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CTSI Pilot Project Letters of Intent

One of the first initiatives of the new CLNOLS TWLTOW St N
UTHSC Clinical and Translational Science
Institute (www.utmem.edu/ctsi) has been
the solicitation of letters of intent for the !
CTSI Pilot Projects Program. Dr. Dennis
Black, Director of the Pilot Projects
Program and Associate Director of the
CTSI, reports that a total of 39 letters of
intent were received from faculty from =
UTHSC, as well as CTSI partners, St. Jude
and University of Memphis, as of the April 1 deadline. Black stated that
the letters of intent are not being used to make funding decisions, but are
being used to gauge the appropriateness of the projects for this initial grant
offering for which specific guidelines were established. The emphasis for
this first round of funding will be on larger projects from experienced
principal investigators utilizing well organized multidisciplinary teams
assembled from across departments, campuses and partner/affiliate
institutions to address important cl
to bedsided) and type 2 (oO0Obedside t
innovative and novel technologies and methodologies or that will develop
such technologies and methodologies in the course of the project. Funded
projects should also benefit from use of CTSI resources, expertise and
support units. These projects should also have high potential for rapidly
achieving extramural funding from federal and/or industry sources. Also,
the letter of intent offers an opportunity for the CTSI Executive
Management Board to, for example, ask applicants with projects in the
same general area to possibly join forces with a common application, make
strategic changes that would result in a strong full application, etc.
Therefore, the letters of intent will be used to determine which applicants
will be invited to submit full applications. It is anticipated that
approximately 10 to 12 applicants will be selected to submit full
applications by May 15 for a July 1, 2008 start date. It is expected that
three projects will be funded up to $100,000 each. Black emphasized that
the CTSI Pilot Projects Program will be ongoing with future funding
opportunities and that the CTSI is dedicated to working with all faculty
interested in clinical and translational research to help them develop
successful research projects through utilization of CTSI expertise and
resources.

Learn more about the UTHSC CTSI at  http://www.utmem.edu/CTSI/

index.php
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CITG BXD Mouse Strain Pilot Projects

The UT Center for Integrative and Translational Genomics (CITG) was recently established as an offshoot of
the UT Center for Genomics and Bioinformatics and the Tennessee Mouse Genome Consortium. One of the first
goals of the CITG is to catalyze research that exploits 50 new BXD strains made at UTHSC. We intend to grant
large numbers of these extremely well characterized mice to research teams on a competitive basis with minimal
paper-work hassle.

The BXD strains are now being used in successful basic and translation research programs. Approximately
15 research teams at UTHSC, SJICRH, ORNL, and UM are currently using the strains in a distributed network
that brings in well over $2 million/year to UTHSC. The strains are being used in cancer biology, neuroscience,
infectious disease biology, and immunology. We intend to broaden the use of these strains and to more than
double the amount of outstanding science and funds that UTHSC receives in the first three years of this pilot
program. We need your help to succeed.

As part of this CITG BXD Strain Pilot Program we invite all tenure track and non -tenure track researchers
with a primary appointment, basic or clinical, at UTHSC to evaluate the use of these new and powerful strains in
their own programs and as parts of larger collaborative pilots, studies, and trials. Collaborations between basic
and clinical scientists are particularly welcome. Postdoctoral fellows and research associates are welcome to
apply provided their mentors cosign their applications.

All of the BXD stains have been extremely well characterized at a genetic and gene expression level. A vast
amount of data on these strains is integrated and available online at www.genenetwork.org . The CITG, with
funds from Dean Schwab, will support new studies that exploit these strains by provisioning research with BXD
stock. The strains can be used to test models of gene function and to model normal variation and numerous
human diseases.

A total of nearly 96 strains of mice will be available as part of this program, including the 50 BXD strains
mentioned above and an additional 46 from the Jackson Laboratory.

The CITG will provide the strains to researchers at UTHSC at no cost after a very simple application and
approval process. The requirements for access to these mice strains are as follows:

I The lead applicant/PI or cosigner must have a primary appointment at UT.
9 The lead applicant/PI or cosigner is responsible for IACUC animal protocols.

9 The lead applicant/PI or cosigner is responsible for all charges associated with mice after they are transferred
from CITG.

I The lead applicant/PI will receive at least 60 mice free from no less than eight (8) different strains. We
recommend a minimum of 12 strains (5 animals per strain) for most pilot studies. The reason for this condition is
that we intend to encourage researchers to explore the genetic basis of individual differences.

I The lead applicant/PI must submit a single page application outlining the proposed project and any special
requests regarding strains.

I Thisis athree -year renewable program with applications being accepted May 1 and November 1 each year.
It is anticipated that most strains of mice will be available May 1 and November 1 for distribution to
investigators.

Application dates: May 1, 2008, Nov 1, 2008

Online application available April 1, 2008 at  http://www.nervenet.org/citg/registration.htmi

Award dates: June 1, 2008, Dec 1, 2008 Vit
Award: Up to 60 mice between May 1 and November 1 Ce
(renewable requests) —rey /
Costs: No charge for mice. However, investigators are responsible for protocol “
and per diem charges.
Contact: Terry Mark -Major 901 -448-2656, tmarkmaj@utmem.edu

MORE INFORMATION: click  http://www.nervenet.org/citg/registration.html
or talk to the following colleagues using the BXD strains:

Dr. Yan Cui Dr. Eldon Geisert . Dr. Malak Kotb
Dr. Robert Waters Dr. Gerald Byrnes Dr. Monica Jablonski
Dr. Robert Williams Dr. Lu Lu Dr. Kristen Hamre

Dr. John Boughter Dr. Detlef Heck
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Clinical and Translation Science Educational Opportunities

The Clinical and Translational Science
Institute not only provides infrastructure for
ongoing research, it also has a major
commitment to train the next generation of
clinical and translational scientist. Training
activities are coordinated within the  Research
Education Unit (REU) , which comprises eight
components including five distinct educational
programs and three infrastructure programs.
The Multidisciplinary Advisory Committee
(MAC) serves as a coordinating hub of the REU,
with direct oversight of the electronic data bases
(7raining Central ) and mentoring activities
(Mentoring  Academy ), that provide the
infrastructure necessary for the five educational
programs.

1) The new PAHD/MS. in Clinical
Investigation program will provide an extensive
curriculum for both pre - and postdoctoral
students at all levels, professional students in
all UTHSC colleges seeking a dual degree,
interested faculty, and CTSI T32 trainees and
K12 scholars (see below). Final THEC approval
for this program is expected in July, 2008.

2) The new CTS/ 732 Trainee program is
currently seeking applicants for two competitive
pre-doctoral stipend/tuition awards
with a possible starting date of July,

2008.

3) The new CTS/ K12 Scholars
program is seeking applicants for two
competitive salary/tuition awards also
with a possible starting date of July,

2008.

4) The existing Certificate in
Clinical Research was launched in
September, 2007, to enhance the
education and skills of clinical
researchers by offering online,
introductory graduate courses in
epidemiology, biostatistics, clinical
research design, ethics, and other
disciplines related to the effective,
efficient conduct of clinical research.

The 12-credit -hour non -degree program,

leading to an awarded certificate, is designed
primarily for junior faculty, fellows, and other
healthcare professionals who seek initial
training in the methods and skills to conduct
clinical research but whose schedules may not
accommodate traditional, classroom -based
courses.

5) The Team Science Education Platform
serves as the coordinating unit for CTSI
educational needs not met by the degree and
certificate -granting programs described above.
The Platform will engage expert educators who
will  develop and provide appropriate
educational programs that use innovative
delivery methods to address these educational
needs. In this way, the Team Science Platform
will support an educational continuum that

links the bench -to-bedside-to-community
components of clinical and translational
research.

Further information about the CTSI

Research Education Unit programs may be
found at  http://www.utmem.edu/CTSI/
education.php or by Dr. Dianna Johnson at
djohns16@utmem.edu or 901-448-1375.
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Electronic IRB Process Nears Implementation

With completion of Research Electronic Conference room scheduled for late May, the fully
electronic IRB will be ready for implementation. The electronic IRB process involves several new
components.

The current narrative application is being eliminated. Applicants will now complete a paperless
electronic application consisting primarily in a series of objective questions. Once the application is
completed, the investigator attaches the master protocol, consent form, and other supporting
documents to the electronic application. No further narrative description of the study is required.

All full board applications are reviewed on a three  -week cycle. After applications are submitted on
the iMedRIS website, they will be distributed to two committee members who will conduct a pre -
meeting review within one week. Revisions requested by the reviewers will then be transmitted to the
investigator, who in turn will have one week to address the provisos and return the revised application
to the IRB. One week after the revised application is received in the IRB office, it will be reviewed at a
meeting of the full Board. Assuming that all substantive revisions have been made by the time of the
meeting, applications can be approved at that time, 21 days after the initial submission.

Principal investigators will now be required to present their proposed
studies to the full Board and to answer questions posed by the members of
the Board. For investigators who cannot be physically present, the conference
room will include the capability to meet with the committee by video
conferencing. In addition, the meeting room will include the capability to
utilize PowerPoint slides and other multimedia elements in presentations.

Finally, the IRB will meet each of the first four Wednesdays of most
mont hs. | f applications are not approved during
they will be eligible to return to the next available meeting of the Board for
final approval.

The paperless application process, three -week review cycle, pre -meeting
review and revision, investigator presentations, and weekly meetings of the
Board are expected to significantly reduce the burden of preparing
applications and will effectively eliminate costly delays in securing approval
for proposals.

Training on the new electronic process for investigators and research
coordinators will commence in May.

.. April 28, 2008
St. Jude Clinical Research Topic: Pharmacokinetics
Speaker: Kristine Crews, Pharm D.
May 19, 2008
Clinical Research Education in the Office of Topic: IND / IDE Applications
Research Administration aS$peaket: PriscllacAdler, MBAyi | dr end s
Hospital will offer the following seminars at St. Director, Regulatory Affairs, SJCRH
Jude Childrends Hospital. Seminars wil |l be held
in the St. Jude Board Room, 2nd Floor ALSAC June 30, 2008
Tower. Application has been made to allow Topic: Ethical Pediatric Research: A Case Study
awarding of continuing education credits for Speaker: Terrence Ackerman, PhD,
attendance. For additional information contact Chairman of the Department of Bio Ethics
Janie Gardner at janie.gardner@stjude.org or and Human Values, UTHSC

901-495-4773.
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