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I am pleased to announce the appointment
of Michael Christensen, PharmD, BCNSP,
Professor in the College of Pharmacy, as the
Associate Vice Chancellor of the Industry
Trials Unit in the UTHSC Office of Research.
Mike has more than 85 publications related to
his research interests in pharmacokinetic and
pharmacodynamic studies of drugs in children
and infants as well as the metabolic and
nutrient requirements in infants. He has
successfully directed the Pediatric Clinical
Research Unit at Le Bonheur Children’s
Hospital since 2004, and will now be
Dr. Michael Christensen
expanding his expertise to assist the entire
campus.
The Industry Trials Unit will not have a large initial
infrastructure, but rather start very modestly and then grow as more
investigators have a need. It is envisioned the unit will assist faculty
with

helping identify relevant clinical trials,

assisting in every aspect of trial preparation (preparing IRB
applications, preparing and negotiating budgets, tracking and
facilitating contract negotiation and clinical site agreements, etc.),

finding and retaining program coordinators to facilitate trials, and

increasing patient recruitment into trials.
The broad goals of this unit are to define an initial set of benchmarks
that will capture and track progress in the area of clinical trials, and
increase the number of clinical trials being conducted and completed
at UTHSC.
So, connect with Mike if you have questions and needs in this area.
He and his staff will work with you and do their best to assist.
Best Regards,
Dave
David M Stern, MD
Interim Vice Chancellor of Research
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Workshop Provides Support to Entrepreneurs and Investors
A University of Tennessee inventor, a Vanderbilt
University research fellow, and an intellectual-property
attorney from Austin, Texas, were just three of more than
70 participants at the Invention to Venture workshop held
at the University of Tennessee Health Science Center
campus on Nov. 11, 2011.
―What is the best way to take our inventions forward?‖
asked Monica Jablonski, macular-degeneration treatment
inventor and professor of ophthalmology at the UT Health
Science Center.
The workshop was designed to answer this question and
more, with session topics ranging from opportunity
assessment to finding funding, business planning in the life
J.R. ―Pitt‖ Hyde
sciences, and intellectual property and licensing.
The event was organized by the University of Tennessee Research Foundation and the National
Collegiate Inventors and Innovators Alliance, a non-profit with a mission to support technology
innovation and entrepreneurship within universities.
This was the second year for the University of Tennessee Health Science Center to host the local
workshop.
Keynote speaker J.R. ―Pitt‖ Hyde, founder of AutoZone Inc., and board chairman of GTx Inc., a
Memphis-based drug development company, emphasized that exemplary customer service and
successful people management were key to his success in growing AutoZone from one retail store in
1979 to more than 4,800 locations throughout the country today.
―People management is always the greatest challenge, no matter what field you’re in,‖ Hyde said.
―Create an environment in which people want to succeed…Production will go up and you’ll stand out,
whatever field you’re in.‖
Richard Magid, Vice President of the University of Tennessee Research Foundation, said the
workshop was a success.
―Through educational events like Invention to Venture, we can foster faculty, postdocs, and
students who are more prepared to work with UTRF and the private sector, increasing the movement
of discoveries out of the lab and into the marketplace,‖ Magid said.
The University of Tennessee Research Foundation is an independent 501(c)3 organization that
promotes research and the commercialization of technologies from the University of Tennessee. The
organization includes a Health Science Center office, as well as a multi-disciplinary office in Knoxville.

We Have Moved!
The administrative and business staff in the Office of the Vice Chancellor for Research have
moved. We have relocated our offices from the Hyman Building, 4th floor to 910
Madison, Suite 608. Personnel include Jane Poulos, Business Manager, Lisa
Bronte, Sr. Administrative Assistant, and Jayne McKinnie, Budget Coordinator/
Research Support Services, who relocated from 910 Madison, Suite 820.
We join our other fellow research departments currently located on the 6th
floor - Biomedical Informatics, Institutional Review Board, and Research
Compliance, as well as departments located on the 8th floor – Research
Administration and Electronic Research Administration
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Burns Named American College of Surgeons Vice President Elect
Phillip Burns, MD, FACP, has been named First Vice President Elect of the
American College of Surgeons. Dr. Burns will serve for one year and represent the
college as its third highest-ranking official.
Dr. Burns, a general surgeon, specializes in breast and advanced laparoscopic
surgery, is Chairman of the Board of University Surgical Associates, as well as
Professor and Chairman of the UTCOMC Department of Surgery. Dr. Burns has been
a Fellow of the American College of Surgeons since 1974, and has served as President
of the Tennessee Chapter (1998-1999), and as a Board of Governors’ Committee on
Surgical Practices member (2004-2006) and Chair (2006-2009).
Founded in 1913, The American College of Surgeons (with over 78,000 members) Phillip Burns, M.D.
is a scientific and educational association of surgeons dedicated to improving the quality of care for the
surgical patient by setting high standards for surgical education and practice.
Dr. Burns is also the past Secretary-Director of the Southeastern Surgical Congress. He served two
terms on the Residency Review Committee for Surgery and was appointed by the ACGME as a special
site visitor to the surgery programs in Louisiana following the Katrina disaster. He holds memberships
in the Southern Surgical and the American Surgical Associations, and was recently inducted into the
prestigious Halsted Society. He is the past president of the Southeastern Surgical Congress and the
Southern Surgical Association. The Baroness Foundation at Erlanger named him as the Outstanding
Physician of the Year for 2007. The Tennessee Medical Association named him Outstanding Physician
of the Year for 2009 for his contributions to medical education.
Dr. Burns was raised on a cattle farm in Pikeville, TN. A product of the public education system in
Tennessee, he is a graduate of Bledsoe County High School, where he was named an Outstanding
Alumnus in 2000. He attended the University of Tennessee College of Medicine in Memphis as an
Alpha Omega Alpha. He was named an Outstanding Alumnus of the College of Medicine in 2003.

UT/ORNL/KBRIN Bioinformatics Summit Registration
Registration is now open for the 11th Annual UT/ORNL/KBRIN Bioinformatics Summit
http://www.bioinfosummit.org.
This year’s meeting will be held on March 30 – April 1, 2012 at the Seelbach Hilton Hotel located
in downtown Louisville, KY. The Summit will consist of four sessions that focus on: Next Generation
Sequencing, Medical Informatics, Metagenomics, and Behavioral & Comparative Genomics. In
addition to the formal sessions there will be a workshop on Next Generation Sequencing Technologies
and Techniques.
Space is limited so please register early. Registration will close March 1, 2012.

Electronic Research Administration
The Office of Research has long-term plans to convert its processes to electronic formats. The focus
of work in Electronic Research Administration centers on business process support for four areas; IRB
submissions, Research Administration submissions, IACUC submissions, and LACU billing. Already in
use are iMedRIS—the electronic IRB submission system - and TERA-PAMS—for routing and approval
of documents for the Office of Research Administration. In the final stages of work are an IACUC
application that will be linked to animal ordering and billing. Our overarching goal is to make the use
of the systems as easy as possible while also allowing collection of data needed for the University’s
compliance and other administrative needs. You will normally find us closely associated with the
business units we directly support, but feel free to contact us directly if you have any questions.
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The New Guide and Updated OLAW FAQs
The NIH Office of Laboratory Animal Welfare (OLAW) updated its posted FAQs in December of
2011 to reflect adoption of the 8th edition of the Guide for the Care and Use of Laboratory Animals (the
Guide) as the standard for assessment of animal use programs at all institutions that receive Public
Health Service (PHS) support. Beginning January 1, 2012, internal evaluations of our program
(semiannual reviews and facilities inspections) will be based on provisions of the 8 th edition of the
Guide. A plan to implement any required changes must be submitted by the end of 2012.
Some areas of attention particularly relevant to investigators here might include: approval
requirements for animal activities done by third parties (e.g., custom antibody production or surgery
done by a commercial entity), specifications for animal housing, use of non-pharmaceutical compounds,
food and fluid restriction, site requirements for rodent survival surgery, justification for multiple
surgical procedures, investigator training requirements, and post-approval monitoring of activities
under animal protocols.
The updated FAQs can be accessed at http://grants.nih.gov/grants/olaw/faqs.htm.

New Data Mining Core Available
With the funding of a license to Ingenuity Pathway Systems, UTHSC has
created a new core service for investigators engaged in biomarker discovery, gene
expression or genetics studies. ―Omics‖ studies often deliver large lists of genes,
and many investigators simply publish these genes as the end results. However,
these lists often contain new insights and hypotheses that go undiscovered if the
list is not further investigated and mined. There are a number of tools and
approaches that can help investigators gain deeper insights from their data.
However, they often require a certain amount of know-how and can be expensive, so many
investigators do not go much past the publication of gene lists in table form. ―My previous R01 grant
involved a lot of comparative gene expression analysis and mining of the data. I was often approached
for help with these processes,‖ says Dr. Ivan Gerling, the Director of the new Core. ―With the UTHSC
commitment to make one of the most effective but also costly data mining tools available, we can now
offer access to everybody as well as advice on how to use these tools most productively.‖
For additional information contact:
Ivan C. Gerling, Ph.D., Director
Email: igerling@uthsc.edu
901-523-8990 x5088 or 901-523-8990 x5090

Slim-Prim

―So ensuring the integrity of the data and integrity and validity of the connection is a very
important element in any company's strategy that is moving towards a Web service paradigm.‖ John
W. Thompson, Chairman, Symantec Corp.
The Office of Biomedical Informatics in the Office of Research has developed a powerful and secure
data management system called ―Slim-Prim‖. Slim-Prim is HIPAA compliant and currently in use by
several clinical trials across campus. In addition to providing secure data management, the Slim-Prim
systems come with built-in data-type control systems and tools to ensure data validity and integrity for
systems relying on human input. In addition to federally funded clinical trials, the Slim-Prim database
serves as a patient data repository and is also serving an increasing number of basic-science
researchers who want to house sensitive and/or complex laboratory data.
BMI plans to expand services across campus in 2012 with the addition of the i2b2 informatics
framework, and we are excited to be working on projects with LeBonheur Children’s Hospital. BMI
services are available to all UTHSC faculty; for more information please contact the BMI at
BMI@uthsc.edu 901-448-5285 or 901-448-2088.
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Office of Research Administration
NIH Reduces Salary Cap
Effective with grant awards with an initial Issue Date on/after December 23, 2011,
the salary limitation is limited to Executive Level II of the Federal Pay Scale, $179,700.
Competing grant applications and contract proposals that include a categorical
breakdown in the budget figures/business proposal should continue to reflect the actual
institutional base salary of all individuals for whom reimbursement is requested. In lieu
of actual base salary, however, applicants/offerors may elect to provide an explanation
indicating that actual institutional base salary exceeds the current salary limitation. When this information
is provided, NIH staff will make necessary adjustments to requested salaries prior to award.
For the complete notice, please see: http://grants.nih.gov/grants/guide/notice-files/NOT-OD-12035.html

What do Approvals mean in TERA-PAMS?
The new PAMS electronic routing system documents department, college, and institutional
approval of documents routed through ORA. Departmental approval indicates that the work to be
done, the methods to be used, personnel effort, and budgets have been reviewed and approved at the
department level. College approval indicates that the project is approved by the college. ORA approval
indicates that the departmental and college approvals and compliance approvals are in place (if
applicable) and that the ORA has reviewed and approved the application as meeting sponsor and
institutional guidelines.

Research Administration FAQs
Q: To whom should I route eSNAPS in Commons?
A: Route them to Ginny (Virginia) Geer or Jackie Easley. They will review the eSNAPS and route them
to Debbie Smith, who will submit to Commons. Please to NOT route eSNAPS to Gerri Bussell.
Q: What do I do if my department is not listed in PAMS?
A:
Please ask your business manager or director to send a request that it be added to
egrants@uthsc.edu. We will need the U# for the department, department name, and the names of at
least two departmental approvers.

Erroneous Army Error Messages
When PIs log into the Army web site to submit a Letter of Intent, they will likely get an error
message indicating that mail could not be sent to dsmith@uthsc.edu. This is an erroneous error
message. Debbie will, in fact, receive e-mail about the LOI and proposal as they move through the
system and will be able to see the proposal on the Army web site. We have contacted the Army about
the problem but have not had a resolution.

Technology Disclosures in TERA-PAMS
Until we have a TERA module specifically designed for technology (invention/
creation) disclosures, we will be using PAMS to route technology disclosures. Please
choose ―University of Tennessee Research Foundation‖ as the ―sponsor‖—although it
isn’t really a ―sponsor.‖ The disclosures will be handled by UTRF after approval by
the department, college, and ORA.
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Prisoner Research: OHRP Frequently Asked Questions
Are there additional regulatory considerations for research involving prisoners?
Yes, there are special requirements for research involving prisoners. The major additional
considerations are:

the exemptions that generally apply to certain types of research involving human subjects do not
apply to research involving prisoners;

in order to approve research involving prisoners, the IRB must find that the proposed research falls
into one of the permissible categories of research, and make six other findings;

the institution must certify to OHRP that an IRB has reviewed the proposal and made seven
required findings, and receive OHRP authorization prior to initiating any research involving
prisoners;

the IRB must include a prisoner or prisoner representative and meet a membership requirement
concerning the number of IRB members not associated with a prison involved in the research;

secretarial waiver of informed consent in certain emergency research s not applicable to research
involving prisoners.
How do the regulations define “prisoner”?
―Prisoner‖ means any individual involuntarily confined or detained in a penal institution. The term
is intended to encompass individuals sentenced to such an institution under a criminal or civil statute,
individuals detained in other facilities by virtue of statues or commitment procedures which provide
alternatives to criminal prosecution or incarceration in a penal institution, and individuals detained
pending arraignment, trial, or sentencing.
Individuals are prisoners if they are in any kind of penal institution, such as a prison, jail, or
juvenile offender facility, and their ability to leave the institution is restricted. Prisoners may be
convicted felons, or may be untried persons who are detained pending judicial action, for example,
arraignment or trial.
What happens if a human subject becomes a prisoner during the course of a research study?
If a human subject involved in ongoing research becomes a prisoner during the course of the study,
and the relevant research proposal was not reviewed and approved by the IRB in accordance with the
requirements for research involving prisoners, the investigator must promptly notify the IRB. All
research interactions and interventions with, and obtaining identifiable private information about, the
now-incarcerated prisoner-subject must be suspended immediately. Upon receipt of the investigator’s
report that a previously enrolled research subject has become a prisoner, if the investigator wishes to
have the subject continue to participate in the research, the IRB must promptly re-review the proposal
in accordance with the requirements, and the institution(s) engaged in the research involving the
prisoner subject must send a certification to OHRP and wait for a letter of authorization in reply.
Otherwise, the prisoner subject must stop participating in the research.
In special circumstances in which the investigator asserts that it is in the best interests of the
subject to remain in the study while incarcerated, the subject may continue to participate in the
research until the requirements are satisfied.
Excerpted from the Office of Human Research Protections which provides guidance that represents OHRP’s
current thinking and should be viewed as recommendations unless specific regulatory requirements are cited
(http://www.hhs.gov/ohrp/policy/faq/index.html).
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The Office of Research provides support for the faculty and staff of the Health Science Center in
their efforts to obtain external funding for research and other sponsored projects, while ensuring
compliance with UT policy, sponsor policy, and applicable law.

UTHSC Office of Research
910 Madison Avenue, Suite 600
Memphis, TN 38163
Phone: 901-448-7125
Fax: 901-448-7133
E-mail: research@uthsc.edu

