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HSC Roundtable Meetings

1329 Bldg., Room 4150
9:00a.m.-11:00a.m.

Thurs., Aug 20, 2009
Thurs., Sept 17, 2009
Thurs., Oct 22, 2009

CTC Ad Hoc Committee Meetings
Shands Hospital, Room 10-214
10:00a.m.-11:30a.m.

Tues., Aug 18, 2009
Tues., Sept 15, 2009
Tues., Oct 20, 2009

CTC Class Reminder

The RAC Office routinely offers several role-based classroom
trainings to interested investigators and staff on different
aspects of clinical trials compliance. Please visit the Clinical
Trials Compliance (CTC) website to view detailed
descriptions of each class and to sign up for these
opportunities!

Upcoming Proposal Deadlines
http://apps.research.ufl.edu/research/fyi/deadlines.cfm
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CTC HSC Scope

In January 2009, the Office of the Senior Vice President for
Health Affairs extended the Research Administration and
Compliance (RAC)/Clinical Trials Compliance (CTC) Office
oversight to all Health Science Center colleges for all studies
involving human subject and medical services. The RAC will work
closely with the other College administrative offices. This includes
the Colleges of Dentistry, Nursing, Public Health & Health
Professions and Pharmacy in addition to the College of Medicine.
HSC College submissions, other than the College of Medicine,
should be sent to the RAC office.

Draft vs. Final Proposals.

Effective June 17, 2009 DSR no longer reviews drafts of grants
intended for NIH. Only final versions are to be submitted
electronically or via PS Workflow. The COM RAC office will
continue to accept draft versions for review for a limited time.
However, RAC will not submit “Dean” approval to DSR until the
final adobe file is received.

Clinical Trials Fiscal and Billing Compliance Required

Training Reminder.

The Clinical Trials Fiscal and Biling Compliance training was
launched on March 1, 2009. Faculty/Staff were given until May 1,
2009 (unless otherwise specified) to complete the training for this
calendar year.

e If you have been identified by your department as
someone who is required to complete the training and
have not already done so, you may access the training
here. Please contact Deborah Vergara via email or
phone (352-273-7818) if you encounter any problems.

e If you have received the training notification but believe
that you should be exempt from the requirements, please
send a Training Exemption Form to Deborah Vergara via
email or phone (352-273-7818).

e If you have not been identified by your department but
believe that you should complete the training, please
contact Deborah Vergara via email or phone (352-273-
7818) in order to be enrolled in the online training.
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Ordering Unexpected Services — The Process.
http://ctc.health.ufl.edu/postAward/post_award_Study_
Participants.shtml#Ordering_Unexpected

How should researchers proceed should an
UNEXPECTED service need to be ordered during a trial
(defined as any service that was not in the original Study
Registration Form plan and is to be paid for by the study.
This could include services that are urgent, related to
subject injury, missing service - error found from original
SRF, added-on or new)?

PATIENT SPECIFIC

Research Study with an Existing R99
When ordering services emergently for a patient during a
clinical trial, steps include:

e Ordering the emergent service(s) by adding the
service name to the corresponding research order
form for that trial.

e After service is rendered, add the service name,
service date, and service location for that
particular patient to the Participant Service
Tracking Log.

e Reconcile your Participant Service Tracking Log
with Shands PES and FGP monthly, as needed.

Research Study without an R99

Research teams that do not have an existing R99 for that
study and will be ordering services emergently must utilize
the following procedure:

e Obtain and utilize the appropriate research order
form for that particular ancillary department by
contacting the ancillary department directly.
Contact information for all ancillary departments
as well as research order forms for Shands at UF
CardioPulmonary Services, GIl-Endoscopy &
EEG, Radiology, and Surgery/Anesthesia can be
accessed under their respective sections here.

e Check the box at the top of the research order
form titled, “NO R99#, BUT STUDY-FUNDED
SERVICES (including participant specific) ARE
UNEXPECTED or URGENT,” enter the name of
the Principal Investigator; Study Coordinator
Name and Phone Number; Study Name;
Department to Be Invoiced and PO Box #; Study

Billing Contact and Phone#. This information must also be
given to the scheduler for scheduled services also to
ensure that Shands Admissions creates the account
correctly. After service is rendered, add the service name,
service date, and service location for that particular patient
to the Participant Service Tracking Log.

e Reconcile your Participant Service Tracking Log
with Shands Patient Financial Services (PFS) and
Faculty Group Practice (FGP) monthly, as
needed.

STUDY SPECIFIC

Research Study with an Existing R99

When ordering services emergently for a patient during a
clinical trial, it is permissible to add the name of the
emergent service(s) to the corresponding research order
form for that trial. Subsequently, it is required that you
amend your CTC documents (i.e., Study Registration
Form) and alert Shands Patient Financial Services (PFS)
and/or Faculty Group Practice (FGP) billing personnel as
soon as possible. Steps include:

e Ordering the emergent service(s) by adding the
service name to the corresponding research order
form for that trial.

e After service is rendered, add the service name,
service date, and service location for that
particular patient to the Participant Service
Tracking Log.

e Obtain a Confirmation of Services (COS) from the
appropriate ancillary department for the new
service.

e Complete the Amended Study Registration Form.

e Revise the original Study Registration Form billing
grid to reflect the additional service and its
corresponding payor.

e  Submit these documents to the RAC office, who
will update you with the updated Discounted
Pricing Worksheet from Shands PFS and/or FGP
within 10 business days of RAC approval.

e Reconcile your Participant Service Tracking Log
with Shands PES and EGP monthly, as needed.

Research Study without an R99

Research teams that do not have an existing R99 for that
study and will be ordering services emergently must utilize
the following procedure:
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e  Obtain and utilize the appropriate research order
form for that particular ancillary department by
contacting the ancillary department directly.
Contact information for all ancillary departments
as well as research order forms for Shands at UF
Cardio-Pulmonary Services, Gl- Endoscopy &
EEG, Radiology, and Surgery/Anesthesia can be
accessed under their respective sections here.

e Check the box at the top of the research order
form titled, “NO R99#, BUT STUDY-FUNDED
SERVICES (including participant specific) ARE
UNEXPECTED or URGENT,” enter the name of
the Principal Investigator; Study Coordinator
Name and Phone Number; Study Name;
Department to Be Invoiced and PO Box #; Study
Billing Contact and Phone#. This information must
also be given to the scheduler for scheduled
services to ensure that Shands Admissions
creates the account correctly.

e Obtain a COS from the appropriate ancillary
department(s), complete a Study Registration
Form, and submit to the RAC office as soon as
possible following the rendering of the service(s).
The RAC office will send you the Discounted
Pricing Worksheet from Shands PFS and/or FGP
and the R99 number for the study within 10
business days of RAC approval.

e  Reconcile your tracking log with Shands PFS and
EGP monthly, as needed.

Contracts & Grants (C&G) Expenditure Close-
out Policy for Industry-Sponsored Clinical

Trials. The University of Florida Contracts & Grants
(C&G) Office has issued an Expenditure and Close-Out
Policy for Industry Sponsored Clinical Trials. Prior to
sending a signed Closeout Memo to C&G, please send
your completed Participant Service Tracking Log to the
Research Administration & Compliance (RAC) Office.
Should you need any assistance completing this log,
please contact RAC at 273-5946. For any questions
regarding the Expenditure and Close-Out Policy, you may
contact C&G directly at 392-1235.

Budget Appropriate Investigator Effort.
http://www.med.ufl.edu/research/rac/new/policies.shtml

Colleges within the UF Health Science Center must be
sure to budget appropriate investigator effort
reimbursement in contracts for clinical research funded by
industry sponsors. This includes all time associated with
the study including administrative, oversight and clinical.
This does not apply, however, if the investigator is
reimbursed by a third party.

Pl Salary Support Policy for Industry-Sponsored
Trials. Some pharmaceutical companies are now claiming
they "don't pay for Pl salaries" when negotiating clinical trial
contracts. The COM has an unwritten policy that
"appropriate Pl time and effort" should be included in any
clinical trial contract. Contracts are reviewed based on this
standard. Several units have indicated that these same
companies have said they respond to a written University or
College policy. The proposed policy has been set forth, as
follows:

“It is the policy of the University of Florida
Health Center that its Colleges budget
appropriate investigator effort reimbursement
in contracts for clinical research funded by
industry sponsors. This would include all time
associated with the trial including
administrative, oversight, and clinical time,
except in the case where the effort is
reimbursed by a third party.”

Pooled Fringe Benefit Rates. The Department of
Health and Human Services (DHHS) has approved eight (8)
pooled fringe benefit rates proposed by UF for 2009-2010.
These go into effect on all contracts and grants effective
June 26, 2009. Existing grants will be required to absorb the
cost of increases in fringe benefits reflected in these new
rates; and research grants, instead of the departments, will
now be responsible for payout costs when a faculty member
terminates. A fringe benefit calculator reflecting these new
pooled rates by employee category is available in the myUFL
grants system and also at the HRS website Benefits section
(http://hr.ufl.edu/benefits/fringepool/fag.asp).

Informed Consent Form (ICF). The informed consent
form templates on the IRB-01 website have recently been
revised for clarity. The changes within the section titled,
“What are the Financial Issues If You Participate?” are as
follows:

e  Question # 14

0 The Costs Template that was originally
embedded in hidden text has been moved
to a separate document, where the
language can now be copied and pasted
into the unprotected area on the ICF.

o0 An informational piece was added to
question #14 to assist researchers in
identifying when they will need to have
their research reviewed by the RAC Office.

e  Question # 16

0 The Injury Related Costs Template has
been moved to a separate document,
where the language can be copied and
pasted into the unprotected area on the
ICF.

e Revised WIRB templates are pending, so please
continue to check the WIRB section of the UF IRB
website (http://irb.ufl.edu/wirb/) when preparing an
ICF.
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Caution: Beware of Small Pharmaceutical

Companies

Due to the economic downturn several smaller
pharmaceutical companies can no longer make payments
on contracted clinical services. It is suggested that
research teams be cautious when accepting clinical trials
sponsored by these smaller companies and make
attempts to budget costs as up front study start-up costs.

Caution: Beware Layered Services

Shands research order forms were created to more clearly
identify services that are part of studies under the
auspices of a R-99. However, there are still procedures
that are being billed to third-party insurance companies in
error when there is a secondary service connected to a
primary procedure (i.e., pathology slides conducted by
Shands Laboratory as a result of a biopsy procedure).
Research teams should provide a second research order
form to primary ancillary departments when there is a
secondary service being conducted by a secondary
ancillary department.

IN THE NEWS
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National Research Service Award (NRSA)
Fellowship Applications Go Electronic, Others
Postponed.

http:// grants.nih.gov/grants/quide/notice-filess'NOT-OD-
09-106.html

Effective August 8, 2009 all grant applications for the
individual NRSA Fellowship series only will need to be
submitted electronically through Grants.gov to eRA
Commons. Applications on paper will no longer be
accepted after this transition date. Funding opportunity
announcements (FOAS) can be found in the

NIH Guide for Grants and Contracts and at
http://grantsi.nih.gov/training/F_files nrsa.htm.

Other changes: Reference letters must now be submitted
directly through eRA Commons and not through Grants.gov.
See Reference Letter Instructions in the SF424 (R&R)
Individual Fellowship Application Guide (Part 1, Section 5.4).
Letters are to be submitted to
https://commons.era.nih.gov/commons/reference/submit
Refereelnformation.jsp.

Resubmission applications must include an introduction
addressing the previous peer review critique (Summary
Statement). See new NIH policy on resubmission/amended
applications at Notice NOT-OD-09-003 and NOT-OD-09-
016. Reviewers will provide an overall impact/priority score
for each of the following criteria: Fellowship Applicant,
Sponsor(s), Collaborator(s) and Consultant(s), Research
Training Plan, Training Potential, and Institutional
Environment and Commitment to Training.

Transition to Electronic Submissions Postponed
http://grants.nih.gov/grants/quide/notice-files/NOT-OD-09-
113.html

Applications for Institutional National Research Service
Awards (T32, T34, T35, T36, T90, TU2), other institutional
training grants (D43, D71, T14, T15, T37, U2R) and
institutional career development programs (K12 and K30)
will continue to be made on paper PHS398 application
forms. The transition to electronic submission has been
postponed to January 25, 2010.

NIH Policies on Similar, Identical, or Essentially
Identical Applications/Submissions.
(http://grants.nih.gov/grants/quide/notice-files/NOT-OD-
09-100.html)

This does not represent a change, but a reminder that the
NIH and Public Health Service do not accept the same or
very similar new or resubmission applications to different
components of the funding agency concurrently. Be sure
the work you are submitting is original and not part of
another application to another section of the NIH.
Because of the way applications are grouped upon
receipt duplicates or near duplicates are easily spotted.
Applications that are deemed duplicative will not be
funded. Only after the initial grant application has
completed its peer review process and a summary
statement has been provided can similar or near-similar
applications be submitted.

Grant Writing and Budget Preparation.
http://nexus.od.nih.gov/nexus/nexus.aspx?1D=256&Mon
th=06& Year=2009

The above captioned URL will direct you to helpful hints to
writing a grant and preparing a budget for NIH. It addresses
the distinction between allowable direct costs and allowable
facilities and administrative costs; it discusses modular vs.
detailed budgets; and the Funding Opportunity
Announcement (FOA) provides budget criteria.

Introducing xTrane - to Simplify Administrative
Processes for Training Grants and Kirchestein-
NRSA Appointments

http://nexus.od.nih.gov/nexus/nexus.aspx?ID=260&Month=
06&Year=2009

The recently introduced xTrain, a module of eRA Commons,
is intended to streamline the processing of paper forms,
accelerate the NIH approval process and decrease data
errors. It also now accepts appointments to Kirchstein-
NRSA research training grants and allows for institutions to
track the status of individual appointments. See
http://ithelpdesk.nih.gov/eRA/.
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New Funding Opportunities Through the

Recovery Act.
http://nexus.od.nih.gov/nexus/nexus.aspx?ID=264&Month=06
&Year=2009

Two new Recovery Act programs have been funded. The first
is The Small Business Catalyst Awards for Accelerating
Innovative Research (R43). This funding is intended to
support small businesses conducting biomedical and
behavioral research that has a commercial potential.
Businesses new to NIH are encouraged to apply. The BRDG-
SPAN Pilot Program is the second program whose funding is
intended to bridge the gap between research and real-world
application. Of special interest are current protocols that can
be commercialized to offer a direct benefit to the public health.

American Epilepsy Society
http://www.aesnet.org

0 Research Initiative Awards are available to AES
members who are established investigators. It
provides seed support in the range of $30,000 to
$50,000; Letter of Intent due 08/24/09; proposals
selected by 10/05/09; complete application due
11/02/09.

0 Research Infrastructure Awards, American Epilepsy
Society and the Epilepsy Foundation seeks to
support pilot projects to initiate or further develop
multi-center research programs that focus on the
cause and treatment of epilepsy through its ability to
share  data, resources, laboratories,  etc.
$50,000/year for two years. Subsequent funding
should come from the Federal government. Letter of
Intent due 08/24/09; proposals selected around
10/05/09; complete application due 11/02/09.

Robert Wood Johnson Foundation Health

& Society Scholars
http://www.rwijf.org/applications/solicited/cfp.jsp?ID=20741
Support is available for postdoctoral scholars whose research
is connected to health concerns in large segments of the
population and which explores the linkages between biological,
genetic, behavioral, environmental, economic and social
causes of health issues to help determine ways to intervene
and improve health outcomes; deadline 10/02/09.

Scleroderma Foundation
http://www.scleroderma.org/research/new _invest.shtm

http://www.scleroderma.org/research/estab invest.shtm

o New Investigator Grant for young faculty interested
in research systemic sclerosis. May not be used for
thesis or dissertation research, and postdoctoral
fellowship must be completed by the award date.
Will fund up to $50,000/yr for three years after which
subsequent funding will have to come from other
sources.

o Established Investigator Grant available to
investigators inside and outside the field of SSc
research for pilot projects whose initial findings can
be subsequently explored through other grants; up to
a maximum of $150,000 for two years. Indirect costs
are subtracted from the vyearly total; deadline
09/15/09.

National Institutes of Health

0 Research Project Grant, RO1 and R21, to examine
the causes of disparities in health and disability
among various target populations and to provide
solutions for reducing or eliminating those
disparities. R21 funding may not exceed two years
with direct costs limited to $275,000 over this period
and not to exceed $200,000 in any one year.
Deadline:09/18/09.
http://grants.nih.gov/grants/quide/pa-files/PAR-07-
380.html

0 Academic Research Enhancement Award (R15),
NIH, Recovery Act Limited Competition, to support
research for research scientists that do not have a
strong history of funding from the NIH., $300,000,
Deadline:09/24/09.
http://grants.nih.gov/grants/quide/rfa-files/RFA-OD-
09-007.html. Also check AREA website at
http://grants.nih.gov/grants/funding/area.htm

National Institute of Child Health and

Human Development
http://www.nih.gov/grants/guide/pa-files/PAR-09-154.html
Translational Research in Pediatric and Obstetric
Pharmacology (R03) for the development of new drugs for
pediatric and obstetric patients; to include drug reactions to
and differences between target populations; up to a maximum
of $100,000 over two years. Due dates: 09/16/09, 01/19/10,
05/19/10.
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0 NCURA Conferences/Workshops
http://www.ncura.edu/conferences/financial/

Financial Research Administration Workshop
When/Where: August 3-5, 2009, Philadelphia, PA
Who Should Attend: This workshop, geared for
those with a minimum two years experience, will
focus on critical topics such as a more in-depth look
at A-21, A-110, sub-recipient monitoring, billing and
invoicing, service centers, and close-outs and audit.
This workshop includes interactive case studies and
lessons learned from Federal audits. Space is
limited to encourage active participation of
attendees.

0 Sponsored Project Administrator Level Il Wkshp
When/Where: September 14-16, 2009, NYC NY
Who Should Attend: For experienced research
administrators.  Will receive in-depth instruction in
institutional compliance responsibility, proposal
creation and submission, contract and sub-award
review, and post-award financial administration.

o 51° Annual Meeting: One World Connected

Through Research

When/Where: October 21-24, 2009 Washington DC
Washington Marriott Wardman Park Hotel
Register by Sept 21, 2009

Who Should Attend: Topics to be covered are

contracts, budgets and regulatory issues; sponsor

operations and site operations; and investigator and

subject recruiting.

SRA International — 2009 International Annual Meeting
http://www.srainternational.org/sra03/index.cfm#
When/Where: October 17-21, 2009 Seattle WA

Register before August 14
Who Should Attend: This is a professional networking
society. Use it to advance your career and expand your
network.

MAGI's Clinical Research Conference
http://www.magiworld.org/

When/Where: October 4-7, 2009, San Diego CA

Register by August 31

Who Should Attend: Clinical research administrators at all
levels and in all institutional settings. Will have a new focus
on sponsor operations and site operations; and on
investigator and subject recruiting. This is a comprehensive
conference that is sure to assist you.

FREQUENTLY ASKED
QUESTIONS
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Q: If I need help with the costs & subject injury sections of
my consent form, when should | contact the RAC office?

A:

Preferred choice — after contract execution and before WIRB
submission; CTC can confirm both sections as correct.

2" choice — after RAC proposal approval but before contract
execution and W/IRB submission; CTC can confirm costs
section correct but subject injury may change.

UF COLLEGE OF MEDICINE

RAC News is a quarterly publication of the College of
Medicine Research Administration and Compliance in the
Health Science Center at the University of Florida,
JHMHSC M134, PO Box 100215,
Gainesville, Florida 32611-0215.

Tel: (352) 273-5398 - Fax: (352) 273-5387

Send suggestions and/or comments regarding this
publication to Helen Booth with “Suggestions/Comments” in
the subject line. If you do not wish to receive any more
issues, please reply to boothhc@ufl.edu with “Unsubscribe”
in the subject line.
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