SENATE MEETING

Thursday, May 25, 1972
3:30 p.m.
Nicholson Auditorium

The voting membership of the University Senate totals 218 including the President, 145
members of the faculty and 72 students. For a quorum, a majority of the voting mem-
bership (110) must be present. Amendments to the Constitution require advance
publication and 146 affirmative votes. Amendments to the Bylaws require advance
publication and 110 affirmative votes. Other actions require a simple majority of the
members present and voting. The members of the All-University Administrative
Committee are exofficio nonvoting members of the University Senate.

Any member of the faculty and any student eligible to vote for Senators may be ad-
mitted to meetings of the University Senate and shall be entitled to speak at the
discretion of the Senate. Only elected members of the University Senate, the members of

the Senate Consultative Committee, and, in the case of a tie, the chairman, shall be -

entitled fo vote. . ‘

Any representative may designate any elected alternate from his institute, college,
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school, or student constituency to serve in his place and stead by written notice to the
clerk of the Senate prior to the beginning of any meeting of the University Senate.

ATTENDANCE RECORD
A roll of elected and exofficic members will be circulated during the meeting. Mem-
bers will please check their names to indicate their presence. If the roll misses you,

please stop after the meeting to check your name. The roll, after adjournament, will be
at the rostrum.

An attendance record for nonmembers will also be circulated and will be on the
rostrum after the meeting.

A summary of the attendance of members for the current academic year will be in-
cluded in the minutes of the last regular meeting of the Senate.
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Your Committee on Business and Rules respectfully presents the following matters for your consideration.

1. MINUTES OF JANUARY 12,1972;
FEBRUARY 8, 1972;
and MARCH 9, 1972
Reported for Action

II. REPORT OF THE COMMITTEE ON
BUSINESS AND RULES
Reported for Action
The Constitution of the University Senate provides that a “vice chairman shall be
elected by the Senate at its first meeting in the spring of the academic year from among
its members for a term of one (1) year. He shall be eligible for re-election.” (Article III,
section 5).

Nominations will be accepted and an election conducted at the meeting.
FRANK J. SORAUF
Chairman

II. REPORT OF THE SENATE COMMITTEE
ON RESEARCH
Reported for Action

The Senate Committee on Research recommends approval of the following report of
the University Committee on the Use of Human Subjects in Investigation.

PROPOSED STANDARDS AND PROCEDURES
RELATED TO THE USE OF HUMAN SUBJECTS
IN RESEARCH, MEDICAL AND SOCIAL

OUTLINE

1. Statement of Policy
II Principles and Summary of Procedure
11T Procedure for Implementation of Principles
A. Scope of Activities to be Covered by Procedure
B. Important Elements of Procedure
1. Administrative Structure, University Wide Committee
a. Compeosition
b. Selection of Members
c. Duties and Responsibilities
1) Administration of Policy
2) Formulation of Policy
3) Reporting to the Senate
2. Review Subcommittee
a. Function
b. Composition
¢. Chairman
3. Executive Secretary
4. Research Protocols
a. Content
b. Approval
¢. Protocol Handbook
C. Activities within the Proposed Structure
Conduct of Research that Falls Within the Scope of an Approved Protocol
- Prior Review of Non-protocol Research
Application for Review and Approval of Non-protocol Research
. Appeals of Subcommittee Decisions
. Complaints Against Investigators
. Sanctions for Investigators
IV. Implementation of Proposed Procedure
A. Time Schedule
B. Development of Initial Research Protocols
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INTRODUCTION

The following decument is composed of four parts: (1) A statement of policy. (2) The
general principles to be used to guide the review, evaluation, and approval of research
using human subjects (health, biological, behavioral, and social research), and then
summarizes the procedure. (3) The third part presents a procedure for providing
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systematic review, by investigators and-or review committees, of all research using
human subjects. (4) The fourth part discusses a procedure and a timetable for im-
plementing the new standards and review procedure.

PARTI

STATEMENT OF POLICY OF THE UNIVERSITY OF MINNESOTA
WITH REGARD TO THE USE OF HUMAN SUBJECTS
IN SCIENTIFIC RESEARCH

Time limit for discussion, 1 hour, 15 minutes

This Statement of Policy is submitted for approval to the University Senate through
the Senate Committee on Research and for recommendation to the Regents for adoption
to replace the present Statement of Policy and Procedures as adopted in November, 1966.

The University of Minnesota reaffirms its established policy with regard to the use of
human subjects in scientific research:

1. To safeguard fully the rights and welfare of the individuals who are involved as

human subjects in such research,

2. To accomplish this with as little obstruction as necessary to the furtherance of
scientific progress through continuing investigation of man in his environment, and

3. To assume an institutional responsibility for the implementation of these two ob-
jectives.

In performance of this institutional responsibility, the University of Minnesota will:

1. Provide prior collegial review of all research involving human subjects (see Part III
for a definition of these terms.) carried on in the University or under its auspices
through a University Human Research Committee composed of institutional
associates of the investigator who are independent of the investigator and who have

no vested interest in the specific project of research, which collegial review will in-
volve determination of:
a. The rights and welfare of the individuals involved as human subjects of research,
b. The appropriateness of the methods used to secure an adeguately informed
consent for research involving human subjects, and
c¢. The risks of the research.

2. Exercise continuing supervision of such research involving human subjects, to deal
with changes in the procedures or emergent problems of the research which may
alter the research with respect to the criteria for collegial review and prior approval;

3. Provide guidance and advice for the investigators on safeguarding the rights and
welfare of the human beings involved in such research;

4. Assure that provision is made for professional attention and facilities to provide for
the safety and welfare of human beings involved in such research; and

5. Make and keep written records of all collegial reviews and decisions on the use of
human subjects in such research.

PARTII

PRINCIPLES GOVERNING THE USE
OF HUMAN SUBJECTS IN RESEARCH
AND SUMMARY OF PROCEDURE

1. All subjects of research must have given informed consent to their participation in any
research preject unless securing such consent is made impracticable by the design of
the research and it is reasonable to think that a subject would have no objection to his
participation. All exceptions to the requirement of informed consent must be ap-
proved by an appropriate review committee.

2. It is expected that investigators will design research procedures in such a way that
they do not involve:

a. The exposure of subjects to a physical or psychological risk that is appreciably
greater than we normally take in the conduct of our affairs;

b. The disclosure of confidential information.

Procedures involving these proscribed features may be used only if appropriate
precautions are taken. The precautions to be taken must be approved for a specific
research project by an appropriate review committee.

3. For purposes of review, research projects will be divided into two categories:

a. Those projects with research designs or types frequently used, and that either
satisfy Principles 1 and 2 or embody precautions sufficient to justify general and
continuing approval.

b. Those projects whose research design is novel or unigue, or is problematic under the
terms of Principles 1 or 2.
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It is expected that for projects of the first type, interested investigators will develop a
series of general protocols covering specific research designs. Once these protocols
are approved by an appropriate ethical review committee, individual projects that fall
within the scope of a protocol will nof require individual review. Investigators will file
a description of the project and a list of the relevant protocols with the appropriate
review committee. ) g

Projects that do not fall within the scope of approved protocols must be submitted for
individual prior review and approved before the research is instituted.

Such a research project will normally be evaluated with regard only to the rights and
welfare of subjects of the research. The scientific importance or potential benefits of
the research will not be considered unless the research procedure involves normally
proscribed risks to a subject or makes informed consent impracticable. In such a case
the overriding importance of a piece of research may justify exceptions to the normal
restrictions. But to justify these exceptions it will not be sufficient merely to weigh the
potential benefits and importance of the research against the risks to the subject’s
rights and welfare. A review committee should also consider whether it is reasonable
to think that a subject himself would find the risks justified in light of the importance or
potential benefits of the research. In such a case evidence from representatives of the
population is desirable.

PART III
PROCEDURE FOR IMPLEMENTATION OF POLICY

.. SCOPE OF ACTIVITIES TO BE COVERED BY PROCEDURE

1. The phrases ‘‘research involving human subjects” and ‘‘procedures involving
human subjects” and “‘research projects involving the use of human subjects’” as
used in this “Statement of Policy With Regard to the Use of Human Subjects in
Scientific Research” are intended to cover the full range of activities which invelve:
a. The collection of data from:

1) The examination of individual human beings and their bodily products,

2) The observation of the performance of activities by individual human beings
or groups of human beings,

3) The observation of physical or psychological reaction: of individual human
beings or groups of human beings to stimuli, whether the stimuli are controlled
by the investigator or are present in a normal non-manipulated environment,

4) The observation or evaluation of the products of individual performance of
tasks or individual reaction to stimuli or other similar research in which
human beings other than the investigators or research personnel are directly
involved as participants through their active conduct or throuth passively
having procedures performed upon them;

b. The examination and correlation or evaluation of data derived from the types of

examination or observation described in a. 1) through 4) above, or research in
which data concerning humans other than the investigator are the direct subject
of research.

2. “Research involving human subjects” and the correlative phrases ‘“procedures...”
and ‘“‘research projects...” are not limited {o the deliberate experimentation with
human beings, although these phrases cover deliberate experimental research upon
humans. They include, as well, the performance of any procedures which are not
designed and performed primarily for the benefit of the human upon whom the
procedure is performed or in relation to whom the procedure is performed but with
either a primary or secondary purpose or objective of collecting data for subsequent
correlation or evaluation not directly related to the treatment or care of human
subjects or the performance of beneficial service to the human subject. Procedures
which fall within the scope of “‘research involving human subjects’” include not only
physical, chemical, electrical or psychological stimulation of responses within the
human body but also interviewing, observation of behavior, administration of tests or
other technigues of measurement or evaluation of individual humans.

3. Beneficial services. distinguished from research invelving human subjects
“Research involving human subjects or “‘procedures involving human subjects’ as
used in this Statement of Policy are distinguished from activities or procedures in
which humans are involved solely for the direct benefit of themselves or other in-
dividual humans. The latter type of activities and procedures, which might be
classified as “‘beneficial services” include:

a. The teaching or training of individuals,

b. The examination, investigation or evaluation of individuals for diagnostic pur-
poses for their own benefit or the immediate benefit of others as in mass
screening for disease or physical examination of staff and students associated in
the University or other similar institutions or organizations,

¢. The performance of therapeutic procedures for the direct benefit of the person
upon whom they are performed or for the direct benefit of other individuals to
whom the human participant has some relation or to whom the human par-
ticipant has agreed to act as a donor, as in the case of the donation of blood or
other tissues or interviewing relative to psychotherapy or counseling services to
others, and

d. The interviewing or investigation of individuals related to the performance of
professional services in the practice of counseling, law, psychotherapy, social
work or teaching.

4. Clinical Training Distinguished from Research Involving Human Subjects

“Research involving human subjects” and “procedures involving human subjects”
as used in this Statement of Policy do not include clinical training done within the
University or under its auspices, providing that the procedures and activities are
performed solely for the purposes of training or for the combined purposes of training
and providing beneficial services to the individual upen whom the procedures are
performed or in relation to whom the procedures are performed. “‘Clinical training”
covers those procedures and activities used primarily to teach students how .fo
engage in professional or semi-professional activities with other human beings than
the teacher or student involved in the procedure. On the other hand, training for
conduct of research involving human subjects is within the meaning and scope of this
policy so long as humans are used as subjects for research itself.

5. Collection of Data for Beneficial Services Distinguished from Research Involving
Human Subjects Using Such Data
In a number of situations within the University or where procedures are performed
under the auspices of the University, diagnostic or therapeutic procedures of benefit
to the individual upon whom they are performed or conducted in the provision of
professional services may be undertaken with the foreknowledge that the record of
such procedures or services or the products of such procedures or services will
ultimately be the subject of future study and evaluation which would constitute
“research involving human subjects” within the meaning given that phrase in this
policy. Where the procedures or performance of services would be undertaken
normally and be the type of professional service for the direct benefit of the in-
dividual subject to the procedures, rather than for purposes of obtaining information
for advancement of human knowledge, the original performance of such procedures
or professional services will not constitute ‘‘research involving human subjects” or
“procedures involving human subjects” as those terms are used in this Statement of
Policy.

However, the subsequent use of the records or products of such professional services

for pusposes other than the direct benefit of the subject or someone related to him or
her or for other than clinical training and primarily for the advancement of
knowledge shall be considered to be ‘‘research involving human subjects’ and the
present Policy and any procedures designed for its furtherance in the safeguarding of
rights and welfare of human subjects shall be applicable to this subsequent use of
record data.

6. Definition: Carried on in the University of Minnesota or Under its Auspices

Research involving human subjects is “‘carried on in the University of Minnesota or
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under its auspices’” within the scope of this Policy when:

a. The procedures are performed on the premises of the University, or

b. The procedures are performed with or involve the use of facilities or equipment
belonging to the University, or

¢. The research is financed by the University or by funds administered by the

. University, or

d. The research project satisfies a requirement imposed by the University as a
condition for the award of a degree or for completion of a course of study in the
University, or

e. The research project satisfies an obligation of employment by the University.

B. IMPORTANT ELEMENTS OF THE PROCEDURE
There are two important elements in the proposed procedure—the committee
structure and the system of research protocols. First, two types of committees will be
described—the University-Wide Committee on the Use of Human Subjects and the four
Review Subcommittees (two each for biological and health sciences, and social and
behavioral sciences). Second, there will be a discussion of procedure by which the
research protocols will be instituted.
1. Administrative Structure: University-Wide Committee on the Use of Human Sub-
jects in Research
a. Composition
The Human Research Committee shall consist of at least forty-four members
drawn from the faculty, staff and student-body of the University and specifically
falling within the following five categories:
1) At least twelve (12) members from the health sciences and biological sciences,
a) Ten (10) of whom shall be drawn from the faculty and staff of the units of
the University dealing with health sciences, and
b) Two (2) of whom shall be students in these units of the University, one
an undergraduate and one a graduate or professional student:
2) At least twelve (12) members from the social and behavioral sciences,
a) Ten (10) of whom shall be drawn from the faculty and staff of the units of
the University dealing with social and behavioral sciences, and
b) Two (2) of whom shall be students in these units of the University, one
an undergraduate and one a graduate student;
3) Two (2) members from the University Hospitals Administration;
4) At least six (6) members from the Law School; and
5) At least twelve (12) members from other units of the University.
a) Eight (8) of whom shall be faculty members, and
b) Four (4) of whom shall be students.
In the event that the size of the committee should be expanded to more than forty-
four members, the proportions of members from each of the above categories
should remain the same.

Figure 1
Structure of University-Wide Committee
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b. Selection of Members
The members of the committee from the biological and health sciences and
from the social and behavioral sciences shall be drawn from units in which a
primary focus of professional activity is the conduct of research with human
subjects. The representatives shall be drawn from units or departments chosen
by the Senate Committee on Research. These members shall serve for staggered
two-year terms and must be approved by a majority vote of the units or depart-
ments represented. The remaining members of this committee shall be appointed
in accordance with the Constitution of the University Senate, Article IV, Section
4, and the Rules and Operational Procedures of the Senate, U1.302.2 and U1.302.3.
1) Terms
The terms of membership on this committee shall be in accordance with the
Rules and Operational Procedures of the University Senate, U1.302.3.
2) Official Positions on the Committee
The chairman shall be elected from the appointed members by a two-thirds
vote of the committee and shall serve for a period of two years.
3) All meetings shall be held in accordance with Robert’s Rules of Order.
¢. Duties and Responsibilities
1) Administration of Policy
The Human Research Committee shall perform the function of prior collegial
review of proposed research involving human subjects (as defined in the
Statement of Policy of the University of Minnesota With Regard to the Use of
Human Subjects in Scientific Research, adopted and approved by the University
Senate on and the Regents of the University on ,) and of con-
tinuing supervision and advice with respect to approved projects of research
involving human subjects, to assure the fullest protection of the rights and
welfare of such subjects.
2) Formulation of Policy
The University-Wide Committee may initiate specific statements of policy and
procedures necessary to carry out the institutional responsibility of the
University with regard to the use of human subjects in research, subject to
review and modification by the University Senate which shall be binding on the
subcommittees, members of the faculty and staff of the University and other
individuals engaged in research involving the use of human subjects carried on
under the auspices of the University.
3) Reporting to the Senate
The Human Research Committee shall report to the Senate through the Senate
Committee on Research in accordance with the Rules and Organizational
Procedures of the Senate, U1.302.5.
2. Review Subcommittees
a. Function
The University-Wide Committee shall perform its functions of prior collegial
review through subcommittees except where request is specifically made for full
committee consideration of a problem. Subcommittees shall review and make
recommendations to the University-Wide Committee on all research protocols
submitted for approval. The subcommittees shall also review all individual
proposals within the committee’s domain, acting within one month of submission.
b. Composition
The membership of the University-Wide Committee shall be divided into four
subcommittees, as shown in Figure 2. The actual assignment of individuals to
subcommittees will be changed every year and approved by a majority vote of
the University-Wide Committee. Any member of the sub-committee may
arrange for a substitute for himself for any meeting of the sub-committee
provided the substitute is a member of the University-Wide Committee,
presumably from the same classification. The University-Wide Committee may
elect to activate fewer than the four subcommittees, if the volume of work does
not justify four subcommittees. However, at least one subcommittee must be
active in each specialty at all times.
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Figure2
Structure of Subcommittees
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c. The chairman shall be elected from the subcommittee membership and ap-

proved by a two-thirds vote of the subcommittee membership.
3. Executive Secretary of the University-Wide Committee

a. There shall be an Executive Secretary of the University-Wide Committee who
will handle the administrative work of the committee; schedule meetings of the
comrmittee and its subcommittees; call meetings; and maintain adequate
records for the committee and subcommitiee meetings—including formal
requests for approval of research projects, minutes of all committee and sub-
committee meetings, and the formal decisions of the committee and its sub-
committees, together with copies of all letters of approval sent to the in-
vestigators and any periodical reports by investigators to the committee, as may
be required by the procedures of the committee.

b. The Executive Secretary shall not be a voting member of the committee or of its
subcommittees but shall be entitled to attend any committee meetings or sub-
committee meetings.

c¢. The Executive Secretary shall be appointed by the President with the approval of
the University Senate for a three year term, subject to reappointment for suc-
cessive terms:

4. BResearch Protocol
A research protocol is defined as a general description of a standard research
procedure, such description to embody all those features of a given research
procedure relevant to the summary approval of research projects satisfying the
description. Approved research protocols are to be cited by an investigator filing for
summary approval of a proposed research project.

a. Content
A protocol will normally include:

1) A specific description of the procedure as it affects subjects, including
descriptions of what are considered allowable variations,

2) A specification of precautions necessary to safeguard the welfare of subjects,

3) The subject populations to which the procedure can be applied without risks to
the rights and welfare of the subjects, :

4) A specification of forms of consent required, if any,

5) A specification of devices to be used to assure confidentiality where that is
appropriate, and

6) Variations in the procedure not approved because of the likelihood of risks to
the righrts and welfare of subjects.

b. Approval of Protocols

Protocol proposals are to be submitted to an appropriate review subcommittee
where, upon approval by a two-thirds vote of the committee, they are to be
submitted to the University Human Research Ceommittee for final approval.
Final approval requires a majority vote of the University-Wide Human Research
Committee.

All protocols must be reviewed and approved every five years to remain active.
Review of protocols will be initiated by the Executive Secretary of the Human
Research Committee.

Any member of the Human Research Committee may request a review of any
protocol at any time. Upon a majority vote of the Committee, a complete review
of the protocol shall be initiated. Until the review is completed, it shall stand as an
approved protocol, unless the committee votes that no new research be approved
under this protocol until the issue is resolved.

c¢. Protocol Handbook

It shall be the duty of the Executive Secretary to maintain a current “Protocol
Handbook™ listing all of the approved protocols.

C. ACTIVITIES WITHIN THE PROPOSED STRUCTURE
1. Conduct of Research that Falls Within the Scope of an Approved Protocol

It is assumed that investigators will develop research projects on the basis of
scientific merit, and before conducting research with human subjects, consult the
“Protocol Handbook” to determine whether or not his research procedure falls
within the scope of one or more of the existing protocols.

In the event that an investigator feels that his procedure falls within the scope of
existing protocols, he will be obligated to file a form with the Executive Secretary
deseribing the nature of the research and the subject population and listing the
protocols that cover the research procedure. The investigator will be allowed to
conduct the research immediately after filing the form with the Executive Secretary.
(See Appendix A, Example Form ).

(Annually, approximately ten percent of the projects filed under 2 given protocol
will be reviewed for compliance).

In the event that the investigator finds that his resesarch procedure is not included
within the scope of an existing protocol but does fall within the scope of Principles 1
and 2, several options are available to him. First, the investigator may submit the
research procedure to the appropriate review committee, which is obligated to
provide a speedy review of the proposal, that is, within one month. Second, the in-
vestigator may submu..c a research protocol for review and approval which would
allow, if approved by both the Review Subcommittne and the University-Wide
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Committee, a number of procedural variations to be utilized in future research
without prior review. However, this procedure will take longer. Third, the in-
vestigator may submit both a specific project for approval and a new research
protocol for approval, which would allow for timely initiation of a specific project
and, if the protocol was approved, utilization of procedural variations in future
research without prior review.

A specific investigator may choose any of these three strategies depending uponthe
number of similar projects he expects to conduct and the time pressures toachieve
approval of the project. Any investigator is free to request individual reviewof any
research project even if a protocol exists.

2. Prior Review of Non-protocol Research
If an investigator wishes to study a problem in such a way that the research
procedure does not fall within the scope of an approved research protocol, listed in
the “Protocol Handbook,”” he will be expected to present a description of his research
procedure and the justification for the research to the appropriate Review Sub-
Committee. The Review Subcommittee will be expected to examine the proposal, and
if they feel that the risks to the rights and welfare of the subjects are within the scope
of Principles 1 and 2, they will approve the protocol without consideration of the
purpose of justification for the research, considering only the risks to the subjects.

If the Review Subcommittee feels that the risks to the rights and welfare of the
subjects are greater than that specified in Principles 1 and 2, then the committee will
be expected to evaluate the benefits to be realized from the research and the im-
portance of the research in comparison to the risks to the rights and welfare of the
subjects. The committee will also be expected to consider whether the subject
himself will find the benefits of the research to outweigh any risks.

3. Application for Review and Approval of Non-Protocol Research

In order to obtain approval, the investigator or investigators who wish to undertake
scientific research involving human subjects shall prepare and have forwarded to the
Executive Secretary an application.

a. The principal investigator shall prepare a written description of the research
project indicating:

1. The purpose of the project,

2. The nature of any procedures invelving human subjects,

3. The risks involved to such human subjects,

4. The precautions which are to be taken fo avoid risk to the human subjects—
including the methods to be used in securing an adequately informed consent by
the human subjects or their legal representatives, and the measures used to
protect the confidentiality of the data, and

5. The provisions which are made for professional attention or facilities to
provide for the welfare of subjects during and following the research
procedures.

b. Thereafter, the application containing this written description shall be for-
warded immediately to the Executive Secretary. ,

¢. The Executive Secretary will assign the application to the appropriate sub-
committee. Research dealing with both health science phenomenon and social
science phenomenon should be reviewed by subcommittees representing both
areas of research.

d. The Review subcommittee will be expected to conduct an intiial evaluation of
any research proposal within one month of its submission to the Executive
Secretary.

e. Following its review of the projected research, the subcommittee shall deter-
mine whether the proposed research project will be approved with or without
modification or disapproved. The determination of the subcommittee shall be by
a majority vote of the subcommitiee membership, but with opportunity for a
formal recording of an expression of minority views by any members who
disagree with the determinations or recommendations made, at their request.

f. The formal action of the subcommittee shall be reported to the Executive
Secretary of the Committee, and by him fo all members of the committee and to
the investigator.

4. Appeals of Sub-Committee Decisions

Any investigator may appeal a decision of a Review Subcommittee to the University-
Wide Committee. Any two members of a reviewing subcommittee may request
review of a decision by the University-Wide Committee. In such cases, the Univer-
sity-Wide Committee is obligated to provide a complete review of the issues and come
to a decision within one month of receipt of the requests for review by the Executive
Secretary. Ad hoc subcommittees may be appointed when considered appropriate,
but no member of the original review committee should serve on such sub-
committees. The investigator may present in person to the Committee information he
believes relevant. Notice of action by the University-Wide Committee shall be sent by
the Executive Secretary to the Investigator and to each committee member.
Action taken by the full University-Wide Committee, whether or not on an initial
consideration of an application shall be considered as final, except as follows:

a. If the principal investigator is a member of the faculty or staff of the University,
the Senate Committee on Faculty Affairs may review the submission and
disapproval of a proposed research project to determine whether there has been
any infringement of the principles of academic freedom, and if the Committee on
Faculty Affairs finds that the circumstances involved in the action of the Human
Research Committee involve an infringement of the Principles of academic
freedom, it may direct the Human Research Committee to re-examine the
proposal and to reconsider ifs action.

b. If the principal investigator is a student at the University, the Twin Cities
Assembly Committee on Student Affairs (or the comparable committee on
student affairs of such other campus at which the student is in residence) may
review the submission and disapproval of a proposed research project to
determine whether there has been an infringement of the principles of student
academic freedom, and it may direct the Human Research Committee to re-
examine the proposal and reconsider its action.

5. Complaints Against Investigators
All complaints related to the conduct of research with human subjects shall be
brought to the attention of the University-Wide Committee. The committee shall
consider each complaint and if the committee decides, by maiority vote, that the
complaint merits investigation, then the complaint shall receive the attention of a full
investigation.

For each investigation, an ad hec subcommittee of not less than three members, of
whom the majority will be faculty members, shall be appointed by the chairman and
approved by a majority vote of the University-Wide Committee. The ad hoe in-
vestigating subcommittee should have access to the resources necessary to conduct a
complete investigation, be composed of individuals with the technical competence to
understand relevant scientific issues and should be able to draw on the competence of
non-comimittee members in conducting its investigation,

Upon completion of the investigation, the ad hoe investigating subcommittee should
report its findings to the full University-Wide Committee.

In the event that the University-Wide Committee, by majority vote, determines that
the investigator has committed an unethical act and exposed human subjects to risks
greater than those in Principles 1 and 2 without prior approval of the review sub-
committee representing the University-Wide Committee on the Use of Human Sub-

jects in Research, then appropriate sanctions are to be developed as discussed in the
following section.

6. Sanctions for Investigators
In the event that the University-Wide Committee determines, by majority vote, that
an investigator is guilty of unethical conduct in the use of human sub jects in research,
a new ad hoc committee, composed of at least three faculty members of the
University-Wide Committee, excluding the chairman, students and members of the
ad hoe investigating committee that investigated this complaint will be formed to
determine sanctions appropriate to the infraction.
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The committee shall consider the circumstances of the infraction, the relation of the
" investigator to the University, and the nature of the risks to the human subjects in
determining the appropriate sanction.

Upon the approval of the majority of the University-Wide Committee, a report of
the investigation and the recommended sanctions shall be submitted to the President
of the University for final disposition.

PARTIV
IMPLEMENTATION OF THE PROCEDURE

A. TIME SCHEDULE
The most important aspect of the procedure involves the approval of the research
protocols. These must be in existence before investigators will know what procedure to
follow. The following timetable is recommended:
Spring Quarter 1972 Submission to the Academic Senate and to
the University Board of Regents, if ap-
proved by the Academic Senate and the
_ University Board of Regents.
Fall Quarter 1972  Appointment of the University-Wide
Committee and review subcommittees.
Fall 1972-Fall 1973 Development of ad hoc commitiees fo
submit protocol proposals for approval.
Fall Quarter 1973 Development of ‘‘Protocol Handbook™ and
activation of procedure.

B. DEVELOPMENT OF INITIAL RESEARCH PROTOCOLS

In order to develop a useful “Protocol Handbook” and get the procedure into
operation, it is useful to have a set of protocols available at the initiation of the
procedure. It is recommended that a series of ad hoc subcommittees be formed among
people using similar research procedures to produce protocols to cover the most
routine and ordinary research procedures. Once these are produced; the appropriate
reviewing subcommittee can evaluate the protocols, combining similar protocols or
separating complex protocols into simpler more general protocols when necessary.

In addition to the ad hec protocol committees, principle investigators of major
research projects would be invited to submit protocols that would allow them to vary
their research technique without submitting each variation for prior review.

Instructors of courses where the emphasis is on the study of research techniques or
substantive matter involving human subjects, where human subjects are used in
demonstrations, will be expected to- submit protocols for approval that cover those
procedures used for training students in research techniques.

APPENDIX A
Example Form 1

Report of Research Conducted
Using Human Subjects
and an Approved Research Protocol

Titleof Research: ... ... ... ... ... oo il Data to be Collected. . . . .. to......
Number of Subjects. ... .. Age Range:...... Location of Data Collection: ...............
How Subjects Selected: ... ... ;

Brief description of research procedure (use back of page if necessary):

Check those protocols that cover this research activity (protocols described more
thoroughly in the ‘“Treatment of Human Subjects” handbook):

...... 2

...... 3

..... 4

...... 5

...... 6

Individuals collecting or handling data (use back of necessary):

Name Activity University Status

Individual preparing form Date - Faculty-staff member Date
responsible for
project

University Committee on Use of Human Subjects in Investigation
Acting Associate Dean Joseph Schork
Associate Professor Russell Lucas
Associate Professor Homer E. Mason
Dean Jack Merwin
Professor Sheldon Reed
Assistant Professor Roberta Simmons
Professor Carl Witkop
Assistant Vice President Lloyd Lofquist
Mr. Anthony Chu
Miss Mary Olson
Mr. Edward Gubman
LAWRENCE WEAVER
Chariman

IV. SENATE COMMITTEE ON ACADEMIC STANDING & RELATIONS
Reported for Action

Accreditation of Nonpublic Secondary Schools

Under the terms of the Revised Criteria for the Accreditation of Private Secondary
Schools (December 4, 1969, Senate Minutes, pp. 9-29) nine such schools were visited
during the academic year. One, the Lutheran High School of Minneapolis, is recom-
mended for initial accreditation for a period of three years, subject to revisitation in 1975
and to the submission of satisfactory annual reports. Cathedral High School, Duluth, and
Derham Hall High School, St. Paul, were reviewed jointly with the North Central
Association; the Breck School, Hopkins, and St. Paul Academy and Summit School, St.
Paul, were reviewed jointly with the Independent Schools Association of the Central
States; these four are recommended for continued accreditation. Maplewood Academy,
Hutchinson, was reviewed jointly with the Seventh Day Adventist Education
Association; it is recommended for re-accreditation for three years only, subject to
revisitation in 1975. Three schools were reviewed only by the University of Minnesota:
Benilde High School, St. Louis Park; Hillcrest Lutheran Academy, Fergus Falls; and St.
Agnes High School, St. Paul; they are recommended for continued re-accreditation,
subject to the submission of acceptable annual reports.

JAMES PREUS
Chairman

Thursday, May 18, 1972

V.REPORT OF THE SCHEDULE COMMiTTEE
Reported for Action

Change in the 1972-73 University Calendar

Delete: Sept. 28, 1972 Thursday Opening Convocation, Twin Cities Campus,
Northrop Memorial Auditorium. Fourth (IV)
Hour classes excused '
Add: Sept. 17-22, 1972 Welcome Week (Twin Cities Campus); includes
opening convocation, date to be selected
L. L. BOYD
Chairman

VI. REPORT OF THE UNIVERSITY SENATE CONSULTATIVE COMMITTEE
Reported for Information

This has been the year of budgeting. The Consultative Committee has been primarily
engaged first in the retrenchment and reallocation process and then in the process of
reviewing budget requests for the 1973-75 biennium. We have reported to the Senate on
our former activities and will report to the Senate on the latter. We shall also report,
together with SCEP and SCRAP, on the lessons to be learned from these experiences.

CARL A. AUERBACH
Chairman

VIL REPORT OF THE UNIVERSITY COMMITTEE ON TENURE
Reported for Information

By the end of the quarter, the Tenure Committee expects to complete its revision of the
Tenure Regulations. A copy of the revised Regulations will be sent to each member of the
Faculty Senate before the end of June. Meetings of the Faculty Senate will then be called
during Fall quarter 1972 to consider and act on the revised Regulations.

CARL A. AUERBACH
Chairman

VIII. REPORT OF THE UNIVERSITY COMMITTEE
ON INSTRUCTIONAL MATERIALS AND MEDIA

Reported for Information

During the 1971-72 academic year the University Committee on Instructional Materials
and Media responded to most aspects of its charge as described in the Handbook of the
University Senate. However, the greatest proportion of the Committee’s time was spent
in advising the Vice President for Academic Administration on the implementation of
the Instructional Equipment Grant Program made possible by the Special Legislative
Appropriation for the Purchase of Instructional Equipment. The Committee met twelve
times during the academic year and individual members spent numerous hours of
private reading and study of the grant proposals. Peter Roll, Special Assistant to the
Vice President for Academic Administration, worked closely with the Committee on this
project and handled much of the staff work supporting the effort.

Early in the year the committee reviewed the previous Instructional Equipment Grant
Program with a view toward increasing student-faculty input into the program,
evaluating the formula by which allotments are made to collegiate units, establishing
policy regarding the centralization or dispersion of certain types of instructional
equipment, and reviewing the application forms and procedures.

In December and again in March the Committee held a series of meetings to review
and discuss the proposals received from faculty members in Phases I and II of this
year’s Instructional Equipment Program. All proposals were read and rated in-
dividually by members of the Committee prior to the general meetings at which the
funding decisions were made. The funding recommendations of the Committee were
then transmitted through Dr. Roll to the Office of the Vice President for administrative
review.

In an attempt to coordinate the University’s instructional equipment efforts, the
Committee also evaluated grant proposals generated by faculty under the NSF
Instructional Scientific Equipment Program and the HEW Title VII Instructional
Equipment Program. Matching funds for successful proposals were provided from the
legislative grant and charged against the allotment for the units involved. The Com-
mittee also gave special attention to equipment requests which were a part of
Educational Development Proposals in order to insure that necessary instructional
equipment would be provided for educational development needs.

Individual committee members attended and participated in the meetings of the
Association for Educational Communications and Technology held in Minneapolis in
mid-April where they viewed displays of modern instructional equipment and learned of
its uses. Comimittee member Roger Moe arranged a general meeting for faculty to
demonstrate new film techniques used in the introductory courses offered by the
Psychology Department.

At the present time the Committee is formulating its position on the nature of the 1973-
75 legislative request for instructional equipment. In addition it is engaging in
discussions of Toward 1985 and Beyond with respect to its adequacy in planning for
future instructional equipment needs. It is also examining an administrative proposal
for the reorganization of the University’s educational resource effort. The perennial
problem of the allotment formula is also under discussion at the present time in con-
nection with a continuing re-evaluation of the Instructional Equipment Program.
Preliminary discusssions are underway to determine the usage of equipment obtained
under this program and to evaluate the effectiveness of its use.

Most of the concerns and activities described in this report will be pursued by the
Committee throughout the 1972-73 academic year.

EUGENE S, WRIGHT
Chairman

REPORT OF THE SENATE COMMITTEE ON RESEARCH
Reported for Information

1. The All-University Committee on the Use of Human Subjects in Investigation com-
pleted its report on Proposed Standards and Procedures Related to the Use of Human
Subjects in Research, Medical Social, and submitted it for approval of the Senate
Committee on Research on February 21, 1972. Public hearings on the report were held
on the Duluth Campus on April 5, 1972 and on the Twin Cities Campus on April 6 and 7,
1972. Members of the All-University Committee on the Use of Human Subjects are:
Dean Lawrence Weaver, Chairman
Acting Associate Dean Joseph Schork
Associate Professor Russell Lucas
Associate Professor Homer E. Mason
Dean Jack Merwin
Professor Sheldon Reed
Assistant Professor Roberta Simmons
Professor Carl Witkeop
Assistant Vice President Lloyd Lofquist
Mr. Anthony Chu
Miss Mary Olson
Mr. Edward Gelbman

2. To bring the University into compliance with policies of the Department of Health,
Education, and Welfare, the United States Department of Agriculture, and the Min-
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nesota State Livestock Sanitary Board, at the request of the Senate Committee on
Research, Vice President William G. Shepherd appointed an All-University Animal
Control Committee to report through the Senate Committee on Research. That com-
mittee is charged with establishing policies o provide proper supervision and
evaluation of facilities for the care of warm-blogded animals and to insure humane
treatment of warm-blooded awimals used for research. The committee is now in
process of developing such policies. Members of the All-University Animal Control
Committee are:

Professor William G. Kubicek, Chairman
Dean Gordon R. Bopp

Assistant Professor Ellen C. Egan
Assistant Professor Edwin W. Haller
Professor LaVell M. Henderson
Professor George W. Mather

Assistant Professor Kenneth W. Miller
Assistant Dean Robert Mulhausen
Professor Warren Roberts

Professor Robert Touchberry
Professor Gerhard Weiss

Associate Professor Dwight Anderson
Professor George Michaelson

3. At the request of the Senate Committee on Research, Vice President William G.

o

Shepherd appointed a committee to review present practices and recommend policies
regarding eligibility to serve as a principal investigator. Members of that committee
are:

Professor Richard C. Jordan, Chairman
Associate Professor Mary E. Dempsey
Professor Robert T. Holt

Associate Dean Warren E. Ibele
Professor James J. Jenkins

Professor Frederic J. Kottke

Professor Jay H. Sautter

Professor Wesley B. Sundquist

. At the request of the Senate Committee on Research, Vice President William G.

Shepherd appointed a committee to review present practices and to make recom-
mendations regarding the University’s patent and copyright policies Members of that
committee are:

G. W. Fornell

M. D. Hall

A. J. Linck

A. O. C. Nier

W. T. Peria

L. J. Pickrel

L. D. Stauffer, chairman
R. E. Sykes

. The Senate Committee on Research requested Associate Dean Luther J. Pickrel to

prepare a statement regarding University procedures for assigning direct costs and
recovering indirect costs from research and fraining grants and contracts. When the
report is completed it will be distributed to the faculty.

6. Members of the Senate Committee on Research are:

Professor Robert D. Wirt, Chairman
Miss Barb Babbit

Vice President James Brinkerhoff
Professor Marion Brooks

«3

i

Dean Bryce Crawford

Miss Rita Doucet

Professor William Flanigan
Professor Stephen Hedman
Professor Robert Holloway
Professor William Hueg

Assistant Vice President Stanley Kegler
Professor James Lawver

Professor Kenneth MacCorquodale
Assistant Dean Robert Mulhausen
Professor Alfred Nier

Miss Jan Quast

Professos L. E. Scriven

Vice President William G. Shepherd

. Staff support for the Senate Committee on Research and its subcommittees is supplied

by the Office of Sponsored Programs.
ROBERTD. WIRT
Chairman

X. REPORT OF THE UNIVERSITY COMMITTEE
ON EXTENSION AND COMMUNITY PROGRAMS

Reported for Information

The Committee has been studying the evolving role of continuing education (broadiy
defined) in the University and the implication this may suggest in planning,
programming, and budgeting these activities within academic units. A Committee
statement endorsing broadening and integration of the continuing eudeation function
in the University has been under development for guidance of the study committee
reviewing Toward 1985 and Beyond, and to be reported for information to the Senate.
Other activities during this academic year have been reports to the Committee on 1)
reorganization of the General Extension Division to Continuing Education and
Extension, 2) progress in planning for the Continuing Education Center, 3) HECC’s
Position Paper on Continuing Education in Minnesota, 4) reirenchment and
reallocation impact on continuing education, and 5) planning coordination undertaken
among units involved in extension and continuing education within the University.

RICHARD A. SKOK

Chairman
XI1. OLD BUSINESS
XIl. NEW BUSINESS
Xl NECROLOGY
JOHN D. AKERMAN EVERETT FRASER
1897 - 1972 1879 - 1971
JOHN BERRYMAN THOMASE. STEWARD
1914 -1972 1889 - 1972
ALLAN A. BLATHERWICK HALLB. WHITE
1914 - 1971 1879-1971

THE NEXT REGULAR MEETING OF
THE UNIVERSITY SENATE IS SCHEDULED FOR
THURSDAY, NOVEMBER 30, 1972
at 3:30

Before Rolli
Married Students

Could Only Dream
of Townhouse Life

Meadowrs,

Townhouse Li

There’s no longer any reason for married students to-sacrifice space, comfort,
and convenience while in college. You can live in an attractive new two-bedroom
townhouse at Rolling Meadows in Inver Grove Heights for just $157-a month

if your income and family size qualify. Your monthly payment includes principal,
interest, taxes, insurance, maintenance, and most utilities.

And Rolling Meadows townhouses include a spacious kitchen with dining area,

all your kitchen appliances, and a full basement. And you'll be surprised at the low
down payment. Why not come out today. Take 1-494 (Hwy. 110) to 7th Ave. exit in
South St. Paul, then south on 7th Ave. (Cahill) to
78th St. Models open 1-9 p.m. weekdays.

12-6 p.m. Saturday and Sunday. Phone 451-6562. .

Living for

$I51a month

By Dreyfus Homes
Equal Opportunity Housing

RollingMeadows

KARLS CYCLE SHOP::
4141 CEDAR AVE. SO. 3%

““The mos! revealing and sensitive
lim ever about gur generation.
A faniastic flick.” ..

Trash will
be shown at

Nicholson Aud.
this Fri. & Sat
May 19-20

TR

7:15-9:30 Adm. $1.25
For info, 376-7571
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