
SENATE RESEARCH COMMITTEE• 
Minutes of the Meeting 

March 4, 1993 
 
 
PRESENT: Paul Sackett (chair), Daniel Feeney, Eric Klinger, V.S. Mangipudi, Sara Evans, WinAnn 

Schumi (for Tony Potami) 
 
REGRETS: Essie Kariv-Miller, John Basgen, Albert Yonas 
 
ABSENT: Robert Jones, Khahn Nguyen, Susan Markham, Signe Betsinger, N.L. Gault, Anne Petersen 
 
GUESTS: Moira Keene (Human Subjects Committee), Mark Brenner 
 
 
The minutes of the last meeting were approved. 
 
Professor Sackett welcomed and introduced Moira Keene, Human Subjects Committee (HSC).  Ms. Keene 
provided an overview of the campus procedures for the use of human subjects in research. 
 
Ms. Keene began by providing the Committee with a brief historic overview of the Institutional Review 
Board (IRB), which is the Committee on the Use of Human Subjects in Research.  The IRB was established 
in medical research before it was established in social science research.  The origins are of international and 
national scandal with respect to the treatment of human patients or subjects in medical research in Nazi 
concentration camps following World War II and the Nuremberg Trials - an internationally recognized code 
of ethics was established, "the Nuremberg Code."  This code of ethics is at the foundation of the current 
picture of bioethics and social science ethics.  Following the evolution of the Code, the National Institute of 
Health determined that national standards needed to be set to determine how research ought to be conducted 
in this country.  Federal Guidelines were developed regarding research involving humans.  Through the 
course of 50 years, regulations from the Food and Drug Administration have evolved, Guidelines for 
Protection from Research Risks (OPRR).  The University has taken all of those and melded them into a 
Regents Policy.  The institution has had this policy since 1966.  The policy is currently being reviewed.  The 
policy outlines the rules - they basically say that any research that involves people or human tissue or records 
that have been gathered on humans will be reviewed prior to its initiation to ensure that all of the rules and 
regulations are met. 
 
The HSC examines research proposals to ensure that all of the guidelines have been met and to give advice 
to researchers on how best to meet those.  The HSC is divided into three committees:  two medical science 
panels which reviews all research that involves the physical contact of human subjects; and, the social and 
behavioral science panel which reviews proposals from the social sciences from all of the campuses.  Ms. 
Keene reported that there are 4,702 studies active at the institution.  The HSC is charged with reviewing 
them prospectively and keeping up to date with the researchers and getting at least an annual report from any 
researcher who is continuing to conduct the research.  Researchers are asked to keep the HSC apprised of 
any proposed changes that might affect the human subjects.  Researchers are asked to report any adverse 
events.   
                                                 

•These minutes reflect discussion and debate at a meeting of a committee of the University of Minnesota 
Senate or Twin Cities Campus Assembly; none of the comments, conclusions, or actions reported in these minutes 
represent the views of, nor are they binding on, the Senate or Assembly, the Administration, or the Board of 
Regents. 
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Ms. Keene stated that HSC has good compliance.  There are four FTE in the HSC area.  There are 
approximately 50-60 members on the HSC. 
 
She went on to discuss the three tier scale for how applications are handled - depending on the level of 
research involved.  Some are dealt with administratively, some go to the full Board. 
 
She commented that the student researchers are very busy at this institution.  Of the new studies proposed 
this year, almost 1/3 are student research projects - 2/3 faculty proposals.  She added that counseling is 
provided for the student researchers to ensure that they are up to date with the rules. 
 
Ms. Keene opened the floor for questions and/or comments. 
 
Professor Brenner commented on the panels - he inquired whether the composition of the committee was 
totally health sciences people or others from the University community?  Ms. Keene responded that the 
composition of the medical panels is intended to be similar in membership so that the two panels meet as a 
convenience. They are comprised of physicians, pharmacists, representatives from the community (not 
affiliated with the institution), student members, and non scientists.  Historically, members were identified 
through Committee on Committees (Senate structure).  A few years ago, after it was determined that the 
committee was an administrative committee, it was removed from the Senate structure.  Currently, referrals 
come from members on the Committee and others express interest.  Community members are recruited by 
reference from current seated members of the faculty.  
 
Professor Klinger commented on  undergraduate research on the Morris campus.  He expressed his concern 
regarding some student projects that were delayed or destroyed because of interaction with the Committee.  
He briefly described one case in which a pair of undergraduate seniors who had decided to do their 
undergraduate research project on Post Traumatic Distress Syndrome.  The VA Review Committee 
approved the project but the HSC rebuffed it.   The nature of the rebuff was alarming, he said.  One, he said, 
questioned the scientific utility of the investigation and secondly, the letter had a patronizing tone - some 
implicit but fairly clear expression of contempt for the capabilities of undergraduate researchers.  He 
commented that it had passed through the various levels of screening and was going to be done under his 
supervision.  Even though the letter was not a final rejection, it was not an accepting one either.  Because of 
the tone of the letter the two students scrapped the project.  He commented that it seemed to him that it is the 
place of the HSC to act as a scientific review body - it is a body dedicated to safeguarding the subjects.  He 
suggested the HSC deliberate on these issues 1) are undergraduates typically well qualified to do what we 
approve and, 2) should the HSC make scientific judgements?  Ms. Keene responded that she found this to be 
an appalling story.  She said that senior projects are common and rarely do they expect the senior projects to 
result in publishable results.  She added that the there is a pedagogical purpose for doing the project, which 
needs respect.  She said that she would not defend the Committee without having the relevant materials - she 
apologized for the tone of the letter.  The Committee is not anti undergraduate research, she said.  The 
Committee should be one of constructive review and criticism of research proposals - it is also a negotiation 
process.   Ms. Keene stated that she will bring this to the HSC's attention. 
 
Professor Sackett asked if there was a formal statement for the Committee?  Is there a service to the 
researcher?  Ms. Keene responded that the best way for the Committee to serve the interest of the subject is 
to provide service to the investigator and to ensure that the proposal and the plans for conducting the 
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research meet all the standards.   
 
He went on to inquire about the scope of what the HSC reviews - what defines research?  He gave an 
example of a manager asking a student to assist an organization in conducting a survey on employee 
satisfaction.  Is this research and does it fall under the purview of the HSC if there is any interaction with a 
human being that is University sanctioned?  Ms. Keene responded that this is gray area, but if the student is 
acting as an agent of the corporation and is conducting the research for the corporation and then comments 
on it as part of the student project - that student would not be asked to apply to the HSC.  If the student were 
to represent this to the subjects as a University project, then maybe the student has crossed some lines into 
the jurisdiction of the HSC.   
 
Professor Brenner inquired about the appeal process.  Ms. Keene responded that there is a formal appeal 
procedure, there are written guidelines for how to appeal a committee's decision.  She talked about the 
negotiation process.  She said the HSC reacts to a proposal - sometimes asking for more information.  Very 
few projects are ultimately disapproved, she said.  Referring to the Morris students, she said that it might 
have been an accident of timing that the students were not allowed to finish the project.  Negotiations can 
take a couple of months - this can be problematic for students.  HSC is working on that now.  A project may 
be disapproved if it appears to be too risky, she said.  A researcher can request an appeal by writing to the 
HSC office and asking for a reconsideration.  A formal appeal process is started where there are 
representatives from the different committees to reexamine the original proposal and any amendments and to 
try to determine whether the judgement of the first committee was appropriate.  It might go through a faculty 
senate appeal or a student senate appeal.  The Research Committee would most likely be the body to hear the 
appeal.  She commented that there hasn't been a formal appeal in her tenure. 
 
Professor Sackett inquired whether the HSC does a self evaluation.  Ms. Keene responded that they might 
entertain such an idea and that the Research Committee might assist in the self evaluation.  She mentioned 
that a random audit is being proposed. 
 
Members moved on to discuss compliance.  Ms. Keene commented that it is possible that activities are not 
being reported to the HSC but that there is a standard and an expectation on the part of researchers here that 
the way we do business is that we play by the rules and the rules say that I apply to the HSC and get their 
approval before I start a project. For the most part, there has been compliance with the rules and regulations. 
She commented that she would not be in favor of the kind of monitoring role that Animal Care Committee 
has, which conducts site visits.  She added that frequent inspection is done by pharmaceutical companies, the 
Food and Drug Administration, and the OPRR. 
 
Professor Klinger inquired about the protocol approval process.  Ms. Keene suggested that he call her after 
the meeting to discuss it. 
 
Professor Brenner commented that the annual report of the Research Committee should note that the 
Committee is providing oversight to both the Animal Care Committee and the Human Subjects Committee. 
 
Professor Sackett asked that Ms. Keene share with the Committee the updated Regents Policy regarding the 
research of human subjects.  Ms. Keene added that the Policy can be found on GOPHER.  She will route the 
Policy to the Research Committee after it has gone through the executive group. 
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Professor Sackett thanked Ms. Keene for her informative presentation. 
 
Committee moved on to discuss future committee meetings.  They agreed on the following:  April 8, 11:00 
and May 13, 11:00. 
 
Professor Mark Brenner brought before the Committee for its review the Guidelines on University-Wide 
Centers. 
 
Professor Brenner distributed a copy of the guidelines.  He pointed out that these guidelines extend beyond 
research.  They are for outreach, instructional, etc.  Initially, the guidelines were aimed at research.  The 
administrative groups (academic cluster groups and the senior staff) recommended that the guidelines be 
broader than research.  Professor Brenner commented that these are guidelines, not policy.  He then provided 
an overview of the document. 
 
The guidelines specify the criteria for establishing a center, he said.  Referring to the document, Professor 
Brenner pointed out that a center is not intended to have an indefinite institutional life, and that there should 
be a review of the center. 
 
Professor Brenner opened the floor for questions and/or discussion. 
 
Professor Sackett commented whether the proposal for a center could be initiated by someone other than the 
Vice President for Research.  Professor Brenner responded that this is still in draft form and that it was 
intended to include other appropriate individuals. 
 
Members spent some time discussing the notion of University-wide and the review process.  One member 
commented that it is very important to have a review. 
 
Professor Klinger inquired how coordinate campus centers would be handled.  Professor Brenner responded 
that if it were a Morris center, then it would be handled by the Chancellor unless it is verging with other 
units in the University.  Professor Klinger suggested that this be included in the guidelines.  Professor 
Brenner commented that it might be footnoted.  He went on to say that Professor Evan's point was 
interesting in that the proposals to initiate a center might all flow through one person, once established, 
report out to other people. 
 
Professor Evans followed up with a comment relative to funding....the funds available for centers centrally, 
are research funds, unless some other pot can be dipped into.   
 
Professor Brenner asked the Committee whether the guidelines should be guidelines or should it be policy?  
What is a reasonable way to proceed?  Professor Evans commented that a center follows the guidelines and 
gets approval, then it seems that the review section is somewhat like a policy.....once there is a approval, 
those are the conditions of the approval. 
 
Professor Feeney suggested that a statement such as the following be included in the 
guidelines....deliberations on continued funding would be based on these guidelines. 
 
The final draft of the Guidelines will be brought before the Committee. 
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Professor Brenner will report on the activities of the Academic Integrity Committee at the April meeting. 
 
                                                                                                     - Vickie Courtney 
 
University of Minnesota 


