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I ntroduction

This manud isintended to provide information and guidance to faculty, students, and
gaff of Texas A&M University-Commerce that are engaged in research with human
subjects. In addition, it isintended to begin the needed process of bringing the University
into compliance with existing Federd law and regulations regarding the protection of
human subjects in research. This manua does not address ethical and procedura
concerns related to the use of animalsin research; persons contemplating conducting
research with animals should refer to the Nationa Inditute of Hedlth or the Association
For Assessment and Accreditation of Laboratory Anima Care International for
information. Much of the information in this manud is copied directly from Federa
regulations or, with the kind permission of Dr. Barbara Sterry, from the Policy and
Procedure Manuad for Research with Human Subjects of Nova Southeastern University.

The National Research Act Public Law 99-158, the most recent extension of The Hedlth
Research Extenson Act of 1985, and the Nationd Commission for the Protection of
Human Subjects of Biomedical and Behaviord Research, provide guidelines for research
with human subjects to ensure their protection in the design and conduct of research.
These federd regulaions require that any ingtitution requesting and receiving funds from
afederd department or agency for research involving human subjects must assure that
such research is reviewed and gpproved by the indtitution's Ingtitutional Review Board
(IRB). These laws were implemented by regulation in the Code Of Federa Regulations,
Title 45 Public Welfare, Department Of Hedth And Human Services, Nationd Indtitutes
Of Hedlth, Office For Protection From Research Risks, Part 46, Protection Of Human
Subjects, Revised June 18, 1991, Effective August 19, 1991.

Any research that involves human subjects conducted by TAMU-Commerce faculty, saff
or students, whether funded or unfunded, is required to be under the jurisdiction of the
IRB. TheIRB is respongble for determining and assuring that 1) the welfare and rights of
human subjects are adequately protected and informed consent given, if necessary; 2)
human subjects are not placed at unreasonable physica, menta, or emotiond risk asa
result of research; 3) the necessity and importance of the research outweighsthe risks to
the subjects; and 4) the researcher(s) i/are qudified to conduct research involving human
subjects. Research covered by this policy that has been approved by an IRB may be
subject to further appropriate review and gpprova or disgpprovd by officids of the
indtitution. However, those officials may not gpprove the research if it has not been
approved by an IRB (846.112 of the Federd Policy for the Protection of Human
Subjects).

Members of the IRB Committee will be appointed by the Presdent of the Univergity to
staggered three-year terms. The Chair will be granted one course rel ease time per
semedter, induding summers, from his’her assgned teaching responghilities for the
period of the gppointment. Additiondly, the Chair, and/or other members of the IRB, will
be respongble for training faculty, students, staff and new gppointees to the IRB
regarding the procedures and requirement for the protection of human subjectsin
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research. Requirement for membership of the IRB is described in §46.107 of the Federa
Policy for the Protection of Human Subjects asfollows:

(8 Each IRB shdl have at least five members, with varying backgrounds to
promote complete and adequate review of research activities commonly
conducted by the indtitution. The IRB shdll be sufficiently qudified through the
experience and expertise of its members, and the diversity of the members,
including condderation of race, gender, and cultura backgrounds and
sengtivity to such issues as community attitudes, to promote respect for its
advice and counsd in safeguarding the rights and welfare of human subjects. In
addition to possessing the professional competence necessary to review specific
research activities, the IRB shdl be able to ascertain the acceptability of
proposed research in terms of indtitutional commitments and regulations,
applicable law, and standards of professona conduct and practice. The IRB
shall therefore include persons knowledgeable in these aress. If an IRB
regularly reviews research that involves a vulnerable category of subjects, such
as children, prisoners, pregnant women, or handicapped or mentaly disabled
persons, consderaion shdl be given to the inclusion of one or moreindividuds
who are knowledgegable about and experienced in working with these subjects.

(b) Every nondiscriminatory effort will be made to ensure that no IRB conssts
entirely of men or entirdly of women, including the indtitution's consideration of
qualified persons of both sexes, o long as no sdection ismadeto the IRB on
the basis of gender. No IRB may consigt entirdly of members of one profession.

(c) Each IRB shdl include at least one member whose primary concerns arein
scientific areas and a least one member whose primary concernsarein
nonscientific areas.

(d) Each IRB shdl include at least one member who is not otherwise affiliated
with the inditution and who is not part of the immediate family of a person who
is effiliated with the indtitution.

(e) No IRB may have a member participate in the IRB'sinitia or continuing
review of any project in which the member has a conflicting interest, except to
provide information requested by the IRB.

(f) AnIRB may, initsdiscretion, invite individuas with competence in specid
areasto assist in the review of issues which require expertise beyond or in
addition to that available on the IRB. These individuals may not vote with the
IRB

For dl funded research involving human subjects, the Graduate School will be
responsible for coordinating the submission of required documentation to the IRB for
review. In the case of unfunded research involving human subjects, faculty, staff, and
students proposing research involving human subjects will submit al documentation,
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induding the DHSPC/IRB submission form and IRB protocol form, to the designated
Departmenta Human Subjects Protection Committee (DHSPC), which will be
respongble for theinitid review of the research. All research proposals must beinitidly
and thoroughly reviewed by the each DHSPC. For University staff that are not associated
with an academic department, such as the library and Zeppa Center, research proposals
should be submitted directly to the IRB. After Departmenta review, the appropriate
documentation of this review, including the DHSPC/IRB submission form and IRB
protocol form, must be presented by the researcher to the IRB. All documentation
associated with DHSPC and IRB reviews will be maintained within the Graduate School.
The Graduate School will provide staff support to the IRB in al phases of itswork, track
and monitor submissons, and maintain records related to al research involving human
subjects.

All research proposals must be approved by the DHSPC, IRB, and Graduate School prior
to the researcher(s) having any contact with potentia subjects. It is highly recommended
that graduate students completing athesis or dissertation obtain gpprova from the IRB
prior to the presentation of their proposal.

All proposds submitted to the IRB will be reviewed in atimely manner, typicdly within
one week after receipt during the fall and spring semesters for proposasthat are
submitted eectronicaly and subject to expedited review. Proposas requiring full review
will be scheduled for review at the next morthly meeting of the IRB. To fadilitate
prompt review, al submissonsto the IRB must be dectronicaly submitted, i.e,
submitted via emal, file attachments, or fax.

Summary of Proposed Changes

The current University IRB procedure (A15.02) is not in compliance with the Nationd
Research Act Public Law 99-158 or the Code Of Federal Regulations, Title 45 Public
Weéfare, Department Of Hedth And Human Services, Nationd Indtitutes Of Hedlth,
Office For Protection From Research Risks, Part 46, Protection Of Human Subjects,
Revised June 18, 1991. The proposed IRB procedure and guidelines contained in this
document are intended to be more congstent with the Federa requirements. The essentid
elements of this proposd, with many details omitted for brevity, are:

The IRB Committee membership will be recongtituted to be in compliance with
Federa requirements. The IRB Chairperson would be released one course per
semedter, including summers.

All Departments will form functioning Departmental Human Subjects Protection
Committees (DHSPC) and such Departmental Committees shdl review all
protocols submitted by faculty, students, and staff of the respective Department.
After protocols are reviewed and approved by the DHSPC, a notice of the
completed review will be forwarded to the IRB and the researcher will be notified
that the protocol should be submitted to the IRB for gpprova.

The IRB will review al protocols for dl research conducted by dl faculty
members, students, and staff, as required by Federa rules. Minimum risk
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protocols will be reviewed via expedited review, typicaly within one week of
submission, if submitted eectronically. Protocols that may be exempt from IRB
review can only be identified as exempt after submission to the IRB. For dl
proposed research, IRB approva would be required prior to any contact with
human subjects. Naotification of IRB gpprova will be provided to the applicant,
the DHSPC, the faculty advisor in the case of dissertations and theses, and the
Graduate School

The Graduate School Dean will be the authorized IRB indtitutiond officid for
representing the University. The Graduate School would provide documentation
and record keeping support and other forms of assistance for the functioning of
the IRB. The IRB and the Graduate School would be responsible for
disseminating both training and IRB related materials and resources to faculty,
sudents, and staff.

Definitions
(from 846.102 of the Federd Policy for the Protection of Human Subjects)

(a) Department or Agency head means the head of any Federd Department or Agency
and any other officer or employee of any Department or Agency to whom authority has
been delegated.

(b) Institution means any public or private entity or Agency (including Federd, State, and
other agencies).

(c) Legally authorized representative means an individud or judicid or other body
authorized under applicable law to consent on behaf of a prospective subject to the
subject's participation in the procedure(s) involved in the research.

(d) Research means asystematic investigation, including research development, testing
and evaluation, designed to develop or contribute to generdizable knowledge. Activities,
which meet this definition, condtitute research for purposes of this policy, whether or not
they are conducted or supported under a program, which is considered research for other
purposes. For example, some demonstration and service programs may include research
activities.

(e) Research subject to regulation, and smilar terms are intended to encompass those
research activities for which a Federd Department or Agency has specific respongbility
for regulating as aresearch activity, (for example, Investigationa New Drug
requirements administered by the Food and Drug Administration). It does not include
research activitieswhich are incidentally regulated by a Federa Department or Agency
solely as part of the Department's or Agency's broader responsihility to regulate certain
types of activities whether research or non-research in nature (for example, Wage and
Hour requirements administered by the Department of Labor).
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(f) Human subject means aliving individua about whom an investigator (whether
professond or student) conducting research obtains

(1) data through intervention or interaction with the individua, or
(2) identifidble private information.

Intervention includes both physical procedures by which data are gathered (for example,
venipuncture) and manipulations of the subject or the subject's environment that are
performed for research purposes. I nteraction includes communication or interpersond
contact between investigator and subject. Private information includes informeation about
behavior that occursin acontext in which anindividua can reasonably expect that no
observation or recording is taking place, and information which has been provided for
specific purposes by an individua and which the individua can reasonably expect will

not be made public (for example, amedica record). Private information must be
individualy identifigble (i.e., the identity of the subject is or may reedily be ascertained

by the investigator or associated with the information) in order for obtaining the
information to conditute research involving human subjects.

(9) IRB means an Indiitutiona Review Board established in accord with and for the
purposes expressed in this palicy.

(h) IRB approval means the determination of the IRB that the research has been reviewed
and may be conducted at an indtitution within the congtraints set forth by the IRB and by
other indtitutional and Federa requirements.

(1) Minimal risk means that the probability and magnitude of harm or discomfort
anticipated in the research are not greater in and of themsalves than those ordinarily
encountered in daily life or during the performance of routine physical or psychologica
examindaions or tests.

(j) Certification meansthe officid natification by the indtitution to the supporting
Department or Agency, in accordance with the requirements of this policy, that aresearch
project or activity involving human subjects has been reviewed and gpproved by an IRB
in accordance with an approved assurance.

Departmental Human Subjects Protection Committees

All departments within the University shal condtitute a Departmental Human Subjects
Protection Committee (DHSPC). This committee shal be composed of aminimum of
three faculty members who are familiar with the conduct of research in their discipline.
Additional members, including sudent members, are permissible. The DHSPC shdl
review al proposas submitted by faculty members, students, and staff members within
that department. The review process must involve joint review and communication
among al members of the DHSPC. Applicants should submit to the DHSPC the IRB
submisson form and IRB protocol form. Thiswill smply the process for gpplicants and
help insure that the research protocol is consstent with IRB requirements.
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Resear ch Covered by and Exempt from IRB Review

To comply with the federd guidelines covering the protection of research subjects, and to
ensure gppropriate ethical management of research programs conducted by TAMU-
Commerce faculty, saff, and students, dl funded and unfunded research proposas
involving any risk to human subjects fals within the jurisdiction of the IRB. The DHSPC
can recommend that the research should be considered minimd risk by the IRB, however
only the IRB can decide if the research isindeed minimd risk or if the protocol falsinto
one of the "exempt" categories. Exempt status impliesthat full review by the IRB is not
necessary; it does not imply that initial review by the IRB is not required.

Research Requiring Full IRB Review
Research which has potentid risk to subjects includes, but is not limited to, the following:

Research which involves the adminigtration of drugs or other substancesto
subjects

Research involving pregnant women and/or fetusesin utero

Research involving subjects with life-threatening physica conditions

Research involving physicdly intrusive procedures

Research which previous experience (by the particular investigator or other
investigators) has shown to creste a potentia of risk to subjects

Research which potentialy could put the subject at risk for legd or civil liability
or invade a subject's privacy in regard to sengitive aspects of hisher behavior
(e.g., illegd conduct, drug use, sexua behavior, acohol use).

Resear ch Exempted From Full IRB Review

All research proposals must be reviewed by the appropriate DHSPC prior to review by
the IRB. Exempted categories of research from full IRB review, under 846.101 of the
Federd Policy for the Protection of Human Subjects, include:

(1) Research conducted in established or commonly accepted educationd
Settings, involving normal educationd practices, such as (i) research on
regular and specid educeation ingtructiond sirategies, or (ii) research on
the effectiveness of or the comparison among ingtructiona techniques,
curricula, or classroom management methods.

(2) Research involving the use of educationa tests (cognitive, diagnodtic,
gptitude, achievement), survey procedures, interview procedures or
observation of public behavior, unless:

(i) information obtained is recorded in such amanner that human subjects
can be identified, directly or through identifiers linked to the subjects; and
(i) any disclosure of the human subjects responses outside the research
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could reasonably place the subjects at risk of crimind or civil ligbility or
be damaging to the subjects financid standing, employability, or
reputation.

(3) Research involving the use of educationa tests (cognitive, diagnostic,
gptitude, achievement), survey procedures, interview procedures, or
observation of public behavior that is not exempt under paragraph (b)(2)
of this section, if:

(i) the human subjects are dected or gppointed public officias or
candidates for public office; or (ii) Federa statute(s) require(s) without
exception that the confidentidity of the persondly identifiable information
will be maintained throughout the research and thereafter.

(4) Research involving the collection or study of existing data, documents,
records, pathologica specimens, or diagnostic specimens, if these sources
are publicly available or if the information is recorded by the investigator
in such amanner that subjects cannot be identified, directly or through
identifiers linked to the subjects.

(5) Research and demonstration projects which are conducted by or
subject to the approva of Department or Agency heads, and which are
designed to study, evaluate, or otherwise examine:

(i) Public benefit or service programs; (ii) procedures for obtaining
benefits or services under those programs, (iii) possible changesin or
aternatives to those programs or procedures; or (iv) possible changesin
methods or levels of payment for benefits or services under those
programs.

(6) Taste and food qudlity evauation and consumer acceptance studies, (i)
if wholesome foods without additives are consumed or (ii) if afood is
consumed that contains afood ingredient at or below the leve and for a
use found to be safe, or agriculturd chemicd or environmenta
contaminant at or below the level found to be safe, by the Food and Drug
Adminigtration or gpproved by the Environmenta Protection Agency or
the Food Safety and Inspection Service of the U.S. Department of
Agriculture.
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Types of Review
Full Review

A full review of proposed research shdl take place a convened meetings when at least
one-hdf of the IRB members are present, including the non-scientist member. In order to
approve research, the IRB shal determine that dl criteriafor approva are satisfied.
These criteria, from 846.111 of the Federd Policy for the Protection of Human Subjects,
are listed below:

(1) Risksto subjects are minimized: (i) by using procedureswhich are
consistent with sound research design and which do not unnecessarily
expose subjects to risk, and (ii) whenever appropriate, by using procedures
dready being performed on the subjects for diagnogtic or treatment
purposes.

(2) Risks to subjects are reasonable in relation to anticipated benefits, if
any, to subjects, and the importance of the knowledge that may reasonably
be expected to result. In evauating risks and benefits, the IRB should
consder only those risks and benefits that may result from the research (as
digtinguished from risks and benefits of therapies subjects would receive
even if not participating in the research). The IRB should not consider
possible long-range effects of gpplying knowledge gained in the research
(for example, the possible effects of the research on public policy) as
among those research risks that fall within the purview of its

respongbility.

(3) Sdlection of subjectsis equitable. In making this assessment the IRB
should take into account the purposes of the research and the setting in
which the research will be conducted and should be particularly cognizant
of the gpecid problems of research involving vulnerable populations, such
as children, prisoners, pregnant women, mentaly disable persons, or
economicaly or educationally disadvantaged persons.

(4) Informed consent will be sought from each prospective subject or the
subject's legally authorized representative.

(5) Informed consent will be gppropriately documented.

(6) When appropriate, the research plan makes adequate provision for
monitoring the data collected to ensure the sefety of subjects.

(7) When appropriate, there are adequate provisions to protect the privacy
of subjects and to maintain the confidentidity of data.
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(b) When some or dl of the subjects are likely to be vulnerable to coercion or undue
influence, such as children, prisoners, pregnant women, mentaly disabled persons, or
economicaly or educationaly disadvantaged persons, additiona safeguards have been
included in the study to protect the rights and welfare of these subjects.

DHSPC reviews should address these same criteria when reviewing research proposals.
Expedited Review

Expedited review dlows the TAMU-Commerce IRB to use an abbreviated review
procedure for research proposals involving human subjects. To qudify for expedited
review, two criteriamust be met.

1. Theresearch must involve no more than minimd risk to the human subjects, and
2. Theresearch must consst entirely of one or more of the following specific
activities

Collection of harr and nall dippingsin a nondisfiguring manner; deciduous tegth;
and permanent teeth if patient care indicates a need for extraction

Collection of excreta and externd secretions including sweet, uncannul ated
sdiva, placentaremoved at delivery, and amniotic fluid at the time of rupture of
the membrane prior to or during labor

Recording of data from subjects 18 years of age or older using noninvasve
procedures routindy employed in clinica practice. Thisincludes the use of
physical sensorsthat are applied ether to the surface of the body or at adistance
and do not involve input of matter or sgnificant amounts of energy into the
subject or invasion of the subject's privacy. It aso includes such procedures as
weighing, testing sensory acuity, el ectrocardiography, electroencepha ography,
thermography, detection of naturally occurring radioactivity, diagnostic
echography, and electroretinography. It does not include exposure to
electromagnetic radiation outsde the vigble range (for example, x-rays,
microwaves)

Collection of blood samples by venipuncture, in amounts not exceeding 450
millilitersin an eght-week period and no more often than two times per week,
from subjects 18 years of age or older and who are in good health and not
pregnant

Collection of both supra-and subgingiva denta plague and caculus, provided the
procedure is not more invasive than routine prophylactic scding of the teeth and
the process is accomplished in accordance with accepted prophylactic techniques
Voice recordings made for research purposes, such asinvestigations of speech
defects

Moderate exercise by healthy volunteers

The study of existing data, documents, records, pathologica specimens, or
diagnogtic specimens

Research on individua or group behavior characterigtics of individuds, such as
studies of perception, cognition, game theory, or test development, where the

Page 11



IRB Procedure and Guidelines Manua for Research with Human Subjects
Texas A&M Univeraty-Commerce; Revised 11/2000

investigator does not mani pulate subjects, behavior and the research will not
involve stress to subjects

Research on drugs or devices for which an investigationd device exemption is not
required.

For example: An audio tape on which subjects are asked to spesk common words for the
purpose of measuring voice timber would quaify for expedited review. A tape of a
thergpy session with a patient would not quaify for expedited review. Although the
research involved an audiotape, the sengtive nature of the contents would require afull
review.

Additionally, expedited review may be used when there are minor changesin previoudy
approved research during the period (one year or less) for which gpprova is authorized.

The IRB will have responghility for determining which protocols do or do not meset the
criteriafor expedited review. Expedited review may be carried out by the IRB Chair or
by one or more IRB members designated by the Chair. When conducting an expedited
review, IRB members may exercise dl of the authorities of the IRB, except thet the
reviewer(s) may not disapprove the research. A research activity may be disapproved
only after afull IRB review has been conducted.

Proposals that may be consdered "exempt” from full IRB review and minimd risk will
typicaly be reviewed under expedited review. All IRB members will be informed
regarding the status of research proposds that have been approved using expedited
procedures prior to or at the next regularly scheduled IRB mesting.

Review Continuation/Renewal

Continuing review of research must be conducted at intervas appropriate to the degree of
risk, but not less than once per year. The IRB cannot approve aresearch project for more
than 12 months. All reviews for continuation will be conducted by expedited review, if

no changes have been made to the research protocol and no adverse or unexpected
reactions or Sde effects have occurred or are expected. (However, the full IRB will be
given the opportunity to review the continuation/renewa report.) In al other instances,
continuing review will be conducted by the full IRB.

If the investigator, during the course of conducting the research, revisesthe research
protocol (e.g., makes changes to the informed consent form, survey instruments used, or
number and nature of subjects), the principa investigator must notify the IRB Chair
immediately, and in the case of funded research, the Office of Grants and Contracts. The
Chair will determine the need for additiond review, the type of review full or expedited
and notify the IRB members.
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Types of IRB Actions

The IRB shdl review and have the authority to approve, tentatively approve pending
receipt of additiona information, or disapprove the subject research according to the
following.

Approve
The protocol is approved as submitted.
Pending

A protocol is consdered pending when the problems identified in the protocol are not
serious and generdly fal into two categories: 1) the investigator needs to clarify an
aspect of the study or provide additional information, or 2) minor changes need to be
made in the informed consent document. In these cases, approva can be given after the
investigator rewrites the informed consent and/or submits to the Chair awritten response
to the IRB's questions and concerns. The Chair will then poll IRB membersto receive
fina approvd.

Disapprove

The IRB will disgpprove the proposed research if it places the subjects at risks, which far
outweigh the benefit or value of the knowledge to be gained, or it raises such serious
ethical questions as to be unacceptable. In the event a disapprova is foreseen, the
investigator may be invited to attend the meeting of the IRB to discuss the protocol. A
research activity may be disapproved only after afull IRB review has been conducted.

In each of the above cases, the IRB shdl notify the principd investigator of the results of
its action in writing

Certifications
Certification of IRB Review (for Funded Projects only)

Certification of IRB review refersto the officid notification by the university to the
appropriate regulatory/governmental agencies that the research activity or project
involving human subjects has been reviewed by the IRB. Ingtitutions that engage in
research funded by the Department of Health and Human Services (DHHS) must file an
assurance of compliance with the agency's regulations governing the protection of human
subjects. The assurance is a written agreement, which includes the following:

A gatement of ethicd principles and ingtitutiond policies governing research
involving human subjects

IRB, indtitution, and investigator compliance with 45 CFR Part 46
Certification of IRB gpprova and institutiona endorsement
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A lig of IRB members and their qudlifications

Ingtitutions of higher education normally use one of two mechanismsfor providing
assurance of compliance. These include:

Sngle Project Assurance (SPA) An SPA acknowledges intent to comply with
DHHS human subjects regulaions in the conduct of a specific research project or
activity. At the time of submission of the grant proposd, the University indicates,
usudly on the face page of the proposal, awillingness to comply with DHHS
regulations. Once the decision is made to fund the proposal, the appropriate
funding agency contacts the OPRR, which in turn contacts the University. The
Universty submits additional documentation and the SPA. The OPRR reviews
the assurance and, if gpproved, assigns an assurance number to the project or
activity. The SPA is generdly used by inditutions whose level of DHHS-
supported research involving human subjectsislow. NSU routingdy uses the SPA.
Multiple Project Assurance (MPA) Inditutions of higher education that engagein
aggnificant number of DHHS-sponsored research projects or activitiesinvolving
human subjects areinvited to file aMPA. The OPRR receives the assurance,
negotiates the finad agreement, and assigns an assurance number to the institution.
NSU currently does not have a MPA.

Suspension or Termination of Research

The IRB shdl have authority to suspend or terminate research that is not being conducted
in accordance with the IRB's requirements, other ingtitutiona and federd requirements,

or has been associated with any serious harm to subjects. Concerns regarding the conduct
of research must be reported immediately to the Chair of the IRB by any individua

having such knowledge. Any suspension or termination of reseerch must include a
gatement of the IRB's action and the Chair must report its decison promptly to the
principd investigator, the Office of Grants and Contracts of the Graduate School, and the
funding agency, in the case of a ponsored project.

Cooper ative Resear ch

Cooperative research projects are those that involve more than one ingtitution and can be
designed to be both multi-Ste and multi- protocol in nature. In the conduct of such
projects, each participating indtitution is respongible for safeguarding the rights and
welfare of human subjects and for complying with dl regulations.

Ingtitutional Approval: In cases where the research project will be housed and
conducted a another indtitution with participation by TAMU-Commerce faculty,
staff, or research participants, it is required that documentation of the primary
ingtitution's IRB gpprova and a copy of the research protocol and consent forms
be obtained and made part of the TAMU-Commerce records. The proposed
research project must then go through an additiona review by and receive
goprova from TAMU-Commerce IRB. All cooperative research projects
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involving TAMU-Commerce faculty, staff, students conducting research as part
of their degree program, or research participants, whether conducted at TAMU-
Commerce, must have TAMU-Commerce IRB approval.

Assurances: It isthe responghbility of the leed inditution to file the required
assurances and certifications with the Office for Protection from Research Risk
(OPRR).

Records

It will be the respongibility of the Chair or the Chair's designee and the Graduate School
to prepare and/or maintain adequate documentation of IRB activities regarding research
involving human subjects, including the following:

o Copiesof al research proposas reviewed and actions taken, scientific
evauations, if any, that accompany the proposas, approved sample consent
documents, progress reports submitted by investigators, and reports of
injuries to subjects

o Minutes of IRB meetings, which shdl bein sufficient detail to show
attendance at the meetings; actions taken by the IRB; the vote on these
actions, incuding the number of members vating for, againg, and

abgtaining; the basis for requiring changes in or disgpproving research; and a
written summary of issues of dioute and their resolution

o Records of continuing review of research activities

o Copiesof dl correspondence between the IRB and investigators

o A lig of dl IRB members, including their name, race, ethnicity, and
gender; earned degrees, affiliation (i.e., Center for Psychologicd Studies,
Hedth Professons Divison College of Osteopathic Medicine, etc.);
indications of experience, such as board certifications, licenses, etc.

o Written procedures governing the IRB.

IRB records must be retained for at least three years; records pertaining to research that is
conducted must be retained for three years after completion of the research. All records
must be accessible for ingpection and copying by authorized representatives of the
department or agency supporting or conducting the research a reasonabletimesand in a
reasonable manner [Federal Policy 8 .115(b)]. The parent ingtitution of the IRB should
provide the IRB with sufficient meeting space and staff to support the IRB's review and
record keeping duties [Federa Policy 8 .103(b)(2)].

The Authorized I nstitutional Official.

Within the indtitution there must be a point of responghility for the oversight of research
and IRB functions. This point should be an officid of the inditution who has the legd
authority to act and spesk for the ingtitution, and should be someone who can ensure that
the inditution will effectively fulfill its research oversght function. The authority can be
delegated. Theingitution's president or chief executive officer (CEO) should gppoint or
delegate the gppointment of the individud. If the CEO does not function asthe
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Authorized Indtitutiona Officid, that person should be the equivaent of the director of
research and development, a dean or assistant dean, or hospital administrator. At TAMU-
Commerce, this officia will be the Dean of the Graduate School.

Training

Training new personnel is abasc responghility of any inditution. In facilities that

conduct research, dl personnel should be aware of the gpplicable inditutiond policies
and mechanisms for the approva of research and for reporting problems with research
projectsin progress. Personnd involved in the conduct of research should receive
additiond training in inditutiona expectations and specific regulations pertaining to
research. Training designed to enhance the development of high quality proposals should
be encouraged. IRB members and others charged with responsbility for reviewing and
approving research should receive detailed training in the regulations, guideines, and
policies gpplicable to human subjects research. Attending workshops and other
educationa opportunities focused on IRB functions should be encouraged and supported
to the extent possble. Training in good research practices and in methods for minimizing
risk should be provided.

I nformed Consent

One sgnificant outcome of the Nuremberg medicd trids was the establishment in 1947
of the Nuremberg Code, which set forth ten principles for conducting research involving
human subjects. The first of those principles states, "the voluntary consent of the human
subject is absolutely essentidl.” Thus, no investigator may involve ahuman being asa
subject in research, as defined in this manual, unless the investigator has obtained the
subject's informed consent. The process of informed consent is condtituted by two
essentia dements: (1) the subject has the information he or she requires to make an
effective decision, and (2) the subject's participation is not coerced, i.e. hisor her consent
is voluntary. Once informed consent is obtained, documentation to that effect shal follow
the procedures outlined in this manud in the "Documentation” section below.

Additionaly, the researcher should be aware that litigation againgt the University is
aways aposshility. From this perspective, even an ethica informed consent is not
aufficient. Rather, we need an ethicd informed consent which islegdly vaid and the
legd vdidity of which can be demonstrated should such aneed arise.

General Requirements

Subsequent to IRB approvd, the process of obtaining informed consent shdl contain the
following dements

1. It should be obtained from the subject or the subject's legdly authorized
representative

2. It should be in language understandabl e to the subject or his or her legd
representative
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3. It should be obtained under circumstances that provide the subject with the
opportunity to consder whether or not to participate, and that minimizesthe
possibility of coercion or undue influence.

Additional Elements

As needed and considered appropriate by the DHSPC or IRB, one or more of the
following eements shdl be provided to each subject:

Statement that procedure may involve unforeseeable risks to the subject
Description of circumstances under which the subject's participation may be
terminated by the investigator without the subject's consent

Additiond coststo the subject resulting from participation in the research
Consequences of the subject's decision to withdraw from the research and
procedures for termination of participation by the subject

Statement that sgnificant new findings developed during research which may
relate to subject's willingness to continue will be provided to the subject
Approximate number of subjects involved in the study.

Documentation

Informed consent will be documented by using a written consent form gpproved
by the IRB. The form will be signed by the subject or the subject's authorized
representative. A copy will be given to the person sgning the form. A written
consent documentation should include dl of the following basic dements

1.
2.

3.

No ok

©

10.

agatement that the study involves research

an explanation of the purpose of the research and the expected
duration of the subject's participation

adescription of the procedures to be followed and the
identification of any procedures which are experimenta

the disclosure of dternative procedures

adescription of risks and possible discomforts to the subject
adescription of foreseeable benefits to the subject and others
adescription of the extent to which confidentidity will be
maintained

an explanation as to whether compensation or medica treatments
are avalableif injury occurs (for research involving more than
minimd risk)

an explanation of whom to contact if questions arise or injury
occurs

a statement that participation is voluntary, thet refusd to
participate involves no pendty, and that the subject may
discontinue participation and have any data aready collected
destroyed at any time, and
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11. no language through which the subject is made to waive any of
his’her legd rights or which releases the investigator, the sponsor,
or the inditution from liability for negligence.

Exceptions to Documenting I nformed Consent

The IRB, upon request, may dter or waive the requirement to obtain a signed consent
form for some or dl subjectsif:

o theonly record linking the subject and the research would be the consent
document and the principd risk would be harm resulting from breach of
confidentidity or

o theresearch presents no more than minima risk and involves no
procedures for which written consent is normally required.

In cases where documentation iswaived, the IRB may require the
investigator to provide subjects with awritten statement regarding the
research.

Special Populations

The federa government has extensively regulated and provided additiond safeguards
with respect to research, development, and related activities involving " specia
populations'; these include pregnant women and fetuses, prisoners, and children. The
following are guiddines for the inclusion of children as subjectsin research. For
guiddines pertaining to other classes of specia populations, please refer to the resources
listed at the end of thismanua or the IRB Chair, the Chair's designee, or the Graduate
School Office of Grants and Contracts.

Children
Research involving children is permitted in the following instances whervif

the IRB finds that no greater than minima risk to children is presented, and
adequate provisons are made for soliciting the assent of the children and the
permission of parents or guardians, as outlined below.
the IRB finds that more than minimd risk to children is presented by an
intervention or procedure that holds out the prospect of direct benefit for the
individua subject, or by a monitoring procedure that is likely to contribute to the
subject's well-being, only if the IRB finds

1. theriskisjudtified by the anticipated benefit to the subjects;

2. therdation of the anticipated benefit to therisk is a least as favorable to

the subjects as that presented by available aternative approaches; and
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3. adequate provisions are made for soliciting assent of the children and

permission of their parents or guardians, as outlined below.
the IRB finds that more than minimd risk to children is presented by an
intervention or procedure that does not hold out the prospect of direct benefit for
the individua subject, or by a monitoring procedure which is not likdy to
contribute to the well-being of the subject, only if the IRB finds that:

1. therisk represents aminor increase over minimd risk;

2. theintervention or procedure presents experiences that are reasonably
commensurate with those inherent in their actua or expected medical,
dentd, psychologicd, socid, or educationd situations;

3. theintervertion or procedureis likely to yield generdizable knowledge
about the subjects disorder or condition which is of vital importance for
understanding or amdlioration of the subjects disorder or condition; and

4. adequate provisons are made for soliciting assent of the children and
permission of their parents or guardians, as outlined below.

1. Wards

Children who are wards of the state of any other agency, indtitution, or entity can be
included in the research only if such researchis:

related to their status as wards, or
conducted in schools, camps, hospitas, indtitutions, or smilar settingsin which
the mgjority of children involved as subjects are not wards.

If the IRB approves the research, it shdl require the gppointment of an advocate for each
child who isaward, in addition to any other individua acting on behaf of the child as
guardian or in loco parentis. One individual may serve as advocate for more than one
child. The advocate shdl be an individua who has the background and experience to act
in, and agreesto act in, the best interests of the child for the duration of the child's
participation in the research and who is not associated in any way with the research, the
investigator(s), or the guardian organization.

2. Requirementsfor Parental/Guardian Permission and for Assent by Children

The IRB shdl require that adequate provisions be made for soliciting the permission of
each child's parents or guardians. Where parental permission isto be obtained, the IRB
may find that the permission of one parent is sufficient if the research does not involve
greater than minima risk, or does involve greater than minima risk, but presents the
prospect of direct benefit to the individua subjects. If the research involves greater than
minima risk and no prospect of direct benefit to individua subjects, but islikely to yidd
generdizing knowledge about the subject's disorder or condition, the IRB will require
both parents permission. Exceptions would include: 1) one parent is deceased, unknown,
incompetent, or not reasonably available, or 2) when one parent has legd responsibility
for the care and custody of the child.

Page 19



IRB Procedure and Guidelines Manua for Research with Human Subjects
Texas A&M Univeraty-Commerce; Revised 11/2000

Permission by parents or guardians shall be documented in accordance with and to the
extent required under the Informed Consent section of this manud.

The IRB shdl determine that adequate provisions are made for soliciting the assent of the
children, when in the judgment of the IRB the children are capable of providing assent. In
determining whether children are cgpable of assenting, the IRB shdl take into account the
ages, maturity, and psychologica dtete of the children involved. This judgment may be
made for al children to be involved or for each child, asthe IRB deems gppropriate.

If the IRB determines that the cgpability of some or dl of the children is so limited that
they cannot reasonably be consulted or that the intervention or procedure involved in the
research holds out a prospect of direct benefit that isimportant to the health or well-being
of the children and is available only in the context of the research, the assent of the
children is not a necessary condition for proceeding with the research.
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Appendice A:

Sources and I nformation on the Protection of Human Subjects

Prepared by Dean W. Ginther, Ph.D.
(dean_Ginther @tamu-commer ce.edu)
Chairperson, TAMU-Commer ce University IRB Chairperson
Oct. 2, 2000

WWW Resour ces Regar ding the Protection of Human Subj ects

OPRR Human Subject Protections NIH Office of Extramural Research
(http://ohrp.osophs.dhhs.gov/pol asur.htm)

Code Of Federa Regulations, Title 45, Public Welfare, Department Of Hedth And
Human Services, Nationd Ingtitutes Of Health, Office For Protection From
Research Risks, Part 46, Protection Of Human Subjects, Revised June 18, 1991,
Effective August 19, 1991

Categories of Research That May Be Reviewed by the Indtitutional Review Board
(IRB) through an Expedited Review Procedure
(http://ohrp.osophs.dhhs.gov/humansubjects/qui dance/expedited9d8.htm))
(http://ohrp.osophs.dhhs.gov/humansubj ects/quidance/45cfr46.htm#46.110 )

Statutory Basisfor Title 45 Code Of Federal Regulations Part 46 Protection Of
Human Subjects 45 Cfr 46
(http://ohrp.osophs.dhhs.gov/humansubj ects/quidance/statute. htm)

Human Subject Regulations Decision Charts
(http://ohrp.osophs.dhhs.gov/humansubj ects/qui dance/deci S oncharts.htm)

The Bdmont Report, Office of the Secretary, Ethical Principles and Guidelines for
the Protection of Human, Subjects of Research, The Nationd Commission for the
Protection of Human Subjects, of Biomedical and Behaviorad Research, April 18,
1979(http://ohrp.osophs.dhhs.gov/humansubjects/gui dance/belmont.htm)

Human Subject Protections Guidance Documents by Topic
(http://ohrp.osophs.dhhs.gov/g-topics.htm)
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Indtitutiond Review Board, (IRB) Guidebook , 1993)
(http://ohrp.osophs.dhhs.gov/irb/irb_guidebook.htm)

Department of Education, Protection of Human Subjects in Research
(http://ocfo.ed.gov/humansub.htm)

APA Ethics Office (http://mwww.apa.org/ethics)

Federal Educationa Rights and Privacy Act
(http://mww I rp.com/ed/frediblfree regs/bc3499.htm)

Nuremberg Code (http:/Aww.irb-irc.com/IRB/ethics nuremburg.html)

The Declaration of Helsnki (http:/Amww.irb-irc.com/IRB/ethics helanki.html)

Guiddines for Writing Consent Forms (http://Awww.irb-irc.com/IRB/consent_index.html)

Modd Consent Form (http://mwww.irb-irc.com/IRB/)

Sdected IRB University Homepages:

http://mwww.nova.edu/cwis/ogc/irb.html

http://Mmmww.ofres-hs.upme.edu/irb/default.html

http://mwwwv.med.umich.edw/irbmed/

http://www.uic.edu/depts/over /oprr/ir b/index.html

Tips On Informed Consent from NIH Office for Protection from
Research Risks

Informed consent is a process, not just aform. Information must be presented to
enable persons to voluntarily decide whether or not to participate as aresearch
subject. It is afundamenta mechanism to ensure respect for personsthrough
provision of thoughtful consent for avoluntary act. The procedures used in
obtaining informed consent should be designed to educate the subject population
in terms that they can understand. Therefore, informed consent language and its
documentation (especidly explanation of the sudy's purpose, duration,
experimentd procedures, dternatives, risks, and benefits) must be written in "lay
language’, (i.e. understandable to the people being asked to participate). The
written presentation of information is used to document the basis for consent and
for the subjects future reference. The consent document should be revised when
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deficiencies are noted or when additiona information will improve the consent
process.

Use of the first person (e.g., "l understand that ...") can be interpreted as
suggestive, may be relied upon as a subdtitute for sufficient factua information,
and can condtitute coercive influence over a subject. Use of scientific jargon and
legalese is not gppropriate. Think of the document primarily as ateaching tool not
asalegd indrument.

Describe the overall experience that will be encounter ed. Explain the research
activity, how it is experimenta (e.g., anew drug, extratests, separate research
records, or nonstandard means of management, such asflipping a coin for random
assignment or other design issues). Inform the human subjects of the reasonably
foreseeable harms, discomforts, inconvenience and risks that are associated with
the research activity. If additiond risks are identified during the course of the
research, the consent process and documentation will require revisons to inform
subjects as they are recontacted or newly contacted.

Describe the benefitsthat subjects may reasonably expect to encounter. There
may be none other than a sense of heping the public a large. If payment isgiven

to defray the incurred expense for participation, it must not be coercive in amount

or method of distribution.

Describe any alter nativesto participating in the resear ch project. For
example, in drug studies the medication(s) may be available through their family
doctor or clinic without the need to volunteer for the research activity.

Theregulationsinsst that the subjects be told the extent to which their
personally identifiable private infor mation will be held in confidence. For
example, some studies require disclosure of information to other parties. Some
dudies inherently are in need of a Certificate of Confidentidity which protectsthe
investigator from involuntary release (e.g.,subpoena) of the names or other
identifying characterigtics of research subjects. The IRB will determine the level

of adequate requirements for confidentidity in light of its mandate to ensure
minimization of risk and determination that the resdua risks warrant involvement
of subjects.

If research-related injury (i.e. physical, psychological, social, financial, or
otherwise) is possible in research that ismore than minimal risk (see 45 CFR
46.102[g]), an explanation must be given of whatever voluntary
compensation and treatment will be provided. Note that the regulations do not
limit injury to "physicd injury”. Thisisacommon misnterpretation.

Theregulations prohibit waiving or appearing to waive any legal rights of

subjects. Therefore, for example, consent language must be carefully selected
that deds with what the indtitution is voluntarily willing to do under
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circumstances, such as providing for compensation beyond the provison of
immediate or therapeutic intervention in response to a research-related injury. In
short, subjects should not be given the impression that they have agreed to and are
without recourse to seek satisfaction beyond the indtitution's voluntarily chosen
limits

Theregulations provide for the identification of contact per sonswho would
be knowledgeable to answer questions of subjects about theresear ch, rights
as aresearch subject, and resear ch-related injuries. These three areas must
be explicitly stated and addressed in the consent process and documentation.
Furthermore, asingle person isnot likely to be appropriate to answer questionsin

al areas. Thisisbecause of potentia conflicts of interest or the appearance of

such. Questions about the research are frequently best answered by the
investigator(s). However, questions about the rights of research subjects or
research-related injuries (where applicable) may best be referred to those not on
the research team. These questions could be addressed to the IRB, an

ombudsman, an ethics committee, or other informed adminigtrative body.

Therefore, each consent document can be expected to have at least two names
with loca telephone numbers for contacts to answer questions in these specified
areas.

The statement regarding voluntary participation and theright to withdraw

at any time can betaken almost ver batim from the regulations. It isimportant
not to overlook the need to point out that no pendty or loss of benefits will occur
asaresult of both not participating or withdrawing a any time. It isequaly
important to aert potential subjects to any foreseeable consequences to them
should they unilateraly withdraw while dependent on some intervention to

maintain norma function.

NIH Informed Consent Checklist - Basic and Additional Elements

A dtatement that the study involves research

An explanation of the purposes of the research

The expected duration of the subject's participation

A description of the procedures to be followed

Identification of any procedures which are experimenta

A Adecrrintinn nf anv reacnnahlv farecoeoahl e ridee nr diecnmfarte tn tha
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subject

A description of any benefits to the subject or to others which may
reasonably be expected from the research

A disclosure of appropriate aternative procedures or courses of
treatment, if any, that might be advantageous to the subject

A datement describing the extent, if any, to which confidentidity of
records identifying the subject will be maintained

For research involving more than minimd risk, an explanation asto
whether any compensation, and an explanation as to whether any medica
treatments are available, if injury occurs and, if o, what they consst of,
or where further information may be obtained

() Research

Qs

() Rights Qs

() Injury Qs

An explanation of whom to contact for answersto pertinent questions
about the research and research subjects rights, and whom to contact in
the event of aresearch-related injury to the subject

A datement that participation is voluntary, refusal to participate will
involve no pendty or loss of benefits to which the subject is otherwise
entitled, and the subject may discontinue participation at any time without
pendty or loss of benefits, to which the subject is otherwise entitled

Additional elements, asappropriate

A statement that the particular trestment or procedure may involve risks
to the subject (or to the embryo or fetus, if the subject is or may become
pregnant), which are currently unforeseegble

Anticipated circumstances under which the subject's participation may be
terminated by the investigator without regard to the subject's consent

Any additiond coststo the subject that may result from participation in
the research

The consegquences of a subject's decision to withdraw from the research
and procedures for orderly termination of participation by the subject

A staement that sgnificant new findings devel oped during the course of
the research, which may relae to the subject's willingness to continue
participation, will be provided to the subject

The approximate number of subjectsinvolved in the study

Page 25




IRB Procedure and Guidelines Manua for Research with Human Subjects
Texas A&M Univeraty-Commerce; Revised 11/2000

Appendix B--L etter of Consent to Use Material from the Policy and Procedure
Manual for Resear ch with Human Subjects from Nova Southeastern University

From: Barbara Sterry <sterry@nsu.acast.nova.edu>

Subject: Re: Fw: IRB manud
Date: Wed, 10 Nov 1999 13:49:14 -0500
To: Inga Hess <inga@nsu.acast.nova.edu>

Dr. Ginther:

Inga Hess, our IRB support person forwarded your request to me for response. You are
more than welcome to use our IRB manua in the development of yours. We would, of
course, appreciate acknowledgement. Also, if you have other questions as you go through
the process, please fed free to contact me either by phone or email. | would very like to
see acopy of your finished product. Finally, | gpologize for taking S0 long to get back
with you. | have been out of the office for two weeks and my hard drive crashed and am
just now back in operation. Good luck as you develop your manud. The whole IRB
experience for us has been quite interesting and chalenging to say the leed!!

Regards,

Barbara Sterry
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