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Today’s Agenda

CTEP overview & the Career Development
LOI, James Zwiebel MD

The CTEP ETCTN, Percy Ivy, MD

LOI basics from a Pl's perspective, Patricia
LoRusso, DO

Elective rotation at CTEP for fellows and
faculty, Pamela Harris, MD

National Cancer Institute



The CTEP Mission

To improve the lives of cancer patients
by finding better ways to treat, control
and cure cancer.

National Cancer Institute



CTEP’s Role in Drug Development

« Combinations of targeted agents a high
priority
— More than 100 trials initiated since 2000

— Facilitated by the IP language in CTEP-industry
agreements

National Cancer Institute

« Mechanism of Action/Proof of
Principle/Biomarkers

* Broaden development in relevant tumor types

— Industry focus on limited number of indications
dictated by market considerations



Source of CTEP Agents

* Agents come through the NCI Experimental
Therapeutics Program (NEXT) review:

— Industry
— Academia
— NCI's Chemical Biology Consortium

National Cancer Institute
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CTEP by Numbers

= Currently sponsors over 100 INDs; >10 new INDs filed
each year

= Approx. 11,000 registered investigators at over 3,300
institutions

= QOver 750 active protocols
= 150-250 new protocols/year
= 20,000 patients accrued/year

= QOver 80 collaborative agreements with pharmaceutical
companies

NCI /Cancer Therapy Evaluation Program (CTEP) 7



CTEP Clinical Trials Networks

Specialty Resources
/Other

Basic Resources

*Adult .

Phase 1 Program Clinical Center,
Cancer Centers, etc

Phase 1 Pediatric Phase 1
Program _
Adult & Pediatric
CNS
*Adul _
dult Consortia

Phase 2 Phase 2 Program

Other (Centers, SPORES,
R21, RO1, P01, etc.)

NCTN
Phase 3 CCOPs

*CTEP ETCTN




How is the System Evolving?

» Team Science focused approach for
Investigational agent development:
» Project teams will identify and address
Important questions

» Molecular profiling of patient tumors

» Enhanced collaboration and integration
with NCI-sponsored programs, including
SPORES, Centers, mouse models
consortia, grantees (RO1s, PO1s)

National Cancer
Institute
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U.S. DEPARTMENT
OF HEALTH AND
HUMAN SERVICES

National Institutes
of Health

Operational Efficiency Working Group
(OEWG), 2010

Provided recommendations to the NCI
on strategies to decrease the time
required to activate NCl-sponsored
clinical trials
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OEWG Timelines

Target timelines and Absolute deadlines were created for
studies to go from Concept/LOl submission to activation
(activation defined as study open to patient enroliment):

> Phase 1 and 2 Studies:

e Target Timeline — 210 days
* Absolute Deadline — 5406-days Now 450 days

»Phase 3 Studies:
e Target Timeline — 300 days
* Absolute Deadline — #306-days Now 540 days
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U.S. DEPARTMENT
OF HEALTH AND
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National Institutes
of Health

Implementation of OEWG recommendations

* Project Managers to closely track study timelines

* Secure website to allow investigators, operations staff,

and NCI staff to monitor timelines

* Routine conference calls between NCI reviewers and

external investigators to quickly resolve issues and
decrease the need for multiple document revisions

* Medical Editors to compile Consensus Reviews and to

insert applicable revisions directly into the Protocol
document using Track Changes®, thus saving
investigators valuable time



CANCER THERAPY EVALUATION PROGRAM
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Investigational Drug Branch

James Zwiebel, MD, Chief

Investigational

Tiherapeutics 1
(Angiegenesis, Embryonic
pathways, apopLesIs,
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Career Development LOI

Goal: To facilitate career development in
translational cancer research

National Cancer Institute



Prioritization of solicited LOls

* To provide junior faculty with a
competitive advantage within the LOI
review process:

* Award study to young investigator
whose proposal is of similar quality
as LOlIs submitted by more senior,
established investigators

National Cancer Institute



Mentorship and institutional support

ldentify senior faculty mentor
« Obtain institutional commitment for:
— Research nursing support

— Date management and statistical
support

— Access to patients

 Prioritization of LOIs from young
Investigators may provide an incentive for
Institutional support

National Cancer Institute



National Cancer Institute

Submission requirements - 1

Study proposals utilizing a CTEP-held
IND agent and meeting the CTEP LOI
evaluation criteria

Junior faculty within 7 years of
completion of training

A major interest in clinical research and
the intention to develop a career in that
field

Institutional track record in carrying out
trials with investigational agents




Submission requirements - 2

e Letters of Commitment:

— Institution:

« Support for the proposed study, e.g., research
nursing staff, data monitoring, etc.

— Senior faculty member who will serve as a
mentor:

« provide expertise and oversight in the design
and conduct of the trial

« confirm the feasibility of the proposed trial
within the institutional setting

 make every reasonable effort to enable the PI
to be able to conduct clinical trial successfully

National Cancer Institute
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Information on CTEP

http://ctep.cancer.gov/

National Cancer Institute



