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Research Matters is an internal monthly newsletter published by Marshfield Clinic Research Foundation.

Directors’ Report
There are many unsung heroes at MCRF. Sadly, we don’t have space to highlight all
of them. This month we would like to take the opportunity to sing the praises of one
of our best kept secrets, the Integrated Research and Development Laboratory, or
IRDL as it is affectionately known. Some of you may remember IRDL by its former
name, the Core Lab. The lab’s name was changed about a year ago to more
accurately reflect the work carried out. The mission of the Integrated Research and
Development Laboratory is to provide efficient, high-quality, cost-effective technical
research laboratory support to Marshfield Clinic investigators. I’m here to tell you
that IRDL, led very capably by Jennifer Meece, PhD, an accomplished scientist in
her own right, lives this mission every day. Jen and her outstanding staff work extremely hard with little
fanfare to make sure the Centers, Institutes, Programs, Scientists, and staff of MCRF have appropriate
laboratory support to be successful. As examples, IRDL supports the Personalized Medicine Research
Project (PMRP), a nationally recognized resource and the reason the NIH Director Francis Collins
mentions Marshfield Clinic as a leader in Precision Medicine. IRDL was the support laboratory for
outstanding vaccine research in the Center for Clinical Epidemiology and Population Health and
performed so well, they are now the national reference lab for a Phase III registration trial of a new
vaccine. IRDL also provides key support functions for the Clinical Research Center, collaborates with
Marshfield Labs facilitating their participation in important research and development, and assists the
National Farm Medicine Center in its NIH-funded project with UWSMPH researchers evaluating the
effects of growing up on a farm on children’s immune function. All of this is done in relative obscurity
with IRDL scientists and staff nearly always working behind the scenes, almost never in the limelight.
Today at least, they have the well-deserved opportunity to shine. Please join me in celebrating their work.

Associate Directors’ Report
I have some news to share from the Offices that provide such outstanding service to
the scientists and clinician-researchers of MC and MCRF. In order to improve
efficiency, we are combining the Office of Scientific Writing (OSWP), Office of
Research Integrity and Protections (ORIP), Sponsored Programs (SP), Fiscal Affairs
(FA), Clinical Medicine and Research (CM&R), and Administration into a single
Office. Please note that IRDL is not part of this grouping, due their differing scope of
work. For the time being, and into the new fiscal year, there will be no changes in the
workflows, processes and procedures of these entities. The merger is strictly one of
combining cost center numbers into one, which will be 1020. This change will be effective as of October
1. As more efficient processes and workflows are developed, they will be communicated out to MCRF
well in advance of their implementation. We are working on a few now, but any other suggestions you
may have are welcome.
You can tell that we have a thing for acronyms and abbreviations, and to that end we are holding a contest
among the staff of the merging offices on a name. A list of contenders will be provided to MCRF for a
vote.
http://www.marshfieldresearch.org/
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Recent Publications, Grants, and Awards
This column is to highlight recent accomplishments of MCRF researchers and MC clinical
investigators.
Please select the hyperlinks to view recent publications or grants/awards.
If you have recently published an article or received a grant or an award and want it included in
the next issue of Research Matters, please contact Steven Ziemba at
Ziemba.steven@mcrf.mfldclin.edu
For more, please visit http://www.marshfieldresearch.org/

2015 Auction of Champions a Success
Thanks to the generous support of 275 attendees at this year’s Auction of Champions, $206,000 was
raised to support the National Farm Medicine Center.
The event was held on Thursday, Sept. 17 at RiverEdge
Golf Course. Guests were treated to over 100 silent auction
items, a variety of live auction items and unique raffles. The
theme was “A Night in Oz.”
During the Live Auction guests were invited to support a
new program to NFMC, the Veterans to Farmers
Movement. The project, led by Dr. Casper Bendixsen, is
focused on identifying the benefits of agricultural work for
veterans, as well as ways of minimizing the farming risks to
this unique population. Supporters gave $25,000 to support
this project.
Since 2007, many grassroots efforts have emerged in order
to recruit returning military veterans to agriculture for their
next occupation. The U.S. Department of Agriculture has
followed suit and started to include veterans as a priority
population in its Beginning Farmers and Ranchers Program.
The National Farm Medicine relies on philanthropic support
to continue its research.

http://www.marshfieldresearch.org/
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Compliance Notes
Requesting External Medical Records for Research
After spending several years considering responses submitted to its 2011, “Advanced
Notice of Proposed Rulemaking,” the U.S. Department of Health and Human Services
published an official, “Notice of Proposed Rulemaking (NPRM) in September 8 2015’s
Federal Register. What this means is that the process of revising the “Common Rule,”
the longstanding federal research regulations, is moving forward. Individuals, groups
and institutions are allowed to submit comments until December 7, 2015. The NPRM
is more than 500 pages long, but contains major changes in probably fewer than ten
areas of the Common Rule.
I will highlight the major proposed changes; some will have more of an impact on MCRF than others. If
you are interested in forming a group to discuss any aspect of the NPRM in detail, please contact me and
I will be happy to facilitate. Please keep in mind that changes should not be made based upon the
NPRM. It is in no way final at this time.


Proposed revisions to several sections of the Common Rule significantly change the way
research with information and specimens that were initially collected for clinical purposes and
later used for research would be regulated. Research retention, use, and analysis of biospecimens (with rare exceptions) would require prospective informed consent from the
individual patients. The consent would be allowed to be broad, to cover all future uses with
clinical data and specimens, but people would be given the chance to prohibit research use.
(This would replace the current system where informed consent waivers are allowed for such
research activity.) The current thinking is that this change would only apply to bio-specimens
collected in the future, and institutions would have three years from the finalization of the Rule
to come into compliance. Existing clinical bio-banks are not discussed. There is also the
suggestion of requiring informed consent specific to whole-genome sequencing. See page
54932, II.A.1



Additional types of research would be excluded from the regulations, and IRB review, due to
being deemed inherently low risk. Eleven specific activities are listed that would be excluded
from the regulations. Examples include: certain program improvement activities, research with
non-identified bio-specimens limited to generating information about the subject that is already
known, survey, interview, surveillance, and government functions with a purpose other than
research. Keep in mind that there are specific details and requirements that are conditions of
the exclusions. See page 53947 “Exclusion of Activities.”



It is proposed to add additional categories of exempt research, and allow researchers to make
their own exemption determinations without IRB review. See page 53954 iii.3”Proposed
Exemptions.”



Continuing with the movement toward central IRBs, proposed revisions mandate that U.S.
institutions engaged in cooperative research rely on a single IRB for that portion of the research
http://www.marshfieldresearch.org/
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that takes place within the United States, with certain exceptions. See page 53981 “Cooperative
Research.”
Some additional more minor proposals include ending the requirement for continuing review of
most expedited research, posting all final consent documents on a government website, and
requiring new consent elements and organization of research consent documents. The NPRM
also proposes that federal research regulations must be applied to all studies, regardless of
funding, if the researcher’s institution accepts any federal research dollars. This would not be a
change, locally, as this has been recognized and implemented as best practice at academic
medical centers and accredited institutions (including Marshfield Clinic) for decades.

http://www.marshfieldresearch.org/
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Peggy Peissig invited to AMIA panel
Dr. Peggy Peissig was invited to be part of an American Medical Informatics
Association (AMIA) panel to discuss “Advancing Research and Innovation through
EHRs” at the 2015 Annual Health Policy Invitational Meeting held in Washington
D.C., on September 17-18. Unlocking the Potential of Electronic Health Records:
How Policymakers Can Impact the On-going Evolution of EHRs
For the last nine years, the AMIA Policy Invitational has served as a unique platform
to inform legislative, regulatory, and policy development. The 2015 AMIA Policy
Invitational was no different with participants not only sharing their areas of expertise, but participating
with colleagues in focused and thought-provoking discussions to help articulate the role of biomedical
and health informatics in developing next-generation federal policies and research priorities. The theme
of this year’s Invitational built on a year-long project conducted by AMIA’s EHR 2020 Task Force to
develop concrete, actionable policy recommendations for the next phase in EHR evolution; how EHRs
need to evolve so that patients receive better care, populations are better managed and healthcare
costs are better contained. Given passage of the 21st-Century Cures Act in the House of Representatives
and the corollary work undertaken by the Senate, these recommendations will uniquely position AMIA
to bring solutions-oriented ideas to the fast-moving legislative and regulatory environment – in
Washington, DC and beyond.

Change in Leadership for WiNCORP
Dr. Adedayo Onitilo, Oncology Service Line Director, has graciously accepted the
role of Principal Investigator for the Wisconsin NCI Community Oncology Research
Program (WiNCORP), a partnership of Marshfield Clinic, St. Vincent’s Regional
Cancer Center in Green Bay and Gunderson Health System in LaCrosse. Dr. Onitilo
has been an Oncologist/Hematologist physician for the Marshfield Clinic since
2004. He currently holds multiple administrative appointments and has been a
dedicated PI on internal, industry, and NCI-funded trials during his tenure. We are
enthusiastic about his vision for the future of our WiNCORP program.
Dr. Onitilo is accepting the leadership of the program from Dr. Doug Reding, who has shepherd us over
the past year with the transition from the CCOP program to the new NCORP program with our new
partners Gundersen Medical Foundation in La Crosse and St. Vincent’s Hospital in Green Bay. We wish
Dr. Reding all the best in the next stage of his career.

http://www.marshfieldresearch.org/
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New IOSH/CIBM Postdoctoral Fellows
Dr. Timothy Rhoads and Dr. Katherine (Katie) Overmyer are NIDCR funded oral health informatics post-doctoral
fellows , who are jointly trained by the Institute for Oral and Systemic Health at the Marshfield Clinic Research
Foundation and the Computational and Informatics in Biology and Medicine program at University of WisconsinMadison. Both Dr. Rhoads and Dr. Overmyer are working under the mentorship of Dr. Amit Acharya and Dr.
Sanjay Shukla from MCRF and Dr. Joshua Coon from UW-Madison.
Dr. Tim Rhoads received his Ph.D. from Oregon State University in biochemistry and
biophysics in the summer of 2012. His research interests lie in using mass spectrometry and
quantitative proteomics to answer clinically-relevant questions in biochemistry. Dr. Rhoads is
currently working on a project to develop methods to interrogate the proteome of the oral
microbiome for biomarker discovery as well as computational methods to combine such
molecular data with clinical phenotypic data to enhance diagnosis and treatment of oral and
systemic diseases.

Dr. Katherine (Katie) Overmyer received her Ph.D. in Molecular and Integrative Physiology
from the University of Michigan in 2014. Her research focuses on metabolism and metabolic
regulation in both healthy and diseased states. Dr. Overmyer is currently working on a
project to characterize the metabolic properties of microbes in the oral cavity. She
investigates how these microbes and their metabolic properties change with diabetes and
periodontal disease, and she will be incorporating this metabolic data with health records to
identify markers of disease status, as well as potential therapeutics.

Additional Educational Opportunities Available
The University of Wisconsin-Madison and Marshfield Clinic are currently recruiting two additional trainees for its
NIDCR/NLM-funded postdoctoral training program in oral health informatics. The NIDCR funded Oral Health
postdoctoral fellowship program is primarily based out of the Marshfield Clinic site under the direction of Dr. Amit
Acharya. While an individual’s scientific interest will play a major role in determining specific research activities,
postdoctoral fellows will have opportunities to contribute to the following core research areas: Translational
Dental Informatics; Human Computer Interaction in Dentistry; Dental Bioinformatics and Computing; and Clinical
Research Informatics applied to: Oral Systemic Research and Dental and Craniofacial Research. Information about
the oral health informatics postdoctoral program and application materials can be obtained from the
Computation and Informatics in Biology and Medicine Training Program (CIBM) Training
Program http://www.cibm.wisc.edu/

http://www.marshfieldresearch.org/
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MCRF Welcomes New Staff Members
Please join us in welcoming the following individuals to MCRF…be sure to introduce yourself when you
see them!
Xiang (Lisa) Li will be joining the BIRC team on Monday, August 10th as a
Biostatistician, MS. Lisa comes to us as a recent graduate of the University of
Minnesota – Twin Cities, having completed a Bachelor’s Degree in Mathematics and a
Master’s Degree in Biostatistics. Lisa has worked as a Research Assistant in the past
and will now be focusing primarily on genetics research as a member of the Biostats
team in BIRC.

Sheryl Mandel has accepted the position of Oncology Research Nurse with the
Clinical Research Center, effective Monday – August 10th, 2015. Sheryl worked as
Registered Nurse in the Oncology department here in Marshfield, and has been in that
role for almost 20 years. Sheryl’s background will prove to be very beneficial when
getting acclimated to the research environment. We know she will be a valuable asset
to Clinical Research.

IOSH Manager Invited to Serve on Northcentral Technical College
Dental Programs Advisory Board
Dixie Schroeder was recently invited to serve as an Advisory Board Member for
Northcentral Technical College (NTC) Dental Programs, which is comprised of
members from various organizations throughout NTC’s district who are involved in
dentistry in a variety of capacities. “Valuable feedback from these stakeholders allow
us to make improvements and provide offerings that benefit the most people,” Karen
Turner, Director of NTC’s Dental Hygienist & Dental Assisting Program.
Dixie looks forward to playing an active role in advocating for and expanding oral and
systemic health education initiatives throughout Wisconsin – beyond the Marshfield Clinic Health
System.

http://www.marshfieldresearch.org/
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Changes in Uniform Guidance
As some of you may have heard, the Office of Management and Budget (OMB) has recently issued new
guidance on administrative requirements, cost principles, and audit requirements for Federal awards
issued after 12/26/14. This is a result of the President’s directives to (1) streamline our guidance for
Federal awards to ease administrative burden and (2) strengthen oversight over Federal funds to reduce
risks of waste, fraud, and abuse. As many of the MCRF federal awards will be renewed within the next
month or so, it is important to be aware of this new initiative and the changes that will have an impact on
how we do business. Below are a few of the most prevalent requirements:
Subrecipient Monitoring Guidelines
Greater monitoring of subrecipients and risk assessment will be required. PI’s will be required to certify
that they have received and reviewed performance reports from subrecipients. Sponsored Programs will
be adding this certification to the Subrecipient Reimbursement form and ask that PI’s sign off when the
final invoice is being approved for payment. The risk assessment component will be in the form of a
questionnaire that will be sent to the subrecipient prior to the Subaward being issued.
Travel
Documentation must be included with the travel form that justifies how participation of the individual is
necessary to the Federal award. A statement such as, “required for the project” will no longer be
acceptable. Please be sure and provide an adequate justification that clearly establishes how the travel
will benefit the project. It is important to keep in mind that auditors and Sponsored Programs are not
familiar with your project, so the justification must be apparent for purposes of establishing allowability.
Here is an example of what the justification should include:
Purpose: Attend annual SPAF Meeting
Benefit to Grant: Dr. X’s participation is necessary and will directly benefit the award as follows:
1.
2.
3.
Administrative and Clerical Salary Costs
Administrative and clerical costs are typically considered an indirect cost. However, these costs can be
charged directly to a federal award if all of the following criteria are met and adequately justified:
 Integral to a project or activity
 Individuals involved can be specifically identified with the project or activity
 Costs are explicitly included in the budget or have prior written approval of the federal awarding
agency

http://www.marshfieldresearch.org/
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Associated Press works with National Children’s Center Preparing
Article on Agritourism
The Associated Press featured Marsha Salzwedel, M.S., and the National Children's
Center for Rural and Agricultural Health and Safety in a recent story titled,
“Agritourism growth sparks concerns over safety, liability.” It was the AP’s "Big
Story" for August 16, ensuring publication in the best-read paper of the week (Sunday).
The New York Times picked up the article, as did ABC News, Minneapolis Star
Tribune and other large outlets. The article also penetrated down to grassroots
publications, such as a small co-op in Iowa.
“As more farms open themselves up to visitors for apple picking, hay rides and some extra income,
experts are advising owners to take steps to prevent accidents — be they small or fatal,” begins the article.
AP reporter Lisa Rathke, based in Vermont, interviewed agritourism safety specialist Salzwedel after
coming across one of Communications Specialist Scott Heiberger’s media releases.
The “safety piece” is often the last matter addressed when farmers venture into agritourism, Salzwedel
said. Last year the National Children’s Center conducted a national survey of agritourism operators. Their
feedback guided major updates to “Integrating Safety into Agritourism,” an interactive web tool
(www.safeagritourism.com) built by the Children’s Center team.
The web tool was endorsed last year by the North American Farm Direct Marketing Association as its
official safety resource. The tool is now the National Farm
Medicine Center’s top site for page views, with more than
34,500 page views in the past year (and more than 4,300
visitors).
Salzwedel is in high demand as a speaker. She has
presented on agritourism safety strategies across the nation
to farmers, economic development specialists, safety
professionals, university Extension agents, community
garden organizers and, increasingly, insurance agents.
A growing interest in local food has led to agritourism
becoming a big business, with the number of U.S. farms
reporting income from such activities rising 42 percent
between 2007 and 2012, according to the latest Census of
Agriculture.

http://www.marshfieldresearch.org/
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National Farm Medicine Center Hosts Two Student Interns
The National Farm Medicine Center hosted two students as part of a national summer internship program
providing practical experience in the field of occupational safety.
Elizabeth Steiner, Boston College, and Katherine Zielke, a recent graduate of Emory
University, spent eight weeks at the Farm Center, a program of Marshfield Clinic
Research Foundation, Marshfield, Wis. They worked primarily on Seguridad en las
Lecherias (Safety in Dairies), a project that is testing culturally appropriate
occupational safety and health training for immigrant dairy workers.
Steiner and Zielke came to the Farm Center as part of the Occupational Health
Internship Program (OHIP), an initiative of the Association of Occupational and
Elizabeth Steiner

Environmental Clinics http://aoec.org/ohip/. Competition for internships was keen,
with just 30 positions nationwide for more than 400 applicants.
Steiner is entering her junior year at Boston College, where she is majoring in
theology and Hispanic studies. Zielke recently graduated from Emory University with
a master’s degree in public health. Zielke also is a registered nurse.
Both Steiner and Zielke have Wisconsin ties. Steiner’s father, Robert Steiner, MD, is
director of Marshfield Clinic Research Foundation. Zielke received her bachelor’s
degree from the University of Wisconsin, Madison.

Katherine Zielke

“It is our second year of hosting young scholars interested in working on the health and safety of farming
populations,” said Matthew Keifer, MD, MPH, director of the National Farm Medicine Center. “They
contribute a great deal of new and fresh ideas. We always hope that young scholars such as Libbie and
Kat benefit from their experience here as much as we benefit from their presence.”
Marshfield was the only rural location among eight training sites nationwide, and Seguridad was the only
project focused specifically on agricultural safety and health among 15 projects.

http://www.marshfieldresearch.org/
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Updates from ORIP / IRB
Dept. of Health & Human Services (HHS) regulations at 45 CFR 46.103(b)(4) and (5)
require that institutions have written IRB procedures. As you may know our written
policies, procedures and resource guides are currently located in the Policies &
Handbook Library however, ORIP and many other departments are being requested to
use a new application system known as the Document Control System (DCS) located
on the intranet. As we begin transferring these policies, procedures and resource
guides into DCS they are being reviewed and some are being revised or updated as
needed. One change applicable to all policies, procedures and guides in DCS, is that links to the IRB
forms is no longer available however; all IRB Forms will remain in the Forms Folder on the Intranet. Any
other content revisions made to policies, procedures and guides will be reflected at the end of each
document
Research Submissions for IRB Review
Our current practice, stated in the Resource Guide: Convened IRB Meetings for setting the IRB agenda
is that
(1) Convened IRB meetings are held on the first and third Tuesday of every month
(2) Initial (new) submissions are scheduled for review on a first-come, first served basis.
(3) Other items are scheduled to meet review deadlines, such as in the case of continuing review
reports.
The guide further states [3.2 (f)] that two primary reviewers (PRs) are assigned to each agenda item, and
that they will receive these materials to review approximately two weeks prior to the IRB meeting so that
they can relay questions or concerns to the study team prior to the meeting. This practice is to also
provide ample time for the Investigator and study team to respond prior to the meeting.
In an effort to maintain this proactive practice for review of new research studies to ensure participants
safety and rights along with comply with regulations that recommend that the convened/full board (all
members) receive all materials at least one week prior to the IRB meeting to review, we are requesting
that new submission be sent to ORIP at least three (3) weeks prior to the anticipated IRB scheduled
meeting date that you’d like to have the research submission reviewed. All other submissions for the
convened/full board are requested to be submitted at least two (2) weeks prior to the meeting date. Below
is an IRB Timeline for Agenda items that includes the meeting date, due date for new submissions and
due dates for other items. This timeline will be placed on the IRB intranet website as well for your
reference. If, your submission doesn’t require the convened/full board review, it may continue to be
submitted as previous practiced. Please feel free to contact the Office of Research Integrity & Protections
at ext. 93022 if you have any questions.

http://www.marshfieldresearch.org/
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IRB Meeting

Due Date for New Studies/Projects

Due Date for Other Convened/Full Board

requiring Convened/Full Board Review

Items (i.e. Amendments, Closures, etc.)

Oct. 6, 2015

9/15/2015

9/22/2015

Oct. 20, 2015

9/29/2015

10/6/2015

Nov. 3, 2015

10/13/2015

10/20/2015

Nov. 17, 2015

10/27/2015

11/3/2015

Dec. 1, 2015

11/10/2015

11/17/2015

Dec. 15, 2015

11/24/2015

12/1/2015

Jan. 5, 2016

12/15/2015

12/22/2015

Jan. 19, 2016

12/29/2015

1/5/2016

Feb. 2, 2016

1/12/2016

1/19/2016

Feb. 16, 2016

1/26/2016

2/2/2016

Date

http://www.marshfieldresearch.org/
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Upcoming Talks and Presentations
Scientific Seminars (Froehlke Auditorium)


October 7, 2015: Frank A. Scannapieco, MS, DMD, PhD, Chair & Professor, Department of Oral
Biology School of Dental Medicine University at Buffalo, The State University of New York,
Title: “Oral Health Status and Pulmonary Disease”



October 21, 2015: Neil J. Johnson, DDS, PhD, Clinical Researcher at Center of Oral Health
Research at HealthPartners Institute of Education and Research, Dentist at HealthPartners Dental
Group - Bloomington, Minnesota, “Opportunities when medical records can be linked to dental
records with granular diagnosis codes”

IOSH Talks and Lectures (ML2A)




October 13th, Oral Systemic Health Journal Club (Speaker/Topic: TBD)
November 10th, Health Innovation Chat (Leader: Dr. Steve Ziemba)
December 8th, Oral Systemic Health Journal Club (Speaker/Topic: TBD)

If you are interested in volunteering to present a topic at one of the upcoming Oral System Health
Journal Club sessions, please contact Neel Shimpi at shimpi.neel@mcrf.mfldclin.edu or ext. 1-6430.

http://www.marshfieldresearch.org/
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In Addition:


The next Full Foundation meeting is scheduled for November 12, 2015 at 2PM in the
Froehlke Auditorium. Questions can be routed or emailed to Jeanette Normington at 1R3
or normington.jeanette@mcrf.mfldclin.edu.



The next Board of Trustees meeting will be held on November 19, 2015 at 6PM in the
Laird 50 conference room.



For the latest issue of the UW-Madison newsletter, ICTR Today, please click here:
https://ictr.wisc.edu/Newsletters.



For updates on the Wisconsin Network for Health Research (WiNHR), please visit:
https://ictr.wisc.edu/winhr
o For the latest WiNHR newsletter, click here 

Adobe Acrobat
Document



The Marshfield Clinic Research Foundation website can be accessed through this link:
http://marshfieldresearch.org/. You will find in depth articles, news about upcoming
presentations, and achievements by the staff. There are also links to each Center, with
detailed information about the staff and projects.



Research Matters is always accepting announcements. Your contributions are greatly
appreciated.

Contributors to this issue: Linda Jaros, Lori Scheller, Bonnie Ohlsson, Dr. Bob Steiner, Steve
Ziemba, Brian Zaleski, Dr. Amit Acharya, Dixie Schroeder, Dr. Peggy Peissig, Lori Weigel,
Michelle Wellsandt and Jill Kurszewski
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