
Prior to LOI approval; The lead IDB 

monitor works with the LAO PI and 

RRP to identify the level of IROC 

services required for the protocol and 

confirm with IROC their ability to 

provide these services.2 Services

may include:

• TRIAD 

• Credentialing

• Pre-tx. Case review 

• Post-tx. Case review

• Protocol development assistance

• Site qualification (proton therapy)

• Full integration (including 

credentialing, collection of 

provider in RSS)

Upon LOI approval-

on hold, CTEP Clinical 

Operations Manager 

(COM) sends IROC a 

request for budget with 

the LOI including 

requested services to 

David Followill at 

IROC-Houston (as 

needed he will share 

with IROC Ohio or 

IROC Philadelphia)

IROC sends 

budget estimate 

back to CTEP 

(COM) with 

IROC QA center 

assignment

Lead IDB 

monitor 

identifies source 

of funding for 

IROC and 

subcontractor 

budget(s)

CRADA funding

CTEP funding

Other source if 

approved by 

NCTN Program 

Director

No funding identified

Funding identified; COM notifies 

NCTN grant team; if approved by 

NCTN PD then LOI approved

COM notifies study team that if 

another source of RTI support 

cannot be identified and approved 

by the NCTN PD, the LOI cannot 

be approved as written

If CRADA, CRADA 

coordinator will begin 

CRADA fund 

commitment process

At final LOI approval: COM  

notifies study team, protocol 

writing team and IROC of final 

LOI approval, and level of 

services (LOS) to include in the 

protocol.

COM begins working with 

NCTN grant team to track 

funding process and ensure 

funds are secured for IROC 

grant.  This must be completed 

before final protocol approval 

can be granted.3

Protocol writers 

communicate with 

study team and 

IROC QA center to 

draft protocol

Theradex submits 

TRIAD Integration 

Testing form to triad-

support@acr.org and 

OPEN/Rave Request 

form to 

(ctsuopenforms@westat.

com).  Please copy 

CTSU OPEN and CTSU 

Regulatory on the TRIAD 

Integration Testing 

Form.  Suggest send both 

forms at the same time, 

but can send separately

Theradex sends email to PIO that Rave 

build hold is lifted and queue to start study 

final approval.  CTEP begins internal step 

for final approval.

COM confirms with NCTN grant team 

that that study funding has been secured 

for the IROC grant.  Final approval 

cannot be granted until study funding 

has been secured.

LAO PI 

submits LOI 

to PIO with 

RT/I as part of 

study design

Protocol 

submitted to PIO 

for PRC review 

At protocol approval 

on-hold, PIO submits 

the protocol to 

Theradex, CIRB and 

FDA (if applicable); 

All subsequent 

versions are 

submitted;  COM 

submits to the 

identified  IROC QA 

center

CTSU setups RSS and 

OPEN UAT for testing; 

CTSU notifies 

Theradex and TRIAD 

testing team when setup 

is complete

TRIAD team tests 

Rave/TRIAD 

Integration; 

This may be at the same 

time the OPEN or 

Theradex teams are  

testing

TRIAD team  notifies 

Theradex and IROC 

QA center of 

completion of  testing 

Theradex notifies the 

study team that forms 

are ready and all test set 

ups are complete

Production Migration:

• Reg. Office sets up protocol in RSS

• CTSU works with LAO to activate protocol

• Protocol team posts relevant documents to 

CTSU website

• OPEN team migrates OPEN EC to 

production

• Notify LAO, participating organizations, 

Theradex, and IROC QA center of study 

activation

• Study activated in TRIAD

Theradex

begins study 

development 

in Rave

Theradex configure 

form in OPEN and 

complete testing, then 

notify CTSU OPEN  

when testing is 

complete

CTSU OPEN team 

completes testing and 

notify Theradex when 

testing is complete 

At final protocol 

approval, CTSU to 

begin activation process 

and coordinate with 

LAO.  CTSU reaches 

out to LAO;

CTSU lets Theradex, 

OPEN team and IROC 

QA of activation date

CTSU OPEN final 

testing

Process for incorporation of IROC RT1 services into ETCTN studies

Lead IDB monitor 

consults with 

Chief, Clinical 

Radiation 

Oncology Branch, 

RRP to determine 

whether IROC 

services are needed 

and if so which 

ones

1. This flowchart is for IROC RT services only.

2. IROC may not have the capacity or capability to perform all requested services. 

3. Supplements to the IROC grant are made only on a semi-annual basis.  Study funding must be added to the IROC grant as part of this existing supplement process.  Final protocol approval cannot be granted until study funding has been secured from the funding source 

and transferred to the IROC grant or an “Intent to Fund” Letter is approved by the NCTN Program Director for notification to IROC if the funding has been secured but not yet transferred to the IROC grant  As a result, ensuring the funding is available in a timely 

manner is essential so that study approval and activation will not be held up.

v.02

IROC determines 

if separate CTEP 

sub-contract is 

required to 

perform all 

requested services

Yes

IROC identifies 

subcontractor and 

informs CTEP

CTEP contacts 

subcontractor 

and budget 

estimate back to 

CTEP (COM)


