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SENATE RESEARCH COMMITTEE (SRC) 
November 23, 2015
Minutes of the Meeting 
 
[These minutes reflect discussion and debate at a meeting of a committee of the University of Minnesota 
Senate; none of the comments, conclusions, or actions reported in these minutes represents the views of, 
nor are they binding on, the Senate, the Administration, or the Board of Regents.] 
 
[In these minutes: IRB Membership Update; Research Openness Subcommittee; For Cause 
Investigations Update; Protected Health Information Administrative Policy Change; Parental 
Leave Resolution] 
 
PRESENT: Chair LaDora Thompson, Bob Lewis, Tasoulla Hadjiyanni, Bill Arnold, James Orf, 
Hinh Ly, Nelson Rhodus, Jeanette Gundel, Lynn Zenter, Murat Can Kalem, Bethanie Stadler, 
Michael Kyba, Elizabeth Steinert, Teresa Rose-Hellekant, Philip Zelazo, Joel Waldfogel, Brian 
Herman  
 
REGRETS: Lisa Johnston, Helen Ofstad, Suzanne Paulson, Claire Stewart, Daniel Habchi 
 
ABSENT: Gregory Cuomo, Frances Lawrenz, Tucker LeBien, Allen Levine, Jane Fulkerson, 
Jeffrey Simpson, Logan Spector, Philip Zelazo, Rachel Bergerson 
 
GUESTS: Professor Joanne Billings; Professor Michelle Biros; Sarah Waldemar, research 
director, Research; Lori Ketola, administrative director, Health Science  
 
OTHERS ATTENDING: Carol Carrier, Felicia Mroczkowski, Pamela Webb  
 
1. Welcome and introductions – Chair LaDora Thompson welcomed the committee and 
members introduced themselves.  She explained that each committee meeting agenda would 
include an update from one or more implementation teams working on the reaccreditation 
process.       
 
2. IRB membership update – Professor Joanne Billings and Professor Michelle Biros, 
implementation team members assigned to addressing concerns related to Institutional Review 
Board (IRB) membership, provided the committee with an update.  The IRB reviews over 2,000 
research proposals per year at the University to assure proper procedure is followed.  Billings 
said federal regulations layout panel membership requirements.  She said there must be a 
minimum of five people present at each meeting, and membership must consist of both scientific 
and nonscientific representation, as well as community member representatives with no 
affiliation to the University.   
 
Billings said when the FDA performed its regularly scheduled audit of the IRB, it found areas in 
need of correction.  Billings explained that auditors found the panel too small to be effective, 
with meeting times too short to properly address large agendas.  She said the IRB was operating 
on a rolling roster, which means there was no set schedule of attendance and members sign up 
for times they are available, making it difficult to ensure continuity in the review of issues that 
return to the committee for follow up.  Billings said auditors were concerned with the expertise 
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spread throughout the IRB membership.  A requirement of membership is that expertise reflects 
the topics being reviewed.  The audit determined various specialties were not adequately 
represented on the IRB.  Billings said hematology and oncology are the highest users of the IRB 
process and were underrepresented within IRB membership.  Billings said while the 
implementation team plan was being created to address issues the audit found, the number of 
IRB meetings increased, allowing agenda size to decrease. 
 
In looking at how to address audit concerns, Billings said the implementation team decided: 

• Four medical panels would meet each week with 13 members assigned to each meeting.  
Seven members constitute a quorum, compared to the previous quorum of five, but eight 
must be present in case someone must be excused for any reason, such as a conflict of 
interest.    

• The agenda will be limited to reduce meeting time from the typical three to four hours, to 
approximately two hours.   

• Panels will be more defined so expertise can reflect the reviews being performed.   
• Current IRB membership is approximately 30 and membership initiatives will work to 

increase that number to above 52.  Balancing the number of scientists and non-scientists, 
and the expertise of members, will be considered in this step.  Terms are three years long.       

• Submission data from the last year was evaluated to accomplish membership goals.  
Departments with a high number of reviews were targeted to nominate people to serve on 
the IRB.  The names submitted are being vetted. 

• The team created a document outlining expectations of membership for each type of 
reviewer (scientific, non-scientific, affiliated, non-affiliated).   

• Attendance at 65% of meetings and involvement in scientific review is required for IRB 
membership.  This also increases the pools of people capable of performing expert 
scientific review. 

• Upon evaluation of the time spent at meetings and performing reviews, with 
consideration of additional membership responsibilities, a compensation plan was 
developed.  Compensation for members not affiliated with the University is per meeting 
with a cap on how much they can receive.  Those affiliated with the University will 
receive a percentage of their salary.  The totals have not been finalized.  

• A comprehensive training is being drafted and is expected to be about ten hours long.           
 
Thompson asked what the process would be to reevaluate this plan once it is implemented.  
Billings responded that the volume of reviews seen by the IRB would be evaluated twice a year 
to ensure panels reflect the proper expertise for the types of reviews they are seeing.  Thompson 
asked about the burden placed on faculty and departments to produce names of possible IRB 
members as well as the duties associated with participation.  Brian Herman, vice president, 
Research, said that department chairs have done a good job of identifying candidates.  Biros said 
there are weekly meetings with faculty chairs and expectations are clear that qualified panel 
members are a necessity.  
 
Billing said they hope to have new members on the IRB by January.  Thompson would like the 
committee to revisit the IRB implementation progress in approximately ten months.  She said 
such a change in department culture has the potential to be a burden on faculty.   
 



	   3	  

3. Research Openness Subcommittee - Thompson explained that it is the responsibility of the 
SRC to appoint eligible individuals to the Senate Research Openness Subcommittee.  
Subcommittee members cannot be current members of the SRC.    
 
Pam Webb, vice president, Sponsored Projects Administration (SPA), explained that when 
sponsored projects are working with restrictions, they are able to request an exemption from 
complying with the University Openness in Research Policy.  Each case requesting an exemption 
must be heard by the SRC, which then forms a Research Openness Subcommittee to review the 
case and make a recommendation to the full SRC.  The SRC then reviews the subcommittee 
recommendation and sends it to Herman with a recommendation to accept or reject the 
subcommittee recommendation.  Herman then sends his recommendation to the SPA, the Office 
of General Counsel (OGC), the SRC, the principal investigator, and the sponsor.  The SRC 
reports all activity to the Faculty Senate, Webb said.  Webb said that there is a case that will be 
coming to the subcommittee since it has already gotten input from SPA, the principal 
investigator, and the OGC.  Thompson said she would work to fill the subcommittee.   
 
Thompson said she is seeking a volunteer to be the SRC representative for the Council of 
Research Associate Deans (CRAD).  She said meetings are once a month.  Professor Hinh Ly 
volunteered. 
 
Thompson said she is unable to attend the upcoming Research Compliance Advisory Committee 
meeting (RCAC).  She asked for a volunteer to attend in her place.  She explained that additional 
updates on IRB implementation would be given.  She asked for anyone interested to let her know 
by 6:00 pm so she could forward their information to the RCAC.     
 
4. For cause investigations update - Sarah Waldemar, research director, Research, said she is 
charged with leading the implementation of the IRB for cause investigations recommendations.  
She said she has submitted her final report to Brian Herman, vice president, Research, and is in 
attendance to provide an update to the committee.   
 
Waldemar explained that noncompliance activity is considered for cause when allegations, 
indications, or suspicions of human or animal participant related noncompliance are received by 
the Office of the Vice President for Research, the Research Compliance Office, the IRB, the 
Institutional Animal Care and Use Committee, other regulatory committees, or staff.  Once a 
report is made, the Research Compliance Office reviews it to determine the level of seriousness 
as well as the level of expertise needed for the investigation.  She said extensive interviews were 
conducted with the University’s peers across the country regarding how they process for cause 
investigations.  Previously, the University limited for cause investigations to human research and 
human participants, Waldemar said.  The Research Compliance Office has broadened its scope 
to include concerns related to animals, bio-safety, stem cells, and other such areas.  She said the 
office is in the process of developing the policies and procedures needed to finalize this scope 
expansion for all for cause investigations.  
 
Professor James Orf asked within what time frame must an investigation begin and finish once 
the office received a noncompliance report.  Waldemar responded that investigations should 
occur quickly but thoroughly, with an ideal timeframe of three months.  She said specific and 
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final timelines could not be determined until investigations begin and the issue is fully 
understood.  She said guidelines on how to communicate expected timelines for each 
investigation are being written into the for cause policies and procedures.       
 
Kyba said he was told the IRB reviews approximately 2,000 protocols each year.  He asked 
Waldemar to discuss how many cases require investigations and who initiates investigations.  
Waldemar responded that participants, study staff, off-site staff, and others could initiate 
investigations.  She said the University averages three to four human for cause investigations per 
year.  Webb added that institutions similar to the University in size and mission average three to 
five investigations per year.  She said that while there are not many investigations each year, they 
could be very intensive.  Thompson asked how teaching scientific integrity and scientific 
conduct to graduate students and post docs could help the IRB process.  Thompson said that 
students might sense something about a project is not right, but they do not know the correct 
pathway to take to address their concerns.  Waldemar said that the Research Compliance Office 
does have an obligation to train students in research ethics.  She said students are trained to 
recognize breeches in ethics and that the University provides mechanisms to report concerns.  
She added that part of the consenting process for all participants includes education regarding 
protections.           
 
4. Protected Health Information Administrative Policy change update - Lori 
Ketola, administrative director, Health Sciences, introduced herself as the chief health 
information compliance officer who directs the Privacy Office.  She said the office is working to 
update policies around protected health information (PHI).  Ketola explained that she is 
proposing a change to the current policy structure, which would condense them into one policy 
around PHI and an appendix.  The proposed changes have gone through the Policy Advisory 
Committee and will be presented to the President’s Policy Committee in December, Ketola said.  
She explained her presentation would guide members through the existing policy structure, the 
issues with current structure, and the proposed new structure. 
 
For Ketola’s presentation, click HERE 
 
Ketola laid out two Board of Regents (BOR) policies, three administrative policies, multiple 
procedures, and two appendices regarding PHI.  She said the issue with the current structure is 
that it is too complicated and too difficult to accurately work through.  Also, some existing 
policies restate the law, making them redundant.  Ketola said that the policies and procedures 
could overlap with other policies and procedures, and she gave the IRB as an example; both sets 
of policies and procedures were providing the same information in two different places.  She said 
that the current policies and procedures do not refer people to the appropriate resources for 
information and items were missing.  She said while the evolution in the law and HIPAA had 
occurred over time, the PHI policies and procedures were not updated.  Sanctions for violations 
were not adequately addressed, she said.     
 
Ketola discussed her proposed change to the current structure.  She said the current two BOR 
policies would be kept the same, the three administrative policies would be condensed into one, 
and she is proposing to retire one of the two current appendices.  The appendix referring to the 
Minnesota Authorization Requirements for External Researchers has a narrow focus and the IRB 
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already addresses it on their website, she said.  She proposed retaining the appendix referring to 
email and PHI, but moving it to the PHI Policy while expanding it to address encryption tools 
and the need for support staff to email PHI.  She then moved onto explaining how the deletion of 
specific procedures would be handled.  In many cases, she said, procedures will be folded 
together to eliminate repetition.  She said the goal was to avoid duplicating information 
regarding procedures and processes, and direct people to the appropriate resources.  The 
proposed changes will also allow people to use existing PHI forms rather than describing how to 
make them, she said.         
 
Thompson said the University routinely updates policies and procedures.  She said the PHI 
updates are close to complete and it would be appropriate to make a recommendation at this time 
regarding the committee’s stance on the changes.  Professor Bethanie Stradler asked for 
clarification regarding possible paths for external researchers to take in order to find PHI 
information.  Ketola responded that the IRB has policies and procedures concerning external 
researchers, so they will be referred to the IRB.  Professor Michael Kyba expressed concerns 
regarding the current PHI policies and procedures.  He gave the example of the prohibition of 
auto-forwarding emails, saying it placed a burden on researchers and the work they perform.  
Ketola explained that her proposal is in regards to the structure of the policies and procedures, 
not the content within them.  How PHI policies and procedures are organized and structured 
would change, not the policies and procedures language.  Thompson said that the content of PHI 
policies and procedures could be a topic of an upcoming meeting.  Thompson then asked 
members to review the proposed changes to clarify and condense PHI policies and procedures.  
The committee unanimously supported Ketola’s proposal.     
 
5. Parental Leave Resolution – Chair Thompson distributed a resolution drafted by the SRC in 
2014, under Chair Maria Gini, and explained it is still being vetted by multiple committees.  She 
reviewed the resolution language and SRC’s jurisdiction related to parental leave concerning 
grant funding.  Thompson said currently, funding for researchers to take parental leave is very 
ambiguous and difficult to find.  When researchers take parental leave, there is the potential for 
decreased productivity resulting in the loss of grant money.  Funding parental leave is also 
stressful on lab budgets, Thompson explained.  Thompson asked Avonna Starck, Senate Office 
staff, to explain the concerns of other committees regarding parental leave: 

• Civil Service Consultative Committee  – P&A employees receive six weeks of paid 
time, while civil service employees receive two weeks of paid time with an option to use 
four weeks of sick and vacation time.   

• Social Concerns – The inequity of paid time off between classifications sends the 
message that children born to parents in one classification are less important than 
children born to parents in a different classification.  Also, Social Concerns noted that 
many daycares do not take infants until they are at least six weeks old. 

• Equity, Access, and Diversity – The inequity of time available, as well as the potential 
for discriminatory hiring practices against women within research labs are both 
concerns.     

 
Members were informed that the committees were being encouraged to work together to develop 
a cohesive message to send to the President’s Office.  The various committee chairs with vested 
interest in parental leave inequities and funding will connect to further discuss a possibility of 
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meeting or creating a task force to address this topic.  Thompson added that the SRC previously 
decided the University has a responsibility to provide the funds to cover an individual on 
parental leave to prevent research labs and researchers from being overly burdened.   
 
Thompson asked members to look at themselves as researchers with funded projects and decide 
what issues they saw specific to SRC.  Stradler said the resolution covers her concerns.  Kyba 
also noted that the resolution does not acknowledge that the fringe pool would have to be 
increased.  He suggested amending the resolution to reflect that paying for parental leave out of 
grant money costs the University money while the fringe pool does not.  Webb said cost is 
shared through the fringe pool.  Professor Philip Zelazo asked if there was resistance to funding 
parental leave out of the fringe pool.  Professor Bill Arnold said the Office of Human Resources 
(OHR) was the source of resistance, claiming that funding parental leave from the fringe pool 
would be difficult to implement.  Kyba said OHR also resisted by failing to provide the data SRC 
requested concerning moving parental leave into the fringe pool.   
 
Ly asked Webb if her ability to negotiate with funding agencies would be impacted if the 
committee pursues a resolution supporting parental leave being paid out of the fringe pool.  She 
said what is paid into the fringe pool would be added into direct costs.  She said whether funding 
agencies cover the fee or not, could be a mixed result.  Webb said data is needed to fully 
understand the cost impact and she does not have that data.  She said SRC went to OHR for that 
data but it was never received.  Arnold noted that the cost of a new fringe rate would be small in 
comparison to the overhead cost of paying for parental leave out of a lab’s budget.  Professor 
Frances Lawrenz said if the fringe pool rate for graduate students were increased, their salaries 
would be over the allowed NIH amount.  Webb said NIH graduate student caps are based on 
total compensation, and fringe rates are included in compensation.  Webb said that if the rate was 
increased, it could impact how large the salary component of compensation is.  Thompson said 
the resolution needed some fine-tuning and perhaps an addendum defining what the committee 
would like to see happen.  She would also like to find some data to compare the University’s 
parental leave structure to other large research institutions.    
 
The committee discussed possible next steps once the committee finalized the resolution.  OHR 
would be attending the December SRC meeting and members discussed what information they 
would ask for.    
 
Hearing no further business, the committee was adjourned. 
 
Avonna Starck 
University Senate Office 


