E90: Human Beirgs-as-Subjects in Research

Policy

The following operating policy governs the participation of human beings-as-subjects in
research:

POLICY AND PROCEDURES CONCERNING RESEARCH INVOLVING HUMAN
SUBJECTS
(Revised Nevember-15-1966July 1, 2015)

The University of New Mexico recognizes research as one of its chartered enterprises and shares
with its individual faculty membersmember’s responsibility for promoting and defending this
activity when conducted under its auspices. The following policy is not intended to relieve the
individual scientist of his/her ultimate responsibility for moral and ethical conduct nor to deny
herfhim/her the right to reasonable freedom of inquiry. The policy does make explicit the criteria
—argehy-self-evident;-by which the propriety of an action should be judged.; Tthe procedure is
designed to protect human subjects who participate in research and the University (including
faculty, students, and the administration) against alleged violation of these criteria.

Policy

1. In considering the participation of humans as research subjects, the guiding principle is that no
one should be exposed to risk to health or well-being without being given all reasonable
protection and without being adequately informed._The rights and welfare of the study subjects
are of paramount importance.

2. In general,

mvel%d#}uspbee*plamed%e%helnformed consent must be obtalned from all human subjects

prior to their participation in research. The investigator must be satisfied that the explanation_of
participation has been understood, and consent must be obtained without duress, coercion, or;

undue influence.-e+-deception-

3. It is the responsibility of the individual investigator to have adequate knowledge of the
possible consequences of his/her research, or of research done under his/her direction.

4. Whenever possible, any hazards to health or well-being of each procedure must first be
investigated with animals.

5. Whenever medication or physical intervention is used, or whenever the subject is exposed to
unusual environmental conditions, proper protection and supervision must be provided.



6. The individual's-subject’s personal privacy and the confidentiality of information received
from herfhim/-her must be protected.

7. Anndividual The subject's time should not be invaded to the extent that the participation
creates conflict with other obligations.

8. Remuneration may be offered for the time involved in a study, provided the remuneration is
not so large as to constitute an improper inducement to participate.

9. Any individual may request termination of his/her participation at any time and this request
will be honored promptly and without prejudice.

10. The review procedures as described below are intended to help maintain a positive attitude

toward scientific research. Unless-there-are-rehable-indicationsto-the-contraryaAll University of

New Mexico faculty members are presumed to behave responsibly ;and in accordance to

appllcable Iocal state and federal requlatlons Iaws and statutes and—au—e*pemaqental—msealteh

Procedures

The policy described above shall be implemented as follows.

1. Several- Human-Research-Review-CommitteesAll Institutional Review Boards (IRBs) shall be
established inthe-manner-deseribed-belowin accordance with relevant federal requlations (45
CFR 46.107, 21 CFR 56.107). = In addition:

(a) The dean-Dean of each school or college, or the chiefadministrative-officerofeach
UNM-division-orageneyChair of each department involved in human research-ef-this
type, is directhrresponsible that-a-Human-Research-Review-Committee-existfor
establishing procedures to evaluate the scientific merit of proposals which may come
from her/his faculty or professional staff.

(b) The number of persons to serve on a-Human-Research-Review-Committeean IRB, the
term of efficemembership, and the type of faculty representation and expertise on such a

committee would be at-the-discretion-of-thoseresponsibleforestablishing-these
committeesconsistent with the policies and procedures developed by the respective IRB

Ooffice. However, each HumanResearch-Review-Cemmittee|lRB must include in its
membership one or more non-scientists and at least one persons eutside-unaffiliated with




the college, school, or agency it specifically serves. EDA-requlated pProjects trvelving
wesﬂga&enaLneweLrugs{-lNQS}must be reV|ewed by a commlttee querumthat mcludes

hcensedat Ieast one Ilcensed phvsmlan

2. The Human-Research-Review-CommitteesIRBs shall evaluate precedures-proposals against
the Policy described above and the specific standards deseribed-in-Hem-4-belowof the federal
regulations and/or IRB policies, as well as such additional standards as may be appropriate to the
research area. All federally funded research shall be reviewed according to relevant federal
regulations (45 CFR 46.111, 21 CFR 56.111). In so doing, they-the IRB shaH-can call upon
specialists; including, where appropriate, consultants not on the University faculty, and may
interview the investigator and his/her staff. Decisions-shal-bereached-in-executive sessionby
the MANN rule (majority aye, no nay).

3. Each Human-Research-Committee|RB shaII maintain formal records of its decrsmns for at
Ieast ﬁvethree years It shall receiy

exempt research at -shx-menth-intervalsleast annually and according to IRB policies, although the
committee-IRB may require more frequent reporting on some research and may make
inspections or take other such ether-actions as found necessary to insure compliance with the
policyies and procedures herein stated.

4. The investigator shall be responsible for obtaining approval from a-Human-Research-Review
Committeean IRB prior to conducting any research involving human subjects. Application for
approval is submitted accordlnq to the IRB’s poIIC|es and procedures m%heiemeﬁa







{h)y-Changes—Any changes in-metheds-er-procedure-from-those-deseribed-abovein risk or any
unexpected eensequeneesproblems adversely affectlng the subjects or others WI|| be Iereeght

reported promptly to the a
5. The |nvest|qator shall obtaln cGontlnumg IRB approval maybegranted—wheretheessentralsef

86. A faculty member must retain adequate records concerning the procedures described above.

Specifically;Research records, including those reieating-documenting informed consent, should
be held for at least three years after asubjeetehaspartlerpated—andrespeerauywhereawa&enef

ongrnal—pr—eteeelshasbeenmadethe studv is closed with the IRB Sponsors and federal agencies

may have other retention requirements beyond three years that must be adhered to.

97. Whenever a procedure-study has been disapproved by eithera-department-chatrperson-ofa
HemareResearehRewewGemmﬁeethe IRB the |nvest|gator may appeal tothedepartment

faeuttwna%beeeensulted—The IRB ha

this cannot be appealed to or overturned bv any Instltutlonal Official.

108. All faculty members share the responsibility for compliance with the policy as herein stated,
but first-line responsibility resides with the individual faculty member for all work done under
his/her direction_(including student research) and second-line responsibility resides with the
department chairpersen who should remain cognizant of the research activities within her/his/her
department.
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