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Structure of Program:  As of January 2011 



Overview of the Current Program 
 

3,100 
Institutions 

 
14,000 

Investigators 
 

About  
25,000 pts 
enrolled on 

tx trials 
annually 

 

 
 
 

Trials FY2006 FY2007 FY2008 FY2009 FY2010 

All Phases: 
Treatment 

Trials 

 
27,667 

 
24,715 

 
25,784 

 
29,285 

 
23,468 

Accrual 
Distribution: 
Phase 3: 83.4% 
Phase 2: 15.1% 

Phase 1/Pilot: 1.5% 
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•  Research+&+OperaHons+
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Chair’s+(Network+OperaHons+Center)+Grant+

•  OperaHons+Office+

•  Reference+laboratories+

•  ScienHfic+leadership+

•  Protocol+chairs+

•  InvesHgator+support+at+site+

•  COG+Working+MeeHngs+

•  Biospecimen+submission+

•  Central+reviewers+
–  Pathology+
–  Imaging+
–  RadiaHon+therapy+

Research+&+OperaHons+



Chair’s+(Network+OperaHons+Center)+Grant+

•  Per+Case+Reimbursement+
– Restricted+funding+to+pay+sites+for+enrolling+
children+on+research+studies+

– For+therapeuHc+trials,+$2000/paHent+
– For+nonUtherapeuHc+trials,+~+$400/paHent+
– Funds+primarily+used+to+pay+for+clinical+research+
associates+(CRAs)+or+data+managers+at+COG+
member+sites+
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Our clinical trials system must reflect the 
dramatic changes in cancer biology 
that occurred over the past 15-20 yrs. 

What do we need to change? 
•  Improve the speed and efficiency of the 

development and conduct of trials 
•  Incorporate innovative science and trial design 

into our studies 
•  Improve prioritization, support, and completion of 

trials 
•  Incentivize the participation of patients and 

physicians in clinical investigations 

What have we changed? 
•  Resources for the development of predictive 

biomarkers 
•  Clinical trial prioritization 
•  Operational efficiency standards for trial 

development 
•  Regulatory & administrative support 
•  Modernized clinical trial IT infrastructure 

Where do we go from here? 
 

Changing the NCI�s Clinical Trials System to Meet the 
Needs of the 21st Century 



Introducing A New Organizational Structure  
NCI Clinical Trials Network 



NaHonal+Clinical+Trials+Network+

Request+for+ApplicaHons+(RFA)+
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Peer+Review:+Summary+Statement+





NIH+Peer+Review+



Network+Group+OperaHons+Centers+

•  COG + + + + +12+
•  N,R,G+ + + + +23+
•  Alliance + + + +26+
•  SWOG + + + +26+
•  ECOG/ACRIN + +31+
+



NaHonal+Clinical+Trials+Network+

NoHce+of+Award+(NOA)+



5-Year Annual Funding Request for 
NCI Clinical Trials Network 

 
 
 

Category for Base  
Division Set-Aside  

for Network Program 

Annual Total Cost for FY14 to FY18                                                                              
Based on 20% Reduction in Accrual Compared 

to Average Accrual Over Last 6 Years     
    

(Approx. 20,000 Treatment Trial Enrollments) 
Funding Based on FY2011 Levels: 

 $   152,644,335  
Group Operations & Statistical Centers 

(includes Capitation),                                                         
Lead Academic Participating Sites,                            

and Core Services 

  

Funding Request Based on  
New Funding Model & BIQSFP: 

 $     11,520,000  
 

Increase Capitation to  
"High-Performance" DCTD-funded Sites 

Increase Capitation to "High-Performance� 
DCP-funded CCOPs & MB-CCOPs  $     10,080,000  

Increase Funding for Integral and Integrated 
Markers (BIQSPF)  $       4,000,000  

Subtotal: 
 

 $     25,600,000 
 

Grand Total:  
   

     $  178,244,335 *  
 

 * The 5-Year Total Cost Funding Request for FY2014 to FY2018 for the NCTN is $891,221,675 



•  All external reviews of the NCI clinical trials system emphasized need to 
provide increased research reimbursement to ensure continued 
participation of sites in the public program 

•  Base �per-case� reimbursement for patient enrollment in the program 
has remained fixed at $2,000 per patient in treatment trials for over a 
decade 

–  2006 estimate for average per patient cost in industry trials was $4,700 for  
phase 3 & $8,450 for phase 2 Trials (& some industry trials at ≥ $15,000) 

–  Survey in 2009 of Group sites found that of those planning to limit 
participation in the program (32% of respondents), 75% cited inadequate 
reimbursement for the decline in their level of participation 

•  �High-Performance� sites incur additional infrastructure costs due to the 
number of patients they accrue & additional funding is especially needed 
to compensate these sites for their large patient follow-up burden  -
(propose additional $2,000 /pt for these sites for total of ~$4,000/pt)  
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$6.9M Budget Gap 
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COG+Funding+

Historical+Trends+



COG+Historical+Base+Funding+
Annual+Budget+ Annual+Budget++

(CPI+adjusted+U+2004+Dollars)+

NCI$ data$ on$ base$ funding$ to$ the$ COG$ via$ its$ two$main$ grant$mechanisms.$ The$
COG$was$also$successful$in$receiving$addi<onal$funding$(not$shown)$through$NCI$
supplements.$Dollars$figures$in$the$right$panel$are$adjusted$for$infla<on$using$the$
Consumer$Price$Index.$
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