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RAMP Program

Ten Emory Research Administrators are participating inin
the pilot of Huron Consulting Group’s new Research Adminis-
tration and Managment Program (RAMP). This intense pro-
gram was designed to provide research administrators with
an indepth understanding of research administration and the
knowledge, context,and real world examples required to effec-
tively administer sponsored awards. The content is planned to
impart knowledge, reinforce understandings and enhance the
practiced priniciples of research administration.

It is being offered in twelve modules over a period of ap-
proximately one year. Emory participants were selected by a
panel of Emory Business Officers (from each school and OSP/
OGCA) based upon a variety of factors. These factors included
(but were not limited to) past contributions to Emory, recom-
mendations, and experience in research administration. Also
considered was the potential for others to benefit from the
knowledge these members gain. This group will be learning
with members of other Universities who are also participating
in RAMP which Huron is hosting at the Emory Conference Cen-
ter.

Congratulations to OSP’s new Certified Research Administrator’s!
Stacey Derico, CRA and Shanta Laurie, CRA
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- NIH News -
Effort on K Awards

The National Institutes of Health (NIH) recognizes that other Federal agencies are important
resources to investigators pursuing biomedical and behavioral research, and that funding from such
agencies helps sustain research laboratories also pursuing research within the mission of NIH. Therefore,
NIH has revised its policy concerning concurrent support from a Mentored Career Development (K) award
and a Research Grant to allow Mentored Career Development (K) award recipients to hold concurrent
support from their K award and a competing research grant.

Effective immediately, current Kaward recipients may reduce their effort on the K award in the final
two years of the award when the recipient has obtained funding from NIH or any other Federal agencies
either as a Pl on a competing research grant award, cooperative agreement, or as a project leader/director
on a competing multi-project award (P01, P50, UO1, etc. or equivalent application from another Federal
agency). For Federal agency awards other than NIH, the programmatic policy of the agency must allow for
such an arrangement. At the time the research grant is awarded, the effort required on the K award may
be reduced to no less than 6 person-months (50%) full-time professional effort, and replaced by effort from
the research award so that the total level of research commitment remains at least 9 person-months (75%)
full-time professional effort or more for the duration of the K award. This change in policy applies to award
recipients of the KO1, K07, KO8, K22, K23, and K25 mentored K award activity codes; including individuals
mentored through institutional K12 awards.

To be eligible to receive salary support from peer-reviewed research awards from NIH or other Federal
agencies, the following requirements must be met:

-The K award recipient must be named Pls on a competing NIH research grant application, or equivalent
application from another Federal agency, a sub-project director on a competing multi-component research
or center grant or cooperative agreemnent application.

-The K award must be active when the competing research grant application is submitted.

-The Kaward must be in its final two years before the reduction in effort to 6 person-months (50%) full-time
professional effort is permitted.

In addition, for NIH submissions, a letter must be submitted with the research grant application
from the chair of the mentored award recipient’s department or other institutonal official providing
evidence that the recipient (1) will continue to focus on the development of his/her research career; (2) will
continue to have access to his/her mentor; and the recipient’s total level of effort will be maintained and
protected at a minimum of 9 person-months (75%) full-time professional effort. For other Federal agencies
the applicant should check with that agency for guidance on the allowability of such a letter. For more
information on this change in policy the full notice may be viewed at http://grants.nih.gov/grants/quide/
notice-files/NOT-OD-08-065.html.
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A GLANCE AT SOME COMMON
CORPORATE CLINICAL TRIAL CONTRACT TERMS

In general terms, a clinical trial is a research study with human volunteers to answer specific health
questions. Clinical trials involve the study of many areas including (but not limited to):

prevention options

new treatments or new ways to use existing treatments

new screening and diagnostic techniques

options for improving the quality of life for people who have serious medical conditions

Clinical trials are conducted according to a plan called a protocol. The protocol describes what
types of patients may enter the study, schedules of tests and procedures, drugs or devices, dosages,
and length of study, as well as the outcomes that will be measured.

All corporate sponsored clinical trials conducted at Emory are done so under a Clinical Trial
Agreement (CTA). A CTA is a contract between the Institution/Emory and the Industry Sponsor or
partner, who is providing product and/or funding to be used in the trial. The CTA outlines the legally
binding responsibilities, duties and rights of the Institution, Sponsor', and/or (in some cases) Contract
Research Organization (CRO)>.

The Office of Sponsored Programs is charged with negotiating the terms and conditions of all CTAs.
There are a number of regulations and laws, as well as institutional policies and requirements, which
need to be fulfilled in order to conduct these trials. Because the nature of the research and contract
terms varies across Sponsors, revisions to the CTA terms are often required in order to address such
regulations, laws and policies. For example, certain FDA regulations may apply to Investigational New
Drug studies but do not apply to Investigational Device studies. Another example of where contract
terms may vary is where an Investigator initiates the trial and designs the protocol as opposed to
an industry Sponsor designing a protocol and providing a Study Drug or Device. Such variation may
result in different terms relating to intellectual property or publication rights and funding, among
other things.

Here is a brief, but not exhaustive, look at some of the more common terms encountered in
Industry Contracts by the Office of Sponsored Programs:

Trial Description: A brief description of the Clinical Trial to be performed by the University.

HIPAA: Describes (Health Insurance Portability and Accountability Act) privacy
rules that the University must comply with and makes reference to rules for
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releasing protected health information.

Record Retention: Details the amount of time that records relating to the Trial shall be
maintained by Institution.

Payment Terms: Provides amounts Emory will be paid, and timeframe for payments. This
Section is negotiated by the School of Medicine’s Clinical Trials Office.

Intellectual Property:  Details what parties will have ownership of inventions, discoveries, or
improvements to the study drug or device arising from the Clinical Trial.

Confidential Information: Describes what particular information must be held in confidence
during the trial, and for a period of time thereafter. Also details certain
exclusions and exceptions from confidentiality.

Publication: Details rights and restrictions of Investigator and Sponsor in publishing
the results of the Study.

Indemnification: Describes contractual obligation to protect another against loss or
damage from potential claims, losses, or liabilities brought by third
parties. Details who indemnifies; who is indemnified, and to what loss or
damages indemnification will apply.

Term and Termination: Provides parameters for how long Agreement will last, how Agreement
can be terminated early. Also describes obligations of parties post
termination, and what clauses survive termination.

Patient Injury: Provides who will pay for patient injuries sustained from clinical trial.
Sometimes combined with the indemnification section.

(Endnotes)

1 A Sponsor is a person who takes responsibility for and initiates a clinical investigation, as
defined in Title 21, Section 312.3(b) of the Code of Federal Regulations. The Sponsor may be

an individual or pharmaceutical company, governmental agency, academic institution, private
organization, or other organization. The Sponsor does not actually conduct the investigation unless
the sponsor is a Sponsor Investigator.

2 A Contract Research Organization, as defined in Title 21, Section 312.3(b) of the Code of
Federal Regulations is a person that assumes, as an independent contract with the Sponsor, one or
more of the obligations of a Sponsor, for example, design of a protocol, selection or monitoring of
investigations, evaluations of reports, and preparation of materials to be submitted to the FDA.
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 RewcachAdminismaionNews
Did you know...

Emory financial accounting system (FAS) has some subsidiary ledger subcodes
that are meant to be used for specific purposes only. The truncated FAS description
may not always provide sufficient information to allow the user to determine what is
allowable to be charged to the subcode for a sponsored project. Provided below is
further clarification of the usage of select subcodes.

2170 Honorarium - An Honorarium is defined as a payment for personal service
where custom or propriety forbids that price is negotiated. In short, it is a token

of appreciation (not an arms-length negotiated payment for a service). Generally,
Honoraria are not frequently given. In addition, they are rarely given to the

same person more than once. Typically, Honoraria are for special guest lectures,
appearances, or other brief educational services provided to the University by outside
experts who are US citizens or resident aliens. Please note that NIH does not allow
Honoraria, however, it will allow charges to subcode 2190 Other Professional Fees
(OTHER PROF FEES) and subcode 2192 Consulting Fees.

5207 —Non-Emory Titled Equipment — General (NON TITLE EQPT EMPLY) - is for
small equipment and computers purchased using the institutional allowance allotment
under NIH/NRSA Fellowship awards and for other non-Emory owned equipment.

This equipment is not depreciable on Emory’s financial statements since Emory does
not own it. This subcode is not used for equipment purchased with State of Georgia
funding — see subcode 5208 Non-Emory Titled Equipment — Georgia (NON DEPR
EQPT).

5208 Non-Emory Titled Equipment — Georgia (NON DEPR EQPT) - is for
equipment purchased under awards from the State of Georgia or its agencies,
including the Georgia Coalition for Cancer and the Georgia Research Alliance. The
State of Georgia claims ownership rights and as a result it is not depreciable on
Emory’s financial statements. This separate accounting is required so Emory can
properly report this equipment to the State of Georgia.

5240 Equipment $1,500 - $4,999 (EQUIP $1,500-$4,999) - this was only meant to be
a temporary subcode as we transitioned to our current capitalization limit of $5,000.
We no longer should be using this code. All small equipment under $5000.00 should
be charged to subcode 3800 Non-Capital Equipment (NONCAPITAL EQUIPMENT).

6515 Food & Catering - In-town (non-travel) meals or meeting refreshments are
generally not chargeable to sponsored programs, particularly on federal programs.
This subcode is primarily meant for non-sponsored program accounts funded by
general and departmental funds. In order to charge a grant account the following
information must be documented:
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(1) What is the specific business purpose?

(2) What is the specific benefit to the award?

(3) Who attended? — Provide the name and business affiliation of each attendee.

(4) Sponsor approval.
Working lunches or dinners are not allowable under this subcode (and are generally not
allowable to sponsored projects). These should be charged to subcode 6516 Business
Meetings, when appropriate. If the meal is part of out of town travel, please charge the travel
subcode 6100 Domestic Travel, which may be an allowable charge on sponsored programs.

6516 Business Meetings — This is for costs incurred to hold scheduled and/or informal
business meetings of short duration. Generally, these types of charges are not allowable to
a sponsored project. In order to charge a grant account the following information must be
documented:

(1) What is the specific business purpose?

(2) What is the specific benefit to the award?

(3) Who attended? — Provide the name and business affiliation of each attendee.

(4) Sponsor approval.

This subcode is not to be used for out-of-town travel meals, which should be charged to
subcode 6100 Domestic Travel.

FAQ:
What is the Space Survey?

INTRODUCTION:

F & A rates are the mechanism that is used by Emory University to recover the cost incurred
to provide the facilities and administrative infrastructure for sponsored activities. The current
F&A rate for FY08 is 54.5%. Annual reimbursement FY07 was approximately $71.6 million.

Facilities cost pools are defined as building and equipment depreciation, building interest,
equipment and capital improvements, operation and maintenance expenses, all allocated
on net assignable square footage and library expenses allocated on FTE’s. The space study
provides the statistics to allocate the facility related cost. The space study is the most critical
component of the F&A rate proposal process.

The Administration cost pools are: General Administration (President’s office), Departmental
and College Administration, and Sponsored Projects Administration (Office of Sponsored
Programs, Office of Research Administration, and Office of Grants and Contracts Accounting).
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These expenses are allocated on MTDC (Modified Total Direct Costs). The Government has
imposed a rate cap of 26% for Administrative Costs. The F&A rate is a simple fraction of the
Administrative Cost pools (capped at 26%) and the Facilities Cost pools (uncapped) divided by
Direct Cost Base Total.

SUMMARY

POOLS ALLOCATION BASIS

FACILITIES:

BUILDING DEPRECIATION SQUARE FOOTAGE
EQUIPMENT DEPRECIATION SQUARE FOOTAGE
OPERATIONS & MAINTENANCE SQUARE FOOTAGE
INTEREST EXPENSE SQUARE FOOTAGE
LIBRARY STUDENT, FACULTY, STAFF FTE

ADMINISTRATIVE (capped at 26%):

GENERAL ADMIN
DEPARTMENTAL ADMIN
SPONSORED PROJ ADMIN

SPACE:

The space survey is the basis for allocating the facilities costs to University activities including
organized research in compiling the F&A rate. The space survey is an integral and extremely
important part of the overall F&A rate proposal process. The survey supports the allocation of the
majority of the facilities cost pools (Library is the only exception). Because the facilities portion of
the rate is uncapped, the space survey is essential in helping Emory maintain and /or increase its
F&A rate.

The objective of the space study is to document functional usage on a room to room basis for
laboratory and laboratory service space. Therefore, the space survey should be completed by
individuals with firsthand knowledge of the activities performed in the rooms by coordinating with
the occupants. Next February/March, we will begin training and distribution of the procedures for
the next space survey.

Equipment Inventory becomes a crucial task during the base year. It is essential that the
equipment matches room to room during the preparation of the proposal. When DHHS reviews
equipment in the proposal, they may randomly select certain items and verify that the selected
equipment items are in the rooms as listed on the equipment inventory report. If these items are
not in the buildings and listed rooms, it could negatively impact the outcome of the proposal.

A large portion of the F&A costs recovered by the University are dependent on the space
inventory. Accuracy and consistency of the space coding is critical. Our next base year for
developing the F&A proposal will be 2009. Space training will be conducted in Spring FY09 and
Equipment Inventories will take place throughout FY09.
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NIH GRANT DEADLINES FOR MAY

THROUGH JULY 2008

Type of Grant

Submission Type

OSP Deadline

NIH Receipt Deadline

P Series -- New, Renewal,
Resubmission, Revision

Paper

May 18 by 5 pm
May 20 by 5 pm*

May 25 by 5 pm
May 27 by 5 pm*

R18/U18, R25 -- New,
Renewal, Resubmission,
Revision

Electronic

May 18 by 5 pm
May 20 by 5 pm*

May 25 by 5 pm
May 27 by 5 pm*

T Series/D Series -- New,
Renewal, Resubmission,
Revision

Paper

May 18 by 5 pm
May 20 by 5 pm*

May 25 by 5 pm
May 27 by 5 pm*

C06/UC6 -- New, Renewal,
Resubmission, Revision

Electronic

May 18 by 5 pm
May 20 by 5 pm*

May 25 by 5 pm
May 27 by 5 pm*

G07, G038, G11, G13, G20,
S$11, S21, S22 -- New,
Renewal, Resubmission,
| Revision

Electronic

May 18 by 5 pm
May 20 by 5 pm*

May 25 by 5 pm
May 27 by 5 pm*

RO1 -- New

Electronic

May 29 by 5 pm

June 5 by 5 pm

U01 -- New

Paper

May 29 by 5 pm

June 5 by 5 pm

K Series -- New

Paper

June 5 by 5 pm

June 12 by 5 pm

R01, R21, R33, R21/R33,
R34, R36 -- New

Electronic

June 9 by 5 pm

June 16 by 5 pm

R15 -- New, Renewal,
Resubmission, Revision

Electronic

June 18 by 5 pm

June 25 by 5 pm

R01 -- Renewal,
Resubmission, Revision

Electronic

June 28 by 5 pm
June 30 by 5 pm*

July 5 by 5 pm
July 7 by 5 pm*

U01 -- Renewal,
Resubmission, Revision

Paper

June 28 by 5 pm
June 30 by 5 pm*

July 5 by 5 pm
July 7 by 5 pm*

K Series -- Renewal,
Resubmission, Revision

Paper

July 5 by 5 pm
July 7 by 5 pm*

July 12 by 5 pm
July 14 by 5 pm*

R01, R21, R33, R21/R33,
R34, R36 -- New

Electronic

July 9 by 5 pm

July 16 by 5 pm

*The agency receipt deadline and/or OSP receipt deadline have been adjusted because the pub-
lished agency deadline and/or OSP receipt deadline fall on a weekend or holiday.




NON-FEDERAL GRANT DEADLINES
THROUGH MAY 2008

Letter of Intent
Deadline or
Agency Program Request for OSP Deadline
Application
Deadline*

Agency
Deadline

Juvenile
Diabetes Regular

Research Research Grants
' Foundation

Electronic July 11 by 5 pm | July 18 by 5 pm

Career
Development Same for all Juvenile Diabetes Research Foundation
Award

Early Career
Patient-Oriented
Diabetes
Research Award
Advanced
Postdoctoral Same for all Juvenile Diabetes Research Foundation
Fellowship

Same for all Juvenile Diabetes Research Foundation

Postdoctoral

) Same for all Juvenile Diabetes Research Foundation
Fellowship

Innovative Grant
(only those

that propose
clinical trials or Same for all Juvenile Diabetes Research Foundation
other ‘hands on’
patient-oriented
research)

Muscular
Dystrophy Research Grant Electronic June 15 by 5 pm | July 15 by 5 pm | March 5 by 5 pm
Association

Development

Same as above.
Grant

Distinguished
NARSAD Investigator Electronic May 8 by 5 pm | May 15 by 5 pm
Award

Young
Investigator Electronic July 18 by 5 pm | July 25 by 5 pm
Award

Christopher [, i idual
and Dana Electronic July 16 by 5 pm
Reeve Research Grants Paper July 9 by 5 pm July 15 by 5 pm

| Foundation Program

*Letters of Intent usually do not require institutional signature - if so, these do not have to be routed through OSP.
**The agency receipt deadline and/or OSP receipt deadline have been adjusted because the published agency
deadline and/or OSP receipt deadline fall on a weekend or holiday




Research Administration News

A Research
Administration Profile ...

David L. Knight
Director
Institutional Animal Care and Use Committee (IACUC)

Years at Emory: 17
Years in Research Administration: 2

How did you get started in Research Administration? | moved from North Carolina to Emory
in 1991 as the Lab Supervisor for Dr. Charles Nemeroff, Chair of the Department of Psychiatry & Behavioral
Sciences. Over the years, Dr. Nemeroff encouraged me to take on new tasks and gradually | moved out
of the lab and into more administrative duties. Trish Haugaard was the Vice Chair for Administration at
that time, and | learned a great deal from her. | was also a member of the Institutional Animal Care and
Use Committee (IACUC) for 16 years while | was in Psychiatry, reviewing protocols, modifications and
doing the facility inspections. In 2006, there was a need for someone who could come in and direct the
administrative duties of the IACUC office. This was the perfect synergy for my experience and strengths
and | am thankful that | was given the opportunity.

What do you enjoy most about Research Administration? | think | am at my best when | can
be of service to others. | enjoy being one of the small cogs that helps the Emory Research infrastructure
operate. | get a lot of satisfaction from knowing that | help the University in complying with federal and
state regulations while still doing my best to not make it an onerous task for the research investigators. |
have been in the research labs responsible for filling out the proper paperwork and know what a pain it
can be to have to fill out form after form. But, as an IACUC member, | am also acutely aware of the need
for compliance with the regulations. My hope is that | can convey to the researchers what the rules are,
and how | can help them comply with them.

Job Duties/Responsibilities: Director of the IACUC Administrative Office overseeing a staff of 4.
We have two standing meetings of the IACUC per month, handle approximately 750 protocols a year,

and review about 1200 modifications to those protocols every year.

Favorite Hobbies/Interests: Scuba Diving, Swimming, Family. We have two sons; the youngest
is graduating from Emory this year. Our older son, who graduated from Emory in 2004, is married and
lives in Gainesville, FL (Go Gators). We like to scuba dive as a family, especially in the West Palm

Beach area. The reefs and fish life there are great.
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Other Upcoming Training

Educational Series Sessions

Tools for Funding Searches
May 6 9a.m.-11a.m. 1599 Clifton, Room 5C

Electronic Reports & Research Administration Ad Hoc Queries
May 19 1p.m.-3pm. 1599 Clifton, Room 1.380

Corporate Contracts
May 29 9a.m.-11a.m. 1599 Clifton, Room 1.432

Coming Soon
Administering Service Centers

To register for any of the above sessions, please send an email to Brenda Brossett at bbrosse@
emory.edu. Please specify title and date of session and include your name and department.

NCURA Video Series

June 10 - Complex Agreements

September 9 - Good Customer Service for Research Administrators
All will be broadcast from 11:30 to 3:30 in the Hospital Auditorium.
Registration is not required.

Special Thanks to the following
Contributors to this Research Administration Newsletter:

Joy Austin, Assistant Director, OGCA
Abimbola Evans, Sponsored Research Financial Analyst, OGCA
Matthew Fowler, Sr. Associate Sponsored Research Analyst, OSP
Melodee Henderson, Associate Sponsored Research Analyst, OSP
Paige He, Sr. Sponsored Research Financial Analyst, OGCA
Artis Hill, Sr. Associate Sponsored Research Analyst, OSP
Cheryl Kilgore, Sr. Sponsored Research Financial Analyst, OGCA
Bill Lambert, Director of Cost Studies, OGCA
Michael Nichols, Associate Director, OSP
Kerry Peluso, AVP for Research Administration, OSP & OGCA
Holly Sommers, Acting Director, OSP
Ronald Thompson, Director, OGCA
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About Our Organizations ...

The mission of the Office of Research Administration is to provide exceptional research administration in
support of excellence in research, in concurrence with the mission of the University.

The mission of the Division of Finance is to make Emory University fiscally fit by fostering integrity and

excelling in competence and teamwork. To support this mission, we embrace the core values of Quality,
Respect, Growth, and Courage.

David Wynes, Vice President for Research Administration

404-727-3889, david.wynes@emory.edu

Edith Murphree, Vice President for Finance

404-727-2827, edith.murphree@emory.edu

Kerry Peluso, Associate Vice President for Research Administration

404-727-0551, kerry.peluso@emory.edu

Todd Sherer, Associate Vice President for Research Administration and

404-727-5550, todd.sherer@emory.edu

Kristin West, Associate Vice President for Research Administration and

404-727-2398, kwest02@emory.edu

Not recieving our newsletters?
Please visit http://www.or.emory.edu to subscribe to our listserv.
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