l  Study Conduct 
l  Publications Overview 



Catalog continued 

l  For Alliance Auditors: Auditor Training 
l  Upcoming Training Topic: Alliance Member 

Orientation 
l  Questions? Send an e-mail to 

training@allianceNCTN.org 



Questions & Answers 

Q&A from Town Hall web conference posted on 
Alliance website 

 


