
 

Major changes to the core regulations 

(at 45CFR46) that direct how IRBs 

oversee research involving human 

subjects will be taking effect January 

2018.  While much of the regulatory 

language has been rewritten through-

out this section of the CFR, from a 

researcher’s perspective, the changes 

can be lumped into two categories: 

changes aimed at decreasing regula-

tory and administrative burden 

associated with IRB oversight and 

changes intended to improve the 

protection of human subjects by 

enhancing consent documents with 

increased focus on understanding. 

Regarding efforts to decrease regul-

atory and administrative burden, 

changes have been made with the 

goal of calibrating the level of IRB 

oversight to the level of risk associat-

ed with research participation. These 

changes include allowing HIPAA’s 

health information privacy and secur-

ity protection standards to substitute 

for IRB oversight for research that is 

limited only to the use of identifiable 

Protected Health Information (PHI).  

Additionally, the requirement for 

annual continuing review has been 

removed for most minimal risk 

research and for more than minimal 

risk research where all research 

interactions with participants have 

been completed.  We are working on 

some logistical challenges related to 

implementing these changes. 

However, the IRB staff and IRB 

committee are eager to implement 

these changes. 

Significant changes have also been 

made to the required content of 

informed consent documents.  In 

addition to new language 

specifically requiring consents to 

be written in a manner that 

facilitates understanding, the new 

regulations also require that all 

consent documents begin with a 

concise presentation of the key 

information that a reasonable 

person would want in order to 

make a decision on whether or 

not to participate in the research. 

ORCRA has assembled a taskforce 

to look at these changes and 

consider how best to implement. 

Importantly, these regulatory 

changes only impact NEW 

research studies undergoing initial 

IRB review on or after the 

compliance date.  In January, 

information will begin to go out 

for those working on new IRB 

submissions.  The most likely 

immediate impact to researchers 

will be changes in the 

content/organization of their 

consent form.  The taskforce 

mentioned above hopes to 

disseminate an updated consent 

guidance/template document in 

January.  For additional 

information about the changes as 

well as an opportunity to ask 

specific questions, please plan on 

attending the monthly Clinical 

Research Professional’s meeting 

on January 17, 2018 at 2pm in the 

Research Auditorium. 
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The National Institutes of Health (NIH) issued new guidance updating its policy for issuing Certificates of 

Confidentiality (CoC) for NIH funded research.  These Certificates protect the privacy of research subjects by 

limiting the disclosure of identifiable, sensitive information. The new policy is effective October 1, 2017 for 

NIH-funded projects that were on-going on/after December 13, 2016 using identifiable, sensitive information.   

Key Changes: 

• Projects covered under this policy will no longer need to apply for a CoC but will be provided such a 

Certificate automatically as a term and condition of award.  A separate document will not be issued.   

• The new disclosure requirements prohibit disclosure of the name of research subjects or any 

identifiable research information, document, or biospecimen to anyone not connected with the research 

except under very specific circumstances.  Investigators are encouraged to review the full Notice of 

Changes NOT-OD-17-109 as the definition of sensitive information has been more sharply defined.  

https://grants.nih.gov/grants/guide/notice-files/NOT-OD-17-109.html. 

As currently required for research where informed consent is obtained, consent documents may need to be 

updated with language that describes the additional protections and limits to protections provided by a 

Certificate. Suggested language may be found at https://humansubjects.nih.gov/coc/suggested-consent-

language.  The IRB Office will be reviewing at initial and continuing review compliance to the changes in NIH 

policy. 

 

The CCTST Community Engagement Core invites participation in the following programs: 

The Community Leaders Institute is an 8-session leadership development training program offered over 5 

consecutive weeks in February-March. The goal is to build research and leadership skills that can be used to 

improve or develop a health program.  Members of CCTST partnering institutions (University of Cincinnati, 

Cincinnati Children’s) may apply as  

Auditors and are accepted on a limited  

basis.  Apply by Dec. 15, 2017.  

The Community Health Grant is  

designed to bring together academic  

researchers and community organ- 

izations/ programs to improve health  

and well-being in community settings.  

Each application must have at least  

one academic partner and one  

community partner. Applicants can  

receive up to $20,000 for a one-year  

funding period.  New or developing  

academic-community teams can apply  

for a Partnership Development Grant  

of up to $5,000 to support their prelim- 

inary research activities focused on  

health outcomes and impact.  Final  

proposals are due January 15. 
 

Changes to NIH Policy for Issuing Certificates 

of Confidentiality 
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CCTST Community Leaders Institute, 

Health/Partnership Grants Offered 

https://grants.nih.gov/grants/guide/notice-files/NOT-OD-17-109.html
https://humansubjects.nih.gov/coc/suggested-consent-language
https://humansubjects.nih.gov/coc/suggested-consent-language
https://cctst.uc.edu/programs/community/cli
https://cctst.uc.edu/sites/default/files/2017/RFA%20-%20CLI%202018.docx
https://cctst.uc.edu/sites/default/files/2017/Community%20Health%20Grants%20-%20RFP%202018.docx
https://cctst.uc.edu/sites/default/files/2017/PD%20Grants%20-%20RFP%202018.docx


 

 

  

‘Twas the Night Before Hanukkah 
(and Christmas) at NIH 

‘Twas the night before Hanukkah and at OSP, 

We were lighting menorahs and trimming the tree, 

sIRB policy was all tucked in its bed, 

In hopes that the deadline extension will alleviate dread. 

Wondering whether the Common Rule soon will appear, 

Perhaps we will see it in the coming New Year? 

The RAC’s streamlined process is now put in place, 

To focus on biotech moving at rapid pace. 

With 21st Century Cures passed and signed, 

On implementation, we’ll spend lots of time. 

More rapid than eagles, precision medicine soars, 

And we juggle the policy issues that still lay in store. 

Now CRISPR! Now data! Now Select Agents in vials! 

On chimera! On privacy! On clinical trials! 

Speaking of which, we continue to move, 

Policies to help clinical trials improve. 

From the start of the project! To training and checking! 

To the reporting of results we now are expecting! 

To protocol templates we hope you will use, 

And have you seen our GCP FAQs? 

The Moonshot is launched, NSABB report’s been 
released, 

Research with chimps now has been ceased. 

Your thoughts on data sharing we still want to hear, 

RFI’s been extended until early next year. 

Genomic Data Sharing – it’s still running along! 

HeLa cell review – it’s still going strong! 

While it’s hard to believe this year’s almost over, 

We’ll be highlighting biosafety again, next October. 

Time to start thinking about next year’s plans, 

Because good science and good policy go hand in hand. 

And our policy wonks all just want to say, 

“To the NIH world, have a fine holiday!” 

 

(published 2016 by NIH Office for Science Policy) 

Please remember that HIPAA governs the way health 

information is collected, maintained, used, and 

disclosed.  In the research setting, HIPAA requires that 

we use and disclose Protected Health Information (PHI) 

according to specific requirements including: 

• Written authorization from the study participant and 
subject of the PHI; or 

• Special representations for reviews preparatory to 
research and use of decedent information; or 

• Approved waiver of HIPAA authorization from IRB; or 
• Data Use Agreements if the information is released as 

a limited data set. 

We can also use de-identified information.  However, 

health information would have to be fully de-identified 

before HIPAA’s restrictions would not apply.  HIPAA 

requires that all types of identifiers (such as date of birth 

or date of service, medical record number, e-mail, any 

part of an individual’s address, information about the 

individual’s relatives, and others) be removed before the 

associated health information could be considered de-

identified. 

You can read Cincinnati Children’s Information 

Protection, Security, and Integrity policies on CenterLink, 

particularly INFO-302 Limited Data Sets and De-

Identification and R-30/INFO-303 Uses and Disclosures 

of Protected Health Information in Research, for more 

information.  As always, if you have a compliance 

concern or question, please submit it the Integrity 

Helpline at 866-856-1947 or 

cchmc.ethicspoint.com.  Remember -- communications 

through the Helpline may be anonymous, and Cincinnati 

Children’s does not tolerate retaliation against an 

employee making a good faith report of a compliance 

concern.  Also, if you are aware of any inadvertent 

disclosures or inappropriate sharing of information, 

report it through the Integrity Helpline.   
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Use and Disclosure of Patient 
Information for Research  

 

http://cchmc.ethicspoint.com/


 

 

  

Beginning in late January of 2018, a new animal user training program 

was launched as a mechanism to provide better animal user training, 

increase employee safety, and streamline the onboarding training 

process for new animal users.    Research personnel who work with 

animals will now be granted “authorized animal user” status after 

completing a defined set of training and occupational health 

requirements.  This status will be current for three years and each 

researcher will be assigned an expiration date for their active 

status.  New animal users must complete the requirements and be 

granted “authorized animal user” status prior to an amendment being 

submitted to add them as protocol staff.  Animal facility training will be 

delivered by Vet Services once the IACUC amendment is approved.   

A detailed help guide with instructions for registration is available on 

Centerlink on the IACUC training homepage.   If you have any questions, 

please e-mail animal.lab.training@cchmc.org.    

The CCTST Community Advocacy, Partnership and Research 

Awards honor excellence in leadership, collaboration, and health 

promotion in the Greater Cincinnati/Northern Kentucky 

region.  2017 Awardees were recognized at the CCTST 

Community Dinner and Awards Ceremony November 14 in Music 

Hall's Corbett Tower. 

They included: 

• Community Health Advocate Award 
O.N. Ray Bignall II, MD, Clinical Fellow,  
Division of Nephrology and Hypertension  
and Research Fellow, Center for  
Adherence and Self Management, Division  
of Behavioral Medicine and Clinical  
Psychology, Cincinnati Children’s  
(pictured with Lori Crosby, PsyD, CCTST  
Community Engagement core) 
 

• Academic-Community Research Award 
Every Child Succeeds, in partnership with  
Cincinnati Children's 

 

A complete list of Awardees is available here. 

 

Professional 

Development 

ePAS IRB New Submissions 
January 10; 8:30am – 10:30  

- - - - - - - - - - - - - - - - - - - - -  
Informed Consent Role-Play  
January 12; 9:00am – 11:30  

- - - - - - - - - - - - - - - - - - - - - 
ePAS IRB Post Submissions 
February 18; 1:00 – 2:30  

- - - - - - - - - - - - - - - - - - - - -  
EPIC Research Training   
January 23; 8:00am – 4:00pm 

- - - - - - - - - - - - - - - - - - - - -  
Regulatory Documents Workshop 
February 7  9:00-11:30   

- - - - - - - - - - - - - - - - - - - - - 
ePAS IRB New Submissions 
February 8; 8:30am – 10:30  

- - - - - - - - - - - - - - - - - - - - - 
ePAS IRB Post Submissions 
February 16; 1:00 – 2:30  

- - - - - - - - - - - - - - - - - - - - -  
Clinical Research Orientation  
February 26-27; 8:00am – Noon 

- - - - - - - - - - - - - - - - - - - - - 
EPIC Research Training   
Wednesday, February 28; 8:00am – 

4:00pm  

- - - - - - - - - - - - - - - - - - - - -  
CTC Seminars with Industry   
Ray Takigiku, PhD, President & CEO, 

Bexion Pharmaceuticals 

February 15, Noon-1:00 

- - - - - - - - - - - - - - - - - - - - -  
ePAS IRB New Submissions 
January 10; 8:30am – 10:30  

- - - - - - - - - - - - - - - - - - - - - 
ePAS IRB New Submissions 
March 2; 8:30am – 10:30  

- - - - - - - - - - - - - - - - - - - - - 
ePAS IRB Post Submissions 
March 2; 10:30am – 12:00  

 

New Animal User Training 

Program to Launch in 2018! 

 

 

2017 CCTST Community Advocacy, 

Partnership and Research Awards 

Announced 
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Powerful Line-Up of 

Speakers for Precision 

Genomics Midwest 2018 
Nationally renowned speakers from the National Human 

Research Genome Institute (NHGRI) and Geisinger Health 

System will highlight the second annual Precision 

Genomics Midwest (PGM) conference on May 11, 2018 at 

the Kingsgate Marriott in Cincinnati. Dan Kastner, 

Scientific Director at NHGRI will deliver the morning 

keynote, while Mike Murray, Director of Clinical 

Genomics at Geisinger Health System will give the 

afternoon keynote.  

This one-day event is rapidly becoming the Midwest’s 

premier precision medicine conference, by attracting 

regional attendance and national speakers while 

simultaneously showcasing our local talent at UC and 

Cincinnati Children’s. The inaugural year had nearly 360 

registrants from more than 25 different institutions 

across the Midwest, including academia, industry, and 

nonprofit organizations. Those attendees included 

physicians, research scientists, genetic counselors, 

bioinformaticists, nurses, bioethicists, and students.  

This year, PGM has extended its agenda, adding a third 

break-out track in informatics. Break-out sessions include 

Clinical Genomics, Clinical Genome Informatics, Genome 

Bioinformatics, Epigenetics, the Ethical, Legal, Social 

Implications of Genomics, and 

Translational/Pharmacogenomics. 

Speakers include Ivan Marrazi, PhD, Assistant Professor of 

Microbiology, at the Icahn School at Mt. Sinai; Stephen 

Montgomery, PhD, Assistant Professor of Pathology, 

Genetics, and Computer Science at Stanford University; 

and Richard Weinshilbourn, MD, Professor of 

Pharmacology, at Mayo Clinic. A full list of speakers to 

date can be found at www.cincinnatichildrens.org/pgm. 

Cincinnati Children’s and UC College of Medicine are co-

sponsoring the free conference that includes lunch and 

an exhibitor fair. Other contributing partners include the 

Cincinnati Children’s Research Foundation, University of 

Cincinnati Libraries, and the Center for Clinical and 

Translational Science and Training. 

PGM is free, but space is limited. Register early at 

www.cincinnatichildrens.org/pgm. 

VIVA Now Houses RNA 

Data & Training Dates 

Set for 2018 
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Researchers working with RNA data now have a place to 

store and share it: VIVA.  

VIVA is Cincinnati Children’s exclusive and secure central 

data commons for genetic and genomic data.  

The DNA Core automatically uploads sequenced exomes 

into VIVA, where researchers can store and process DNA 

data. With the most recent update, RNA-Seq data also can 

be stored and shared, but not yet processed in VIVA. RNA-

Seq processing will be added in the future.  

For DNA data, researchers can take advantage of the 

industry-standard GATK variant calling pipeline.  Variants 

can be filtered by genotype or annotation. VIVA draws on 

more than 200 public annotations, including ExAC, PhyloP, 

GTEx, and PolyPhen. 

Within VIVA, researchers also get to choose whether to 

keep data private or share it across the institution. VIVA 

allows researchers to view variant frequencies across the 

institution – which could lead to unexpected and exciting 

collaborations.  

VIVA is available online to all Cincinnati Children’s 

researchers at https://viva.research.cchmc.org.  

Anyone interested in learning more about VIVA or its most 

recent updates should attend a bi-monthly training session. 

In 2018 all training will be held at 1 pm in S3.110 on Jan. 

19; March 16; May 18; July 20; Sept. 21; and Nov. 16. 

Trivia Corner 
1)  Which federal agency instituted a policy requiring  

single IRB review for multi-center research with an 

effective date of September 2017? 

2) According to FDA regulations, what is the minimum 

number of members an IRB can have? 

3) True/False:  The IRB Chair is the only IRB member 

allowed to perform an expedited review. 

Answers 
1)  NIH  (Although with the updates to the Common 

Rule, OHRP is also expected to require this in 2019.) 
2)  Five 
3)  False 

http://www.cincinnatichildrens.org/pgm
http://www.cincinnatichildrens.org/pgm


 

 

  

A new physician-scientist at Cincinnati Children’s is combining his interests in user-centered design, electronic health 

records and neonatology to improve the way clinicians interact with software. 

Kevin Dufendach, MD researches ways to design smarter. After completing his medical training at Vanderbilt, he joined 

Cincinnati Children’s as a clinician in Neonatology/Pulmonary Biology and a researcher in Biomedical Informatics. He has 

developed an open-source tool called VandAID that offers users a quick and easy way to help design software, and is 

already applying that tool here to solve a variety of care and research challenges. 

Medical software can be a big asset to clinicians, allowing them to streamline data  

management and care for patients with greater precision. But design is everything— 

if the software doesn’t meet clinicians’ unique needs, it could become more of a  

hindrance than a help.  

Tiny Babies, Tiny Pens 

When Dufendach began his neonatal fellowship, he was handed an 8 ½ by 11-inch piece of paper and a super-fine pen. 

Nurses and physicians in the NICU used these papers to share information about patients between day and night shifts. 

The papers had pre-printed text to cover the basics: patient name, age, medical record number, and date of admission. But 

more pressing details for the sickest babies, like ventilator settings and medications, were jotted down by hand throughout 

the day.  

The papers were as small as the babies, and the pens they used were even smaller—.3mm, super fine tipped, and special 

ordered. It was the only way to fit handwritten notes of 16 babies’ care information on a single sheet.  

“It killed me, seeing all of this information copied down,” Dufendach says. “My concern is that we spend so much time just 

writing information that we aren’t focusing on the higher-level thought that it takes to put a complex situation together 

and come up with an appropriate treatment plan.”  

This is why he believes early involvement of end users in the design process for medical software is a major part of every 

project. In traditional methods—focus groups, participatory design sessions, interviews, surveys— 

designers and users alike invest much of their time and funds on collaborative efforts.  

But, users often have a difficult time communicating what they want. It can be challenging to  

identify your design needs if you aren’t a designer yourself. Dufendach developed a platform  

called VandAID to solve that problem.  

Design Platform Helps Users Communicate 

“It started as the idea that we need to be able to get input on human-centered design,” Dufendach says. “In order to make 

software that is going to be useful for people, you need to involve those people in the design process.”  

VandAID—short for Vanderbilt Active Interface Design—is a web-based crowdsourcing platform. The application involves 

an interactive canvas where users can select the colors, fonts, locations, and other design choices that best match their 

needs. Each choice appears on the users’ screen in real-time—if they select a preference for diagrams over tables, they can 

immediately see how this would affect the display. If they change their mind after seeing the diagrams, they can easily 

switch back to tables.   

Dufendach tested VandAID for use in designing neonatal patient lists at Vanderbilt University Medical Center. With its 

tangible examples and customization options, VandAID significantly outperformed traditional design sessions in speed and 

ease-of-use.  

“VandAID is a multifunctional tool,” says Dufendach. “It doesn’t have to be used as anything in particular—it just provides  

a link between a survey and a dynamic canvas.”                                                                                            (continued next page) 

 

New Applications 

 

Neonatologist/Informatics Researcher Bringing 

Smarter Design to EHRs 
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In October of this year the CRP Membership Committee (CRPMC) 

hosted its’ 5th annual State of the Union in which roughly 120 CRP 

employees were in attendance. This event allows for the CRP 

Leadership Committee (CRPLC) to share with the CRP community the 

progress and accomplishments of the previous year while providing CRP 

employees the opportunity to network as well as showcase their 

research projects and achievements among their colleagues.  

As part of showcasing their research projects CRP members were 

encouraged to submit abstracts for a poster presentation and 

competition. This year’s 2nd place winner was submitted by: Jeanne R. 

Spaulding, Sarah W. Riddle, Ellen S. Springer, Julie L. Ware, & Sheela R. 

Geraghty. The winning study titled “Breast Milk Feeding at 1 Month 

after a Breastfeeding  

Medicine Clinic Visit in  

Mothers with Medicaid  

Insurance vs. Mothers with  

non-Medicaid Insurance”  

came about after the  

United Stated (US) Surgeon  

General put out a call to  

help mothers with lower  

socioeconomic status (SES)  

breastfeed more. Despite overall improvements in breastfeeding rates 

in the US, it is known that women of lower SES breastfeed for shorter 

durations. The research study looked at determining if mothers with 

Medicaid vs. non-Medicaid insurance has similar outcomes for exclusive 

breast milk feeding and were provided help with breastfeeding.  

The research was conducted at CCHMC’s 4 site Breastfeeding Medicine 

Clinic (BMC) in which referral based consultant services are provided for 

mothers and infants, seen together, by lactation trained physicians. 

Mothers receiving these services after 1 month were called on the 

phone to assess their progress. Mothers who received these services 

alone (without their infant present), had multiples, or did not speak 

English were excluded from the follow up phone call. Results indicated 

that despite less exclusive breast milk feeding by mothers with Medicaid 

insurance at 1 month after their visit, the BMC overwhelmingly met the 

needs of mothers with Medicaid. More research is needed to determine 

why mothers with Medicaid insurance would rate their clinic experience 

so highly, yet accept lower exclusive breast milk feeding rates for 

themselves vs. mothers with non-Medicaid insurance.  

Check out more information and a list of the winners on the CRP 

webpage on CenterLink! Also check out the Research tab on CenterLink 

to see the 1st place winner featured on Research News.  

Breastfeeding Research 

Study Wins 2nd Place at 

CRP State of the Union 
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   VandAID (continued) 
New Applications 

The tool is proving useful in a variety of 

applications, including a project Dufendach is 

working on with the eMERGE genetic research 

group at Cincinnati Children’s. The team 

wanted to survey teenagers and parents about 

the type of information they would like to be 

given—or not given—in genetic testing results.  

With the VandAID software, users can see 

which genetic conditions will appear. 

Teenagers can choose not to see results for 

conditions that usually don’t emerge until 

adult-hood, like breast or colon cancer. 

Parents can choose to see results for 

conditions that are preventable or treatable 

only. Users save their preferences, which are 

then sent to REDcap, an existing survey 

application that can be seamlessly integrated 

with VandAID for any project. 

Dufendach is also working on a neonatal-

specific inpatient portal application that will 

make it easier for parents and NICU staff to 

communicate effectively. In the NICU, it’s 

crucial that parents are engaged with their 

baby’s care.  

His research highlights the differences in adult 

care and pediatric care from a software 

standpoint—what works for adults doesn’t 

always work for children. A child’s evolving 

physiology, maturity, and relationship with 

their caregivers are very different from an 

adult’s. Dufendach seeks to create pediatric-

specific functionalities in the electronic health 

record that will meet these unique needs.  

When design begins with user needs, it ends 

with successful outcomes. Dufendach’s 

research with the BMI department will 

continue to ensure that designers and users 

are able to work smarter—super-fine pens not 

required.  

For more on the VandAID platform or 

collaboration opportunities, email 

kevin.dufendach@cchmc.org.  

 

http://centerlink.cchmc.org/research/research---crp/crp-homepage
http://centerlink.cchmc.org/research/research---crp/crp-homepage
http://centerlink.cchmc.org/research/research-home
https://emerge.mc.vanderbilt.edu/
https://projectredcap.org/
mailto:kevin.dufendach@cchmc.org


 

 

  

Introducing NCBI’s My Bibliography 
Whether you are author with NIH funding or principal investigator, using My NCBI’s My Bibliography can make 

manuscript collection and compliance according to the NIH Public Access Policy quick and easy!  

 

My Bibliography is a tool within My NCBI where you can collect, manage and monitor compliance according to 

the NIH Public Access Policy. My NCBI is located in the top right corner of PubMed. To start collecting your 

manuscripts in My Bibliography: 

• Sign up for a free My NCBI account or if you are in eRA Commons, login using the NIH Login option.  

• Login to My NCBI. 

• Go to Collections>My Bibliography. 

• Click on Manage My Bibliography. 

• Follow these instructions to enter your manuscripts either using PubMed (preferable), manually entering 

items or upload a file (e.g. Endnote).  

You can also associate awards, edit the compliance status, submit reporting errors, updates or changes, 

and this information will go back to the NIH.  

Next you can check the compliance status of manuscripts linked to awards in My Bibliography according to the 

requirements of the NIH Public Access Policy. The policy states: 

 “The NIH public access policy requires scientists to submit final peer-reviewed journal manuscripts that arise 

from NIH funds to PubMed Central immediately upon acceptance for publication.”  

 

PubMed Central is a free, full text archive of publically accessible scholarly articles. Manuscripts that should be 

submitted to PubMed Central in compliance with the public access policy must meet these criteria: 

• Peer reviewed. 

• Published on or after April 7, 2008. 

• Describe research directly funded by the National Institutes of Health (NIH). 

Keep these things in mind: 

• Submission to PubMed Central should start upon acceptance to a journal using one of these submission methods.  

• The first or designated author is responsible for making sure the manuscript is submitted and publically available no 

later than 12 months after official publication. 

• While compliance is not a factor in scientific and technical merit evaluation of grant applications, non-compliant 

manuscripts can delay or even prevent funding. 

To check the status of your manuscripts use the NIH Public Access Compliance tools in My Bibliography: 

• Login to My NCBI using the NIH Login option. 

• Go to Collections>My Bibliography 

Please note: If you are a principal investigator for an NIH program project and training grants you must us Other 

Citations in Collections following  these directions-My Bibliography is for your own manuscripts. 

• In Display Settings click on Award under View (this is only available to eRA Commons users with active grants) and 

then Public Access Compliance under Sort by.                                                                         (Article continued next page) 
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Research Annual Report Coming Soon 
Nine outstanding papers. Research highlights from every division. Plus breakdowns on external grant 

funding, internal program awards, fellowships, and more. 

Stay tuned for print and online versions of the 2017 Research Annual Report, scheduled to be distributed in 

December. 

 

https://www.ncbi.nlm.nih.gov/books/NBK53595/
https://www.ncbi.nlm.nih.gov/pubmed/
https://www.ncbi.nlm.nih.gov/account/register/
https://public.era.nih.gov/commons/public/login.do?TYPE=33554433&REALMOID=06-1edb031f-46c7-44b3-b803-60b537de74d2&GUID=&SMAUTHREASON=0&METHOD=GET&SMAGENTNAME=-SM-938PYmoLVb4VrDeXo04LZUDVDvc%2b3899ByInEAjuSUvWNIGfB2zRpWiCivYGCogG&TARGET=-SM-HTTP%3a%2f%2fpublic%2eera%2enih%2egov%2fcommons
https://www.ncbi.nlm.nih.gov/account/signin/
https://publicaccess.nih.gov/my-bibliography-faq.htm#I.1.EnteringpublicationsintoMyBibliography
https://www.ncbi.nlm.nih.gov/books/NBK53595/#mybibliography.Associating_Funding_to_yo
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NCBI – My Bibliography                           (continued) 
Compliance status includes: 

 

• Red - Manuscript is non-compliant and action should be taken immediately. If you are the first or designated author 

follow these instructions to start the process. If you are not the first or designated author in charge of compliance 

contact the first or designated author immediately.  

• Yellow - Manuscript is in process in NIHMS and the first or designated author has 90 days to complete the process. 

• Green - Manuscript is compliant and available in PubMed Central with an assigned PMCID.  

• N/A - Manuscript does not meet compliance standards (e.g. is not in a peer reviewed journal) and does not have to 

comply with the NIH Public Access Policy.  

• ?  - Manuscript does not have an award associated or declared N/A. Click Add award to declare funding or N/A. 

Below are some common problems with answers associated with My Bibliography and compliance: 

• Do you have duplicate manuscripts in your My Bibliography? 

Follow deleting duplicate citations instructions to remove duplicates. 

• Do you have a gold lock on a manuscript you need to remove? 

Fill in this NIH Help Desk web form - response time is usually within 24 hours, but allow up to 3 business days. You 

will need to supply the award number, the PMID (if available) and your eRA Commons username. 

• Do you need fill out an RPPR Annual Report for the PHS 2590 but don’t know an easy way to create 

this report? 

Generate a PDF in My Bibliography that contains manuscripts for an RPPR using the Award 

Compliance Reports instructions. 

Did you enter a manually into My Bibliography before it was indexed in PubMed, and now it is available 

in your list as a duplicate? 

Update or “collapse” manuscripts into one citation to make sure the latest information is available.  

Please consider My Bibliography to collect, manage and monitor manuscript compliance. For questions, 

concerns or interest in a future class on NIH Compliance, please contact Alison Kissling, Research Librarian. 

Helpful links: 

• Complete instructions for My Bibliography.  

• My Bibliography FAQs.  

• My Bibliography: Public Access Compliance video. 

• Pratt Library guide: NIH Public Access Guide.  

• NIHMS training: NIH Manuscript Submission System. 
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Research 

Defined 
Explaining complicated 

research concepts for 

prospective research 

participants can be 

challenging. This January, 

OHRP launched its public 

outreach website, About 

Research Participation, 

www.hhs.gov/about-

research-participation, to 

help potential volunteers 

better understand research 

and make informed 

decisions.  

A recent addition to the 

video series covers the topic 

of randomization and what 

potential research 

participants should know 

about studies involving 

randomization. This video is 

the fourth in a series that 

covers the differences 

between research and 

clinical care, study blinding, 

and things to think about 

when considering a study. 

New BMI Grad Program Coordinator Sheva Guy 

Innovates to Improve Student Experiences 
Batsheva (Sheva) Guy, PhD candidate in Educational Studies, is bringing  

innovative research methods to her new role as BMI’s Graduate Program  

Coordinator. Data collection is an integral part of biomedical informatics— 

so why not collect data on the BMI program itself?  

BMI graduate students recently gathered together for an afternoon of  

roundtable qualitative research led by Sheva. As students filtered in and  

took their seats around the table, they were surrounded by posters with  

various prompts. They were given a colored marker and instructed to walk  

around the room and write their answers on each poster.  

The room filled with discussion, debate, and even laughter. Students answered prompts about the program’s strengths and 

weaknesses, their needs and worries, and professional development opportunities. Concepts ranged from the specific 

(“One thing I would change about the BMI PhD program is…”) to the abstract (“If the BMI PhD cohort was an animal, it 

would be a…”).  
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In a display of the unique ways participant-driven research can extract valuable 

insights, even the seemingly silly “animal” question revealed an eloquent meaning. 

Students agreed that the program is best represented by the Cincinnati Zoo’s baby 

hippo, Fiona. “Fiona is in the early stages of her life,” explained one student. “She 

started small, but now she’s thriving and growing at a fast rate. She’s a lot like our 

program.”  

Summarizing the colorful answers that they’d written on each poster, the group 

identified key takeaways, including the need to take greater advantage of the 

program’s diversity and networking experiences.  

This collaborative and interactive process allowed Sheva to collect data on the BMI 

program straight from the students themselves. This is the strength of her chosen 

research method, called a Group-Level Assessment (GLA). The GLA method brings 

together a large group of participants to identify their collective needs and priorities. A 

facilitator guides the group through generating data, reflecting and understanding the 

results and developing a relevant action plan.  

Sheva has used this method for various projects in Educational and Community-Based 

Action Research, in which she will earn her PhD this spring. Her research interests 

include exploring the experiences of women in STEM fields, diversity and 

intersectionality in higher education, and women’s reproductive rights. 

“As an action researcher, I value input and collaboration from multiple stakeholders. 

One of my main goals is to facilitate sustainable collaborations between Children’s and 

UC,” Sheva says. “My initial focus will be promoting student success through academic 

and programmatic support, as well as connecting them to the various professional 

development opportunities that UC has to offer. I also hope to implement innovative, 

grassroots recruitment strategies to attract a diverse group of prospective students.”  

As the meeting came to an end, each person took turns stating their “commitment to 

action.” Students committed to catch up on end-of-semester papers and presentations. 

Sheva committed to continue her work on program coordination projects. Judging from 

the success of her research meeting, she’s off to a strong start. 
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www.hhs.gov/about-research-participation


 

 

  

The Innovation Fund 
Launched in 2012 and facilitated by the Center for Technology Commercialization (CTC), the Innovation Fund was 

created to accelerate marketable projects—helping discoveries reach their full potential. As an internal funding 

mechanism, the Fund provides up to $100,000 in total direct funding, for one year, to an innovator, or innovation team 

at Cincinnati Children’s. Projects needing proof-of-concept/early stage bridge funding, with a goal of attracting outside 

investment, are the perfect fit for this internal funding mechanism. 

Grant funds are to be used to enable product development and commercialization. Examples include the development 

of prototypes; human clinical data; pre-clinical data; drug delivery platform/systems; large animal studies; algorithmic 

diagnostics, as opposed to single biomarker associations; or other advanced pre-commercial research.  Thirty-seven 

awards have been made to date, ranging from prospective patient therapies to technologies designed to more quickly 

and accurately diagnose disease. In 2018, applications must fit into one of the following categories: Biologics, cell & 

tissue therapies; Diagnostics & medical devices; Digital health & care delivery; or Small molecule therapies. 

The CTC also administers the Adare Pharmaceuticals Drug Optimization and Repurposing Innovation Fund. Applicants 

with proposals that repurpose a currently marketed product or known drug for a new indication are eligible. Adare is 

interested in proposals that either optimize or repurpose a known drug for a new indication. Specifically, Adare is 

interested in studying known therapeutics that could benefit from improved efficacy, improved adverse 

event/tolerability profiles, improved pharmacokinetic/pharmacodynamic relationships or be developed for an entirely 

new purpose. Therapeutics must be available for optimizing or repurposing with no more than 5 years of patent 

exclusivity remaining. Fllowing completion of the funded research program, Adare will have an exclusive option to 

enter into a licensing agreement for these projects/intellectual property.   

The application process begins with the submission of a one-page letter of intent (LOI) and an invention disclosure 

form. Selected applicants will be invited to submit a full proposal and will be expected to briefly present their project 

(i.e., 3-5 minutes) to reviewers as well as answer questions. 

 

2018 Key dates: 

• January 3, 2018: RFP released  

• February 6, 2018, 2:00 p.m.: LOIs due  

• February 23, 2018: Top-rated applicants invited to submit proposals  
(those applying to Adare will be notified by March 5, 2018) 

• April 13, 2018, noon: Proposals due 

• Mid-May 2018: Select applicants to briefly present to review committee 

• Mid-June 2018: Applicants notified  
 

Applications must be submitted by a CCHMC employee, who is the primary innovator on the project. 

 

Questions?  Please contact Ginny Van Horne at Virginia.vanhorne@cchmc.org or 503-1175 for additional information 

or visit http://centerlink.cchmc.org/research/research---ctc/innovation-fund 
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Abstracts are now being accepted for the fourth annual Nutrition Research Day Poster Session, March 28, 2018 from 

11 AM to 1 PM in Cincinnati Children’s Location S 1.203-204.  Investigators who have a poster that was presented in 

the past year, is about to be presented elsewhere this year, or have new data they would like to present are 

encouraged to submit their work.  

The goal of this event is to promote awareness of nutrition research being conducted at UC and CCHMC and foster 

collaboration.  Posters from faculty, staff, or students in the categories of clinical research, basic science, and quality 

improvement are all welcome.  Awards will be given to exceptional submissions.  Deadline for abstract submission is 

February 10, 2018.   

NEW FOR 2018!  Award-winning poster authors will be invited to present a brief overview of their work in the Poster 

Symposium, to be held in conjunction with the Poster Session.  

For more information, contact Suzanne Summer, MS, RD.  Click to View Call for Abstracts. 

Call for Abstracts: Nutrition Research Day! 

Send comments, story ideas, or questions to: 

 

Mina Busch, MS, CCRP, CIP; Editor 

Program Manager, Education & Outreach 

Office of Research Compliance and Regulatory Affairs 

Mina.Busch@cchmc.org 

513-636-3342 

Cincinnati Children’s Hospital Medical Center 

3333 Burnet Ave.; MLC 7040 

Cincinnati, OH  45229-3026 

Contributing Authors: 
Kacey Appel 

Heide Aungst 

Timothy Bonfield 

Jeremy Corsmo 

Christina Fischer 

Jim Flessa 

Jane Howie 

Allison Kissling 

Julie Kramer 

Adirenne Perez 

Sophia Stamper 

Ginny Van Horne 

Jill Williams 

A pilot program is underway trialing electronic review of EMR data during research study monitoring visits. This 

initiative will reduce the amount of research staff time and effort conducting monitoring visits by granting research 

monitors access to a secure, read-only, browser based view of select participant’s EMR chart content. 

EpicCare Link for Research Monitors will go-live in March 2018.  The go-live will offer research staff access to 

additional features being implemented as a part of the Epic 2017 version upgrade.  Research staff coordinating 

monitoring visits will have the ability to release their study participants for monitoring through a reporting workbench 

report and have access to a dashboard component displaying details of upcoming monitoring visits.   

If you have an upcoming monitoring visit where participant documentation will be reviewed and are interested in 

participating in the pilot, please contact the EpicCare Link Research Team at EpicLinkResearch@cchmc.org. Additional 

information about this initiative can also be found on the Epic Research CenterLink page. 

 

Research Monitor Access to Epic 
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