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Fall 2016

Autumn has arrived. The days are shorter, the temperatures are cooler, the leaves are starting to turn, and the
federal government is operating under a continuing resolution. The resolution allows the government to
continue to operate but may impact your funding. For example, NIH will issue non-competing research grant
awards at a level below that indicated on the most recent Notice of Award (generally up to 90% of the
previously committed level).

 

Emergencies
In an emergency we all know to call 911. It’s an easy, fast way to get help. Whenever you call 911 make sure
you tell them your location. If you are on campus and call from a campus phone (landline) your call gets routed
to UC emergency responders who can more rapidly identify your location and can coordinate with city and
county personnel.  If you call 911 from your mobile device (your cell phone) you should be routed to the
nearest the city or county emergency dispatch, but sometimes it mistakes your location. If you are calling from
a UC location make sure you tell them that you are calling from UC, which campus, and the (nearest) building
and room.

Data

Every research project involves data. Managing that data, protecting it, the associated regulatory mandates
and costs are often overlooked. Biomedical Informatics (BMI) strives to act as an active partner in scholarly
efforts and can help you design experiments and analyze results. Contact BMI to find out more about their
expertise and plan your budget.

The Federal Information Security Management Act of 2002 (FISMA) requires protection of sensitive
data created, stored, or accessed by the federal government or any entity acting on its behalf. The enhanced
security carries with it increased costs. Review all requests for proposals, grant and contract language to
identify FISMA or other information security requirements. These costs should be included in your proposed
budget. The university is still building its FISMA Compliance program. For current guidance please refer to
Information Security’s website.

Risk
I think we can all agree that life has risk. We can minimize it, we can develop strategies to mitigate it, but we
cannot eliminate it. Some risks are so large that they are unacceptable while others are so small that they are
trivial. Each individual and each institution has its own risk threshold. One thing that is often forgotten is that
lost opportunities are risks too. Risky Business Week kicks off on November 7th at Nippert Stadium with an
attempt to break the Guinness World Record for longest selfie chain. There are a lot of other activities that will
highlight key issues and important campus resources. This includes an opportunity to chat with people from
across the Office of Research. You can see the entire schedule of events and register at: 
http://www.uc.edu/gencounsel/rmi/news/RBW16.html. 
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As always, if you have a suggestion that will help us to help you, please contact us at
research.compliance@uc.edu.

Jane Strasser, PhD
Associate Vice President for Research

Director, UC Office of Research Integrity
Research Compliance Officer
Research Integrity Officer
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ANIMAL CARE AND USE PROGRAM UPDATE

Coming Soon: new online system for IACUC protocols, animal orders, and service requests
IACUC protocol functions, animal ordering, LAMS service requests, and billing are moving to an integrated
online system, “Research Activities Portal” (RAP).  The new system is designed to streamline your interface
with the IACUC and LAMS.  If you are willing to beta test the system and provide suggestions for improvement
please let us know. More information will be available as we get closer to the anticipated release in spring of
2017.

Changes to Mouse Quarantine 
To increase the sensitivity of our pathogen screening and minimize the time mice must spend in quarantine,
LAMS is transitioning from serology to a PCR-based testing strategy. Effective immediately mouse quarantine
will decrease from 8 weeks to 4 weeks and the cost for importing up to 10 mice will be $305.36 while the cost
for importing 11-20 mice will be $475.36.   For imports involving rats or greater than 20 mice, please contact
LAMS (lams@uc.edu or 558-5171) for a price quote.

 

Reminder: the shoebox and SMI per diem rates for large rodents (rats/gerbils) will increase to
$1.42/cage/day beginning July 1, 2017. This rate has been planned and has been announced beginning in
July 2014. Implementation has been delayed until July 2017 to minimize the impact on your budget. Please
plan your budgets utilizing these rates. Contact the LAMS Director, Dr. Joanne Tetens-Woodring
(tetensje@ucmail.uc.edu or 558-5518) with questions or concerns.  

 

Irradiator disks
LAMS has obtained Rad Disks with microisolator tops. Animal(s) must be transferred from their home cage(s)
into the autoclaved Rad Disk in the laminar flow hood within their regular housing room using strict barrier
technique. When used as directed, the Rad Disk prevents contamination of mice during the irradiation process.
This allows irradiated animals to return to their regular housing room. Mini Rad Disks hold up to 3 mice and
cost $7.43 per use; large Rad Disks hold up to 9 mice and cost $22.00 per use. To reserve a Rad Disk, submit
a service request.
 
Service Request Submissions
LAMS cannot guarantee completion of service requests submitted less than 3 business days in advance. In the
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event where there are extraordinary circumstances driving a late submission, please contact LAMS (558-5171)
to discuss.
Urgent animal welfare needs should be communicated directly to LAMS staff, not through service requests.  
 
-back to top-
 
 
BIOSAFETY NEWS
 
Working with Human Derived Materials
Research involving human-derived materials (e.g. blood, serum, unfixed tissues, cell lines) requires IBC
registration and is subject to the OSHA Bloodborne Pathogens (BBP) Standards (29 CFR 1910.1030) . The
Standard requires research personnel with the potential for occupational exposure to:

·            Complete initial and annual OSHA Bloodborne Pathogen (BBP) training

·            Adopt the university’s Exposure Control Plan

·            Receive (or decline)  the Hepatitis B virus (HBV) vaccine 
Hepatitis B immunization is highly recommended for all employees unless the employee has previously
completed the vaccine series, there is evidence of natural immunity, or a medical contraindication to
the vaccine exists. Principal investigators/supervisors are responsible for assessing activities in the
workplace and determining which employees have a potential for occupational exposure. The Hepatitis
B Vaccine is provided at NO cost to the employee through University Health Services. To schedule a
vaccination appointment call (513) 584-4457.

 

October is Biosafety Month
The National Institutes of Health (NIH) has designated October as National Biosafety Month. Researchers and
institutions are encouraged to refocus their attention on biosafety policies, practices, and procedures. This
month, the UC Biosafety Office asks all laboratories to revisit lab-specific biosafety training, biohazardous
waste procedures, and practices to ensure that you are minimizing the use of sharps.  This is also a good time
to ensure that your inventory of biohazardous agents is current and to review proper handwashing techniques.
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EXPORT CONTROLS NEWS
 
Reminders

Export control regulations are complicated and confusing, fortunately we have the expertise to help.  Do you
have foreign military conducting research in your lab? Do you need to ship prototypes, samples, or anything
potentially proprietary or defense related out of the country? What about foreign collaborations? Are you
working with proprietary information?  Are you editing or providing assistance with publications from Iran? Are
you attending or presenting in Iran? What about travel to Cuba? Are you hand-carrying UC items when you
travel overseas? Are you working with things that may be regulated for defense purposes (items controlled
under the International Traffic in Arms Regulations, or ITAR)?  These are all potential issues that the Export
Control Office (ECO) can help you navigate; Please reach out to ECO if you think your work or project might
have export control implications; it is much easier to plan for compliance than to try to fix things after something
has happened.
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HRPP NEWS
 
Final Rule for ClinicalTrials.gov and Final NIH Policy for Dissemination of NIH-Funded Trials
The Final Rule for Clinical Trials Registration and Results Information Submission  has been released. They
have added to information and data that must be uploaded, and expanded the types of studies that are
required to be submitted. The requirements include uploading the full protocol and more adverse event
information. Summary results information must be submitted for more trials, including FDA-regulated products
that have not yet been approved, licensed, or cleared by the FDA.  
The NIH has also released a Policy on the Dissemination of NIH-Funded Clinical Trial Information.  The policy
sets the expectation that all clinical studies with any NIH support be registered in ClinicalTrials.gov and that the
associated study results will be reported there. NIH has stated that all NIH-funded investigators and staff
involved in clinical trials should be trained in Good Clinical Practice (GCP). They are also changing how clinical
trials can be submitted to NIH. They must now go through specific mechanisms and will not be funded under
general parent Funding Opportunity Announcements.
The effective date for both is January 18, 2017. Investigators will have 90 days to comply with the regulation.
Enforcement for noncompliance includes the termination or withholding of grant funding. Proposals submitted
after the policy is in effect must describe how they will meet the new mandate.
 
For more information:
NIH press release: https://www.nih.gov/news-events/news-releases/hhs-takes-steps-provide-more-information-
about-clinical-trials-public
Summary of changes: https://www.nih.gov/news-events/summary-hhs-nih-initiatives-enhance-availability-
clinical-trial-information
JAMA commentary: http://jama.jamanetwork.com/article.aspx?articleid=2553888
NEJM commentary: http://www.nejm.org/doi/full/10.1056/NEJMsr1611785
 
Use of Mobile Devices in Research Tips
#1: If the research team provides a mobile device to the participant, the confidentiality safeguards for mobile
data and third party access need to be understood by the research team and explained to potential research
participants.
#2: If the study involves installation of a mobile application on a research participant’s mobile device, the
research team needs to be able to explain how and when it will be deactivated ensuring that data is not
collected once the research participant withdraws consent, completes the study, or the study is complete.
#3: The research team needs to have sufficient understanding of the device to ensure that data that is not
explicitly covered in the informed consent form is not collect (e.g. location information).
 
 
U.S Department of Veterans Affairs (VA) Clinical Research Sites
For studies involving the VA, unanticipated related incidents involving a local death require immediate verbal
(telephone) notification of the IRB and written notification within 5 business days (non-VA reporting occurs in
ePAS, refer to HRPP Policy II.02). 
For studies involving the VA, unanticipated related incidents involving a local serious adverse event require
written notification of the IRB within 5 business days.
For a decision tree regarding reporting deaths, local serious adverse events, and serious problems in VA
research, please reference the link below.
http://www.va.gov/ORO/Docs/Guidance/1058_01_Decision_Chart_Rsch_Death_SAE_Problem_09_14_2015.pdf
 
Changes to the Informed Consent Template for Research Involving Imaging
The informed consent template has been updated. If the study is being conducted at a UC Health facility and
involves imaging, include one of the following statements as applicable to your research study. If the study will
not be interpreted and will go into the medical record you must include Option 1. If your study doesn’t fit option
one, you may use another of the statements provided (the statement may be revised to accurately reflect your
study):
Your “scan type(s)” will be placed into your medical record, but it will not be used for diagnostic or clinical
purposes, or to guide your medical care at this time. The scan will be used only for the research, and a
Radiologist will NOT provide an interpretation in the same way as for scans used for medical care.
-OR-
Your “scan type(s)” will be interpreted by a radiologist, placed into your medical record, and used for
diagnostic purposes, clinical purposes, and/or to guide your medical care.
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-OR-
Your “scan type(s)” will NOT be placed into your medical record, and will not be used for diagnostic or
clinical purposes, or to guide your medical care at this time. The scan will be used only for the research, and a
Radiologist will NOT provide an interpretation in the same way as for scans used for medical care (also
describe what will happen with the scan).
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Training Opportunities
 
The 2016 FDA modules will be held from 10:00-11:00AM in room 3351 MSB. The dates, topics, and
presenters are as follows:
October 18: Adverse and Other Events in Human Research. Presenter: Mike Linke, PhD, CIP
Oct. 20: Submissions & Reports per Federal Authority. Presenter: Angela Braggs-Brown, MA, RAC, CIP
October 25: Responsibility and Obligations of Investigators Part 1. Presenter: Claudia Norman, BA, CIP
October 27: Responsibility and Obligations of Investigators Part 2. Presenter: Claudia Norman, BA, CIP
November 1: Drug Accountability in Human Research.  Presenter: Sue Roll, BSN
November 3: Device Accountability in Human Research. Presenter: Sue Roll, BSN

 

 
 


