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Welcome!

The Center for Women’s Health Research (CWHR) at UNC welcomes you to the
University of North Carolina.

The mission of the Center for Women’s Health Research at UNC is to improve women’s
health through research by focusing on diseases, disorders and conditions that affect
women only, women predominately, and/or women differently than men. We engage
in multiple activities to carry out this mission including the following:
o Supporting individual investigators in designing studies and writing and
submitting proposals
o Administering awarded grants
« Helping investigators find and develop the resources they need to conduct their
research
o Conducting research with Center faculty members
e Mentoring junior investigators, graduate and undergraduate students

CWHR provides a focal point for women’s health research efforts on campus,
stimulating scientific endeavors within, among, and across all Schools, Colleges, Cen-
ters, and Institutes on campus. We strive to build partnerships within the University
and the community at large, leading to a better understanding of women’s health and
wellness and contributing to improved health for all.

If you have an interest in any area of women’s health, healthcare, and/or wellness,
please contact us so we can discuss ways in which we might work together. We are
happy to have you with us!

i UNC

CENTER FOR
WOMEN’S HEALTH RESEARCH

Mailing Address: Campus Box 7521
Chapel Hill, NC 27599-7521

Street Address: 104B Market Street
Chapel Hill, NC 27516

Telelphone: (919) 843-7720
Fax: (919) 843-7364
Email: cwhr@unc.edu

Website: www.cwhr.unc.edu



About the Center

The North Carolina Program for Women’s Health Research was founded in 2000 under the auspices of the
UNC Department of Obstetrics & Gynecology.

The previous director, Dr. Katherine Hartmann, and a small staff established the program in its former loca-
tion at the Cecil G. Sheps Center for Health Services Research.

As we grew in size, a decision was reached to officially change CWHR from a departmental program to a cen-
ter within the UNC School of Medicine. The name was changed in 2004 to “The Center for Women’s Health
Research at UNC” (a/k/a CWHR).

In November, 2008, Dr. Wendy Brewster began as the new director and in February, 2009, CWHR moved to
its present offices in Southern Village. A new vision and mission was crafted, focusing on increasing research
collaborations, enhancing existing research efforts in all areas of women’s health and wellness, identifying
new areas for research, and strengthening the measurement of long term improvement of the health of the
women of North Carolina.

LOCATION & DIRECTIONS:
The Center is located off-campus in the Southern Village area of Chapel Hill at 104B Market Street.

From points West: From Interstate 40 East, take Carrboro exit (Hwy 54). Continue for several miles on
Hwy 54 through Carrboro in right lane. Exit RIGHT at 15-501 South/Pittsboro exit. Travel approximately 1.5
miles to intersection with Market Street at Southern Village. Turn RIGHT onto Market Street; turn RIGHT
again at first stop sign and immediate RIGHT into parking lot; enter through Main Entrance.

From Raleigh and points East: From Interstate 40 West, take exit 273A (Hwy. 54 West/Chapel Hill/
Raleigh Road). Continue STRAIGHT staying in right lane. Take 15-501 South exit at overpass (just past Glen
Lennox shopping center on right). Continue STRAIGHT in right lane. Take 15-501 South exit (Chapel Hill/
Pittsboro); turn LEFT onto 15-501 South toward Pittsboro. Travel approximately 1.5 miles to intersection
with Market Street at Southern Village. Turn RIGHT onto Market Street; turn RIGHT again at first stop sign
and immediate RIGHT into parking lot; enter through Main Entrance.

From Durham: Take Bypass 15-501 toward Chapel. Continue STRAIGHT staying in right lane for several
miles. Take 15-501 South exit (Chapel Hill/Pittsboro); turn LEFT onto 15-501 South toward Pittsboro. Travel
approximately 1.5 miles to intersection with Market Street at Southern Village. Turn RIGHT onto Market
Street; turn RIGHT again at first stop sign and immediate RIGHT into parking lot; enter through Main En-
trance.

Parking/Bus: Parking is free and available in the lot adjacent to the building. Fare-free bus transportation
is provided by the Chapel Hill Transit Authority within the Chapel Hill-UNC service area. Transportation to
and from campus and other area cities is provided by several transportation services with varying fares. Bus
schedules and other information can be obtained at the UNC Public Safety Office or downloaded at their web-
site: http://www.dps.unc.edu.

Travel to/from Campus: It is often necessary for CWHR personnel to travel to the main campus for
meetings or events. CWHR has a service parking permit available for parking on campus in designated areas
(2-hour limit). Bus service from Southern Village to the main campus is also available.

About Southern Village - Market Street Area

Southern Village is a mixed-use Chapel Hill community of :
shops, restaurants, houses, apartments, townhouses,
E2¥ businesses and offices. CWHR is conveniently located o
Market Street, near the “town square.” There are many
{ events held throughout the year, including a farmer’s g
Bl market each Thursday from March to November and out-
door movies and concerts in the summer. L




About the Center

CWHR ENVIRONMENT:

# CWHR occupies the “B” side of the building at 104 Market Street and contains a
- lobby area, offices, restrooms, a kitchen, individual computer carels, and outside
- porch and patio seating areas.

- The Center conference room seats up to 15 and contains a
large pull-down screen, LCD projector/laptop, white boards |«
~ and flip charts. Most internal CWHR meetings and events
“ are held in the conference room. It is also available for use
by other colleagues in women’s health research for educational and professional
meetings. The kitchen is fully-equipped with a refrigerator, stove, microwave, dish-
washer, and coffee-maker. Staff may use the kitchen area for food storage and cook-
ing. Each person is responsible for clean-up after using the kitchen and common areas.

HOURS OF OPERATION:
Monday - Friday 8:30 a.m. - 5:00 p.m. Closed on weekends

The Center operates on the University of North Carolina calendar for all holiday observances and other
closings (weather, disaster, etc.).

TECHNOLOGY at CWHR:
As anew CWHR and UNC employee, you will be issued passwords for access to University and Center sites.

1) You will be assigned a computer and set up with password access by CWHR IT Support.

2) All new UNC employees are provided with a personal identification number (PID), and an
“Onyen” password allowing access to a variety of campus organizations, departments, and formats
(such as the electronic time sheet). You will receive this information from UNC Human Resources at
your UNC employee orientation session.

3) CWHR uses a network server (called “CECIL”) maintained by the Cecil G. Sheps Center as the
repository for all CWHR data files. You will receive a username/password (called a “Scallion”) and
instruc tions from Sheps Center IT Support. Your Scallion may be the same as your Onyen.

4) The WIKI and Project Tracking System are internal applications only available to CWHR em
ployees. WIKI provides access to a scheduling calendar for the conference room, service permit use,
policies and procedures, staff contacts, and other CWHR information. It is accessed using your On
yen. Project Tracking is a daily time log filled out by all CWHR employees. Desktop shortcuts for the
WIKI and Project Tracking will be placed on your computer.

5) Wireless Internet: You will need to register your network card adapter/MAC address with Onyen
Services. (Go to: https://onyen.unc.edu and click on “DHCP Registration”).

There is a lag time of about 1 hour between registration and access. Please contact CWHR IT Support
if you have any questions or need help setting up your wireless connection.

NOTE: Due to University restrictions, if you wish to use applications or hardware not
provided by CWHR, they must be approved and/or purchased by CWHR IT Support.
(Excludes USB/flash memory sticks and cellphones).

For technology questions/problems, contact:

CWHR IT Support: Josh Knop 843-6305 jknop@schsr.unc.edu

Sheps IT Support: 966-5888  computer_support@schsr.unc.edu




Center People

WENDY BREWSTER, MD, PHD - DIRECTOR

Dr. Brewster is an Associate Professor in the Division of Gynecologic
Oncology, Department of Obstetrics & Gynecology with both teaching and
clinical responsibilities.

Research Focus: Gynecologic oncology

Phone: (919) 843-2933 Email: brewster@med.unc.edu

John M. Thorp, Jr., MD - Deputy Director

Dr. Thorp serves as Chief of the Women’s Primary Health Division in the De-
partment of Obstetrics & Gynecology.

Research Focus: Preterm birth, health disparities, alcohol and drug abuse,
nutrition in pregnancy, clinical trials

Phone: (919) 843-7850 Email: thorp@med.unc.edu

Carol Lorenz, PT, PhD - Associate Director ,I' T ?/y’/ ﬂ“lilt

4

Dr. Lorenz is a Research Professor in the Department of Obstetrics & Gyne- o oek o 2 -
cology and is the initial contact for research collaborations.

Research Focus: Grant facilitation and mentoring junior investigators,
consultation on systems and project management, health care disparities for
women with intellectual disabilities

Phone: (919) 843-7599 Email: clorenz@schsr.unc.edu




Center People

Kim Andringa, PhD - Senior Research Associate

Dr. Andringa is a Senior Research Associate at the Center and Manager of the
Clinical Trials Unit.

Research Focus: Prenatal and postpartum care, gestational diabetes, breast-
feeding, substance abuse in pregnant and parenting women, and the intersec-
tion of health and socioeconomic status.

Phone: (919) 843-7624 Email: kim_andringa@unc.edu

,': Michele Jonsson Funk, PhD - Director of Methods Core

“i| Dr. Funk is a Research Assistant Professor of Epidemiology in the UNC Gillings
¥ School of Global Public Health.

‘| Research Focus: Epidemiology methods for causal inference from observational
data; comparative effectiveness of drug exposures in reproductive, perinatal and
women’s health; benefits and adverse effects of early treatment for human immuno-
deficiency virus (HIV)

Phone: (919) 843-0384 Email: mfunk@unc.edu

Joanne M. Garrett, MSPH, PhD
Director of Career Development Core

Dr. Garrett is a Professor in the UNC Department of Obstetrics & Gynecology.

Research Focus: Biostatistics, epidemiology, women’s health

Phone: (919) 843-7686

Email: joanne_garrett@med.unc.edu

I Wanda Nicholson, MD, MPH
| Director of Obesity & Diabetes Research Core

Dr. Nicholson is an Associate Professor in the UNC Department of Obstetrics & Gyne-
cology.

Research Focus: Epidemiology of chronic conditions in women, gestational diabe-
tes, type 2 diabetes, obesity and the effect of depressive symptoms on health-related
4 quality of life.

‘~ Phone: (919) 843-7116 Email: wanda_nicholson@med.unc.ecu




Center People

Tonya Watkins

Assistant Director for Research Administration

Phone: (919) 843-7116

Email: tjw@unc.edu

Josh Knop

IT Support

Phone: (919) 843-6305
Email: jknop@schsr.unc.edu

Cathy Lyons-Mangum
Administrative SupportSpecialist
Phone: (919) 843-7676

Email: clmangum@schsr.unc.edu




Center People

Tony Rogers

Business Officer
Phone: (919) 843-3210

Email: trogers@schsr.unc.edu

Kathryn Salisbury

Project Manager

Phone: (919) 843-2712

Email: kathryn_salisbury@med.unc.edu

Diana Urlaub

Project Manager

Phone: (919) 843-1277

Email: diana_ urlaub@unc.edu




Campus Contacts & Information

e Access campus directory of
faculty, staff and students
A ‘_I‘v; = ’:d | http://my.unc.edu |° Employee services and
s 4 Lo e e resources
- Js‘d e UNC calendars, events and
iéi‘ii”finj Stat ‘L“fm o s announcements
CWHR (919) 843-7720 Fax: (919) 843-7364 Dept. #4202
GENERAL INFORMATION
Health Sciences Library 962-0800 www.hsl.unc.edu
Finance Division 962-2256 http://finance.unc.edu
Disbursements 962-0213
Payroll 962-0046
Purchasing 962-2251
Human Resources 843-3599 http://hr.unc.edu
Mail Services 962-0473 http://fac.unc.edu
Public Safety (Parking) 962-3951 www.dps.unc.edu
University Advancement (Development) 962-0329 http://giving.unc.edu/
Work-Study Employment Program 962-4170 http://studentaid.unc.edu
SCHOOL OF MEDICINE
Administration (Dean’s Office) 966-4161 www.med.unc.edu
Continuing Medical Education (CME) 062-2118 www.med.unc.edu/cme
Information Systems, Office of (OIS) 966-1325 www.med.unc.edu/ois
Lineberger Comprehensive Cancer Center - (Admin) 966-3036 www.unclineberger.org
Medical Sciences Teaching Lab (MSTL) 966-1134 www.med.unc.edu/mstl
Medical Foundation of North Carolina, Inc. 966-1201 www.med.unc.edu/medfoundation
Sponsored Programs Office 962-3950 www.med.unc.edu/spo
Obstetrics & Gynecology:
Administration 966-5281 www.med.unc.edu/obgyn
Advanced Laparoscopy & Pelvic Pain 966-7764
Gynecologic Oncology 966-1194
Maternal-Fetal Medicine 966-1601
Midwifery 843-2490
Reproductive Endocrinology & Fertility 066-5283
Urogynecology & Reconstructive Pelvic Surgery 966-4717
Women’s Primary Health 843-7850
OTHER SCHOOLS
School of Dentistry - Administration 966-1161 www.dent.unc.edu
School of Nursing - Administration 966-3731 http://nursing.unc.edu
School of Pharmacy - Administration 066-1122 http://pharmacy.unc.edu
School of Public Health - Administration 966-3215 www.sph.unc.edu
Center for Health Promotion/Disease Prevention 966-6080 www.hpdp.unc.edu
School of Social Work - Administration 062-1225 http://ssw.unc.edu



http://my.unc.edu/dt

Research Contacts & Information

UNC RESEARCH AFFILIATIONS & RESOURCES

Carolina Population Center 966-2157 www.cpc.unc.edu

Cecil G. Sheps Center for Health Services Research 966-5011 www.shepscenter.unc.edu

Grant Resource Library (searchable databases) http://research.unc.edu/grantsource/
funding_databases.php

Health Sciences Library 962-0800 www.hsl.unc.edu

NC TraCS Institute 966-6022 http://tracs.unc.edu

Office of Sponsored Research 066-3411 http://research.unc.edu/osr

Research at Carolina http://research.unc.edu

Research & Economic Development - Vice Chancellor 962-1319 http://research.unc.edu

Sponsored Programs Office—School of Medicine 962-3950 www.med.unc.edu/spo

UNC RESEARCH CORE FACILITIES

For a searchable database of contacts and information about Research Core Facilities and Services, go to:
http://www.med.unc.edu/ott/core-facilities

Search by category (i.e., animal studies, genetics, etc.) or by school (i.e., Arts & Sciences, Medicine, etc.).

UNC RESEARCH PROTOCOL OFFICES

Conflict of Interest Policy Information 843-5328 https://cfx3.research.unc.edu/coi
Division of Animal Laboratory Medicine 966-3111 http://research.unc.edu/dlam
Institutional Animal Care & Use Committee (IACUC) 966-5569 http://research.unc.edu/iacuc
Institutional Review Board (IRB) 966-3113 http://ohre.unc.edu

Office of Human Research Ethics
OTHER RESOQURCES
Centers for Disease Control & Prevention http://www.cdc.gov/about/business/funding.htm

Community of Science (worldwide research database) http://www.cos.com
Grants.gov (search all federal funding and information) http://www.grants.gov
HSRProj (searchable database for health services

research and public health projects) http://wwwef.nlm.nih.gov/hsr_project/
home_ proj.cfm
National Institutes of Health http://grantsi.nih.gov/grants/oer.htm
National Science Foundation http://www.nsf.gov/funding
U.S. Department of Agriculture http://www.usda.gov
(choose “Researchers” from browse by audience menu)
U.S. Department of Health & Human Services http://www.dhhs.gov/grants/index.shtml
Research Administration for Scientists (COMP 918) Offered Spring semester only

The course covers a range of topics important to any doctoral student in the sciences. Students will learn the basics of
writing grant applications and preparing budgets, how the proposal review process works at different agencies, and im-
portant aspects of managing research after the proposal is funded e.g., supervising people as well as managing money,
scheduling work, and documenting performance while complying with funding agency rules. Additional topics include:
setting up a lab; research ethics; misconduct in science; human subject testing; laboratory safety; intellectual property
including copyrights, patents, trade marks and trade secrets; technology transfer including licensing, material transfers,
and start-up companies; conflict of interest; and the challenges/rewards of bridging the academic/industry divide.

Contact: Timothy L. Quigg, MPA - Associate Chair for Administration & Finance
Dept. of Computer Science

Tel: (919) 962-1777 Email: quigg@cs.unc.edu Website: www.cs.unc.edu/~quigg/comp918.html



http://www.cs.unc.edu/%7Equigg/comp918.html

CWHR Services to Investigators



CWHR Services to Investigators

The Center fulfills part of its mission by
phases of project development, regardless of their home department. Services cover all phases of
project development and include:

e facilitating new areas of research

o helping investigators build research teams

e assisting with pilot design and methodology

o creating timelines and giving project management guidance
e supporting all aspects of proposal writing and submission

e designing and building databases

e assisting with pre-award budgets

e supporting progress reporting and submission

e providing oversight and guidance for research team start-up
e being the post-award grant administrator

e monitoring, coaching and feedback, particularly for new investigators

NOTE: We have defined our services and the process for accessing them in collaboration with the
Department of Obstetrics and Gynecology. In general, the same guidelines will apply to investigators
from departments outside ObGyn and from other Schools, Centers, and Institutes. If you are outside the
SOM and/or are not part of the Department of ObGyn and would like to work with the Center on a
grant proposal/submission, please contact Carol Lorenz at clorenz(@schsr.unc.edu to discuss ways in
which the Center can work with you and your department/division.

Services are dependent on availability of personnel and on the type of proposal. We have divided pro-
posals into categories which we have deemed orange, yellow, green, and red. Definitions of each cate-
gory, the assistance CWHR can offer for each category, specific details of how to access our services,
and our submission process are captured starting on page 14 of this document.

Center personnel do not work with proposals with no indirect funds associated with them unless a
mechanism to cover the cost of our involvement is negotiated in advance with your Division Director,
Department Chair or School Dean. If we work with you on a proposal and the proposal is submitted
through the Center, we expect to be the grant administrator.

Through our Clinical Trials Unit, we provide extensive support to investiga-
tors involved with the conduct of industry sponsored and initiated clinical tri-
als. Specific details of the assistance provided and how to access these ser-
vices begin on page 29 of this manual.

CWHR provides several computer-equipped, internet accessible office carrels 5

for use by research collaborators, faculty, interns, graduate research assistants,

work study students, and others during regular office hours. Prior arrangement is helpful but not re-
quired. In addition, the building is wi-fi enabled through the School of Medicine.

All information in this Resource Guide can also be found on our web site www.cwhr.unc.edu

prov


mailto:clorenz@schsr.unc.edu
http://www.cwhr.unc.edu

Services to Researchers:

By Grant Size

Sources o University

o Foundations

o Professional organizations

o State and local governments
PI Time e Minimal
Salary Expectations « No salary support
Indirects e None

Assistance CWHR can offer

Center assistance for orange
projects is funded at the
discretion of the Division
Director/Department Chair, or
Dean. If you need

assistance with a project from
this level, please discuss with
your Division Director or
Equivalent before

contacting the Center.

o Database, data management and analysis

o Guidance on specimen collection, storage, analysis
o IRB submissions

e Mentorship

o Access to work study students, fellows, medical
students, interns, etc.

o Application preparation and submission
o Grant administration
e Progress reports

e Project management support for recruitment and
Implementation

e May be able to broker prn RA or research nurse time




Services to Researchers: By Grant Size

Sources

Commercial - pharmaceutical companies and CRO’s

PI Time

Salary Expectations

Indirects

Dependant on complexity of the study and support staff

Salary support highly variable; physician time may be
minimally covered but much is in-kind

Minimum of 28% (non-negotiable)

Assistance for clinical trials is
available through the CWHR
Clinical Trials Unit (CTU).

Industry sponsored and
initiated clinical trials have a
unique process to follow. Please
see the CWHR Clinical Trials
Unit Process Manual for

details.

Please discuss with your Division
Director or Equivalent, then con-
tact Kim Andringa at

Kim_ Andringa@unc.edu for
details.

Navigating the Office of Clinical Trials approval process
IRB submissions

Evaluating protocols and recruitment potential
Establishing cost of protocol

Budget negotiations

Sponsor and study vetting

Recruitment and enrollment tracking

Monitoring financial health of trials




Services to Researchers: By Grant Size

YELLOW PROJECTS

EXTRAMURAL projects that are non-federal/state funded with values from $100,000

Sources

PI Time
Salary Expectations

Indirects

Assistance CWHR
can offer

Center assistance for
some projects at this
level may require
funding support
from your Division
or Department.
Please discuss with
your Division
Director or
Equivalent before
contacting the
Center.

to $250,000 are considered Yellow

Foundations

University

Foundations Federal

Professional organizations
State and local governments

Federal

Dependant on salary support o Dependant on salary support

Minimal salary support e 10-20% salary support expected
Depends on funding source; .
typically foundation rates are
lower than federal rates

Depends on funding source;
typically foundations rates are
lower than federal rates

Database, data management and analysis
Guidance on specimen collection, storage, analysis
IRB submissions

Mentorship

Access to work study students, fellows, medical
students, interns, etc.

Application preparation and submission
Grant administration
Progress reports

Project management support for recruitment and
Implementation

May be able to broker prn RA or research nurse time



Services to Researchers: By Grant Size

Sources Foundations (few) Foundations (very few)
Federal Federal

PITime Usually greater than salary sup- Usually greater than salary sup-
port port

Salary Expectations Minimum 15% salary support Minimum 15% salary support
expected by funding agency expected by funding agency;

often more is necessary

Indirects Depends on funding source; Depends on funding source;
typically foundation rates are typically foundation rates are
lower than federal rate lower than federal rate

Assistance CWHR Database, data management and analysis

can offer

Center assistance
for projects at the
green level is sup-
ported by the De-
partment of
ObGyn through a
yearly contribution
to the Center. If
you are outside the
Department of Ob-
Gyn please contact
the Center to deter-
mine how we will
work together.

Guidance on specimen collection, storage, analysis

IRB submission

Mentorship

Access to work study students, fellows, medical students, interns, etc.

Application preparation and submission

Grant administration and progress reports

Project management for recruitment and implementation

Dedicated study staff - RA, research nurse, study coordinator; CWHR
can assist with job descriptions, posting, screening, interviewing, all

aspects of hiring process

Manuscript, abstract, poster preparation




Accessing CWHR Services for ObGyn Researchers

Center assistance
is funded at the
discretion of the
Division Director

YELLOW
PROJECTS

Center assistance
may require
funding from your
Division

'

Center

assistance is
supported by
ObGyn

Discuss with CWHR
and Div Dir/Dept Chair

Div Dir
agrees to fund
assistance?

no

|

Cost of
assistance covered
by Dept?

yes

.

Assistance for

clinical trials is
available through
the CWHR
Clinical Trials Unit
(CTU)

Send email request for assistance to Carol Lorenz at
clorenz@schsr.unc.edu. Include submission date, proposed funding
agency, and the RFA/Program Announcement or link to it

Please send at least three (3) months* in advance of submission date

Discuss with Division
Director; then contact
CWHR CTU
Coordinator

*See Narrative for

|

exceptions.

Generate timeline for internal due
dates; identify contingencies and
potential issues/concerns

|

Send to PI and discuss; agree on
assistance to be provided by CWHR

End

v

no
Proceed?

yes

Revise timeline, recap agreement, send
to PI, place in CWHR work queue

Submission
Process A

Accessing CWHR Services ObGyn v2
January 2011

|

Submission
Process B

Yellow Projects
EXTRAMURAL--non-federal/state

from $100,000 to $250,000




Narrative for Accessing CWHR Servicesd specific to Department of ObGyn
NOTE: Please contact Carol Lorenz at clorenz(@schsr.unc.edu to discuss if you are not in the
Department of ObGyn.

The Department of ObGyn, through its Research SWOT Committee, has decided that funds the
department provides to the Center for research support are best used for developing and submit-
ting GREEN and RED proposals. YELLOW proposals (see definitions on preceding page) may
be supported, but a discussion between Center and Division/Department personnel is needed to
determine whether Center assistance is covered by Departmental funding, or whether the Divi-
sion would need to provide funding for the support. YELLOW proposals deemed to be outside
the Departmental funding stream and all ORANGE proposals will need to be submitted and ad-
ministered by the PI or someone in their division/department unless there is prior agreement on
funding the Center for this work. CWHR is willing to assist in helping individuals within Ob-
Gyn learn how to do this; please contact Carol Lorenz at clorenz(@schsr.unc.edu for assistance.

For ALL proposals for which the Center will be the submitting and administrating agency, re-
gardless of where it is going, please notify Carol Lorenz at clorenz@schsr.unc.edu as soon as
you begin planning a submission. Send her the proposed submission date, the agency, and a
link to the funding opportunity announcement. We prefer this information at least three months
in advance of the submission due date. CWHR will generate a timeline (see example, page 21)
and discuss it with you; at the same time we will agree on what Center services you will be us-
ing. CWHR personnel will recap the conversation and revise the timeline per the conversation,
send to you, and put the dates in the CWHR work queue.

Exception to the three month notification: We recognize that some announcements are released
with less than a three month window for response; if you have less than three months to re-
spond, we will follow the same process as outlined above. Following the discussion on the
timeline and critical dates, if you commit to meeting the deadlines discussed, we will be happy
to work with you. As you are working on your proposal, if you decide to change your submis-
sion date, please notify CWHR.



mailto:clorenz@schsr.unc.edu
mailto:clorenz@schsr.unc.edu
mailto:clorenz@schsr.unc.edu

Example of a timeline
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Narrative for Submission Process A

Submi ssion Process A applies to all orange pr o]
division will submit and administer.

The first thing to determine (1) is whether your proposed funding source is intramural (internal to UNC)
or extramural (outside the university). Grants that are internal to UNC include among others, TRaCS,
UCRF, URC, faculty development awards, and proposals to other Centers, Institutes or schools/colleges
internal to UNC. Intramural grants DO NOT go to the Sponsored Programs Office (SPO) or the Office
of Sponsored Research (OSR). Instead, they go directly to the organization responsible for the award;
instructions for submission will vary from group to group and can usually be found at the website for
that particular award announcement. CWHR typically does not support submissions of this nature.

If your proposal is going to an agency outside of the university and you are in the School of Medicine,

regardless of the funding organization or the size of the grant, the proposal MUST be sent through

the Sponsored Programs Office (SPO), and then to the Office of Sponsored Research (OSR) before it

can be submitted to the agency for consideration (2). Proposals to foundations with which the

university maintains a strategic alliance (these include BCBSNC, Kate B. Reynolds, Z. Smith Reynolds,

and the Duke Endowment among others) have an additional step prior to submitting it to SPO and OSR

(3). I n this case, the proposal must be vetted
and Foundations group under the leadership of Helen Snow for prior approval (4). CWHR does not

typically support submissions of this nature, but can assist you in understanding the process to be

followed.

If you are submitting to an agency outside UNC which is NOT a federal agency (professional organiza-
tions like ACOG for example) or a foundation with which UNC maintains a strategic alliance, you will
go directly to creating an electronic Internal Processing Form (eIPF) in RAMSeS (5). The eIPF needs to
be created SEVEN BUSINESS DAYS BEFORE THE PROPOSAL DUE DATE. To do this, go to
RAMSeS (https://ctx5.research.unc.edu/ramses/ ) and log in using either your ONYEN or your SOM
ID. Once logged in, look for the Proposal Dashboard and click on Start New Proposal. The system will
walk you through the process from here; this will include attaching the final submission documents in
pdf form (6). From this point, RAMSeS will route for approvals (7); you will be asked as the PI to
certify the proposal. Once approvals are complete (8), RAMSeS will route automatically to SPO or
OSR as appropriate (9). The SPO/OSR grant submission process is captured in the document of that
title.



https://cfx5.research.unc.edu/ramses/
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Narrative for Submission Process B

Submission Process B applies to all proposals that CWHR is submitting and for which we will be the
administering agency—yellow ones that have been agreed upon by CWHR and the Division/Department,
all green and all red proposals will follow this process for submission.

If you are working with the Center on your submission as outlined above, the first step (1) is to ensure that
all major changes to your proposal and budget are complete FIFTEEN BUSINESS DAYS BEFORE THE
PROPOSAL DUE DATE. You will need to send electronic copy of your final proposal AND ALL ITS
PARTS (includes letters of support, biosketches, abstract, the research plan, bibliography, human subjects,
etc.) and budget/budget justification to the Center (2). If this is a federal proposal (3), TEN BUSINESS
DAYS BEFORE THE PROPOSAL DUE DATE (3a), we will do the initial upload of documents into
Cayuse. The PI will have three days to review and make minor edits and changes (3b); the upload to Cayuse
may move charts, tables and figures, so document-checking is extremely important. SEVEN BUSINESS
DAYS BEFORE THE PROPOSAL DUE DATE (3c¢), all ancillary forms must be completed; we have
boiler plate statements for many of these are will be happy to use them in your submission. However, we do
ask that you complete the Targetted Enrollment Form, as you are most qualified to know what needs to go in
that document. Simultaneously, we will create an electronic Internal Processing Form internal (eIPF) and
submit it to Ramses (4) so the internal approval process can begin. FIVE BUSINESS DAYS BEFORE
THE PROPOSAL DUE DATE, we upload the entire completed document into Cayuse if this is a federal
proposal, or pdf files if non-federal (5). From this point on, you can make NO MORE CHANGES.

Your packet is sent electronically to all departments with personnel listed for salary approvals, and to the PI
for certification (6). Once these approvals are complete (7), if CWHR is administering the grant post award,
OR if there are SOM faculty and/or staff on the proposal, the document automatically goes to the Sponsored
Program Office (SPO) in the School of Medicine (8a); this is the most likely routing of proposals from
ObGyn. If CWHR is not administering the grant, and there is no SOM faculty or staff on the proposal, the
packet goes directly to the Office of Sponsored Research (8b). From this point, the SPO/OSR process

applies (9).
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Narrative for SPO/OSR Grant Submission Process

ALL extramural funding from the School of Medicine must go through SPO and ultimately OSR. This is a
description of the process that they follow. Your proposal must reach SPO/OSR a minimum of FIVE
BUSINESS DAYS PRIOR TO THE PROPOSAL DUE DATE; submission in RAMSeS (Submission
Processes A and B) fulfills this commitment.

Once your proposal is received in the SPO (9) if it is an NIH R, K, or T series, or is an American Heart
Association or an American Cancer Association proposal with a School of Medicine department (CWHR is
SOM) as the grant administrator, your packet goes down the A side (A.10). SPO will review the entire
packet (A.11)— they review everything with a strict eye for detail, probably even more strictly than OSR. If
there are errors, (A.12) CWHR will likely be notified first. If it is something that we can fix, we will do so.
Alternatively, we may need to contact you for you to fix the problem/issue. Once everything is correct, the
proposal itself is routed internally for approvals (A.13). If this is an electronic submission (A.14), once
approvals are complete, (A.16) SPO will do the actual submission to NIH.

Once your proposal is received at NIH, they will place the proposal and its assigned NIH tracking number
on eRA Commons under the PI name. The PI will receive notification (A.17) that the proposal has been
received and will let you know if there are warnings or errors associated with the submission. You should
log onto eRA Commons regularly after you submit a proposal to track its progress. You should check any
warnings to be sure they are not an issue, but typically warnings are simply that—a warning and do not re-
quire any corrective action on your part (it will indicate that on eRA Commons). However, if you get an
error, you definitely need to check with us to track things down and make sure that the submission did/will
go through. You have 48 hours to correct any errors; if action is not taken within the 48 hour time period,
the submission will be considered to have failed.

Proposals to the American Heart Association or the American Cancer Association have their own individual
receipt process; all other parts of the process are the same as for NIH, and SPO will still do the actual
submission. However, you should check with the respective organizations to make sure you have the
correct due dates and note any other minor deviations from the NIH process. CWHR can assist you, as can
Carolyn Marl owe’s office.

If the submission is a hard copy one, the proposal goes through the same internal process as described

(9 through A.14); however, (A.15) manual signatures are required, and the document must be printed, col-
lated, and boxed for shipment. Most organizations requiring a paper submission also require a CD of the
appendices and other support documents. The paper copy and CDs and any other accompanying materials
must be shipped overnight on the DAY BEFORE THE PROPOSAL IS ACTUALLY DUE. CWHR will
complete this part of the process and will send via return receipt to ensure that the package is received in a
timely manner. Such packages can also be tracked electronically; we normally track them to make sure
they are moving along as they should.

If your proposal is an NIH proposal other than an R, K, or T series (for example, U or P), it goes to an
organization or foundation other than the AHA or ACA, and CWHR is the grant administrator OR if the
proposal is SOM affiliated but administered outside the SOM, the proposal goes down the B side (B.10).
SPO will only review pertinent salaries (B.11). Once they determine that the salaries are correct, or correct
any errors (B.12), the packet is sent to OSR (B.13). OSR will review the entire packet (B.14), request
corrections to any errors (B.15), and route internally for approvals (B.15). If it is an electronic submission
(B.17), OSR will do the actual submission (B.10). From this point the process is identical to that described
above; this is also true for non-electronic submissions (B.18 and B.20 are identical to A.15 and A.17).



CWHR Clinical Trials Unit (Red projects)



