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Planned Implementation 
of NIH Policy on 

Single IRB (NCI CIRB)
for US Sites Participating 

in the NCTN & NCORP 
Clinical Trials Networks
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Underlying Principles for Implementation

Membership in the NCI CIRB is necessary for US sites in the NCTN 
and NCORP Clinical Trials Network Programs by the 
implementation date for new enrollments to any “new” or “legacy” 
NCTN/NCORP trial regardless of when the trial was activated by NCTN 
Grp/Network (CTSU)

Rationale: Membership signals the site’s commitment to participating in the 
NCTN and/or NCORP Network Program(s) going forward

Date for implementation is March 1, 2019 for the implementation of 
the NIH policy as it is the earliest date of the competitive renewal  (i.e., 
date of funded awards) between the NCTN and NCORP Programs

Rationale: Given the integration of the site rosters for the NCTN and NCORP 
Programs in the CTSU, a single, fixed date had to be set for both Programs using the 
earliest renewal date for funded awards – March 1, 2019 - which is the competitive 
renewal date for funded awards under the NCTN Program
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Implementation Rules

In order to address the mix of IRBs (local IRB or NCI CIRB) used by 
sites for specific NCTN/NCORP trials, rules for the upcoming 
implementation on March 1, 2019 are explained below using the 
following definitions:

Activation Date  = Initial date that the trial 
was activated by the NCTN Group/Network (CTSU)

Opened Date = Initial date the trial 
was opened by a site regardless of when the trial was 

“activated” by the NCTN Group/Network (CTSU)

NCTN/NCORP Trials with Activation Dates On or After 3/1/2019:                
Sites must use the NCI CIRB as the IRB of Record for all NCTN and 
NCORP trials activated on or after March 1, 2019.
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Implementation Rules:  NCTN or NCORP Trials with 
Activation Dates Prior to 3/1/2019

 FDA guidance (“Considerations When Transferring Clinical Investigation Oversight to 
Another IRB”) states that to “prevent lapses in human subject protection, it is 
generally preferred that the same IRB retain oversight responsibility throughout the 
conduct of the trial, if possible.”

 NCTN/NCORP trials never reviewed by the NCI CIRB will not be transitioned to the 
NCI CIRB; participating sites will continue to use their local IRBs as the IRB of 
Record for all enrollments until those trials are completed (and any site opening one 
of those trials after 3/1/19 would also use its local IRB as IRB of Record). 

 Sites participating in NCTN/NCORP trials reviewed by the NCI CIRB but opened at 
their site prior to the implementation date of 3/1/19 under their local IRB as the IRB of 
Record should continue to use their local IRB until those trials are completed, unless 
there is a compelling reason to transfer the trial to NCI CIRB. 

 Sites that open NCTN/NCORP trials reviewed by the NCI CIRB at their site on or 
after the implementation date of 3/1/2019 must use the NCI CIRB as the IRB of 
Record.
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Flow Chart for Implementation of
NIH Single IRB Policy for NCTN & NCORP
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Steps for sites that will no longer actively participate in 
NCTN or NCORP trials after March 1, 2019 

Site Type Site Is Following Patients Site Is Not Following Patients

Rostered Site
(not an NCORP 
or LAPS site)

Notify affiliated NCTN groups that the 
site will no longer be an active member 
but will complete patient follow-up. 
(Site will be put in follow-up status in Regulatory 
Support System (RSS) to allow patient follow-up.)

Notify affiliated NCTN groups to 
withdraw the site in RSS.

NCORP Site

NCORP administrator will submit a 
request to withdraw the site in NCORP-
SYS. Once approved by DCP, NCORP-
SYS will automatically notify RSS to set 
the site to follow-up status. 
(Site will be put in follow-up status in RSS to allow 
patient follow-up.)

NCORP administrator will submit a 
request to withdraw the site in 
NCORP-SYS. Once approved by 
DCP, NCORP-SYS will 
automatically notify affiliated NCTN 
Groups and/or DCP Research 
Bases to withdraw the site in RSS.  

LAPS Site

Notify CTEP at via the NCTN email box 
that site should be removed from the 
LAPS grant roster. 
(Site will be put in No Longer Funded (NLF) status 
in RSS to allow patient follow-up.)

Notify CTEP to remove the site 
from the LAPS grant roster; then 
notify affiliated NCTN Groups to 
withdraw the site in RSS. 

Note:  sites are still expected to provide follow-up information for patients that are in follow-up. 
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Relevant Policies and Resources

 NIH Policy on the Use of a Single Institutional Review Board for Multi-
Site Research (NOT-OD-16-094):  
https://grants.nih.gov/grants/guide/notice-files/NOT-OD-16-094.html

 NIH Website on Single IRB Policy for Multi-site Research:  
https://grants.nih.gov/policy/clinical-trials/single-irb-policy-multi-site-
research.htm

 FDA Guidance on “Considerations When Transferring Clinical 
Investigation Oversight to Another IRB”:  
https://www.fda.gov/downloads/regulatoryinformation/guidances/ucm3
07779.pdf

 NCI CIRB Website:  https://ncicirb.org/
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Resource 
Reminders
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CTSU Website Resources
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CTSU Website – Webinars 
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CTSU Website – Group Meeting Slides 
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CTSU Website – DTL FAQs 
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Disease Diagrams
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NCTN Trial Portfolios by Disease

 Posted as separate PDFs by disease area: https://go.usa.gov/xQT4q
(https://ctep.cancer.gov/initiativesPrograms/nctn_trials_by_disease.htm)

 Each document heading includes the date the diagrams were last 
updated; diagrams will be reviewed for accuracy monthly

 Can be viewed on the computer
 Hover over the trial number to see the protocol title
 Click the trial number to go to the protocol’s ClinicalTrials.gov webpage

 Can be printed out and used in hardcopy format
 First page(s) include disease diagram
 Last page includes a table with the protocol number and title for reference
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NCTN Trial Portfolios by Disease

https://ctep.cancer.gov/initiativesPrograms/nctn_trials_by_disease.htm
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NCTN Trial Portfolios by Disease

CTEP updates monthly based on 
activated and closed trials

Updates are reviewed by CTEP 
Disease Leads before posting
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New NCTN Trial Portfolios by Disease:  GI
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Trial Portfolios by Disease:  Leukemia


