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Developmental Therapeutics Clinic (DTC)

▪ DTC is part of of the Division of Cancer Treatment and Diagnosis, tasked with 

early drug development of novel agents, particularly in the exploration and 

confirmation of mechanism of action. 

▪ DTC conducts early-phase trials of novel agents with correlative 

pharmacokinetic and pharmacodynamic endpoints

▪ The DTC works in concert with NCI’s Experimental Therapeutics Program 

(NExT) 

▪ Drug discovery and development initiative
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DTC Trials: Planned MDS cohort inclusion for Aza-TdC

Study Objectives: 
• Safety, tolerability, and maximum tolerated 

dose (MTD) of oral Aza-TdC administered 
daily for 5 days a week for 2 weeks, with one 
week off, in 21-day cycles, to patients with 
refractory solid tumors

• Determine the pharmacokinetics, 
pharmacodynamics (gene re-expression) and 
preliminary activity of oral Aza-TdC

Figure 1. Efficacy of Aza-TdC (aza-TdCyd) and TdCyd in human tumor xenograft models. 

• Nucleoside analog 5-aza-4’-thio-2’-
deoxycytidine

• DNA methyltransferase 1 (DNMT1) 
inhibitor
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Experimental Therapeutics 

Clinical Trials Network
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Experimental Therapeutics Clinical Trials Network (ETCTN)

▪ The National Cancer Institute (NCI) has formed partnerships in the 

pharmaceutical industry, academic institutions, and individual 

investigators for the early clinical evaluation of innovative cancer 

therapies. 

▪ The ETCTN was created to evaluate these therapies using a 

coordinated, collaborative, and inclusive team-based approach to 

early phase experimental therapeutic clinical trials.

▪ Collaborative approach

▪ Reproducible translational science

▪ Not only for solid tumors: network of hematological malignancy trials
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ETCTN: Lead Academic (12) and Affiliated Organizations (41)

▪ Clinical sites participate in a Phase 1 

Program supported by UM1 grants

▪ Phase 2 Program is supported by 

cooperative agreements as supplements to 

the existing phase 1 UM1 grants 

▪ Conduct early clinical trials of NCI-IND agents 

in high priority areas of unmet medical needs

▪ Integrate preclinical findings using clinical 

samples for biomarker analysis

▪ Promote collaboration among institutions 

and investigators
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ETCTN-MDS

Open at multiple sites
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PDMR
▪ Patient-derived xenografts (PDXs), in vitro 

patient-derived tumor cell cultures (PDCs) 

and cancer associated fibroblasts (CAFs) as 

well as patient-derived organoids (PDOrg)

▪ Clinically-annotated with molecular 

information available in an easily accessible 

database 

▪ Develop models allowing comparative 

assessment of molecular predictors of drug 

efficacy.

▪ Establish predictive genomic signatures 

and/or proof of mechanism 

pharmacodynamics

▪ Available to the extramural community

https://pdmr.cancer.gov/

https://pdmr.cancer.gov/
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Opportunities

▪ Current and upcoming trial options for MDS patients

▪ Clofarabine+bortezomib

▪ Aza-TdC

▪ DTC participates within ETCTN: trials within this network are available 

to our clinic

▪ High priority area for DTC



www.cancer.gov www.cancer.gov/espanol


