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Rule Statement

Texas A&M UniversityKingsville (TAMU-K) will comply with applicable laws and regulations
relating to human sulgés research including th@ode of Federal Regulations, Title 45, Part 46,
Protection of Human Subjedi5 C.F.R. Part 4band others as applicabl€AMU -K assures that

all of its resarch involving human subjectsill comply with the terms of its Federalide
Assurance for Protection of Human Subjects. This commitment to the protection of human subjects
applies to all rese
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2. SCOPE OF THE IRB

2.1. TAMU-K’s IRB hasjurisdiction over human sydct research, subject tBAMU-K’s
Federalwide Assurance.

2.2.Review and Approval of Human Subjects Research

2.2.1.No intervention or interaction Wi human subjects in research, including
advertising, recruitment, and/or screening, may begin until the IRB has reviewed
and approved the research.

2.2.2.1t is the responsibility of the IRB Chair, his/her designee, or the full IRB to
determine what activitiesonstitute “human subjects research.”

2.3. Failure to Submit a Project for IRB Review

2.3.1.1f research involving human subjects is conducted without prior IRB review and
approval, the matter will be referred to the IRBair and th&/PR.

3. MEMBERSHIP OF THE IRB

3.1. TAMU-K’s IRB memberships defined by Federal regulatioms45 CFR846.107 The
IRB will be sufficiently qualified through the experience and expertise of its members and
the diversity of the members, including consideration of race, gendercudnaal
backgrounds, and sensitivity to such issues as community attitudes to promote respect for
its advice and counsel in safeguarding the rights and welfdmenadin subjects.

3.1.1. The membership dhelRB will be subject to the following additional prigions
to facilitate the review process:

1. TAMU-K IRB shall consist, whenever possible, of at least one faculty member
from eah college within TAMU-K. The majority of IRB members shall be
from the tenure/tenurrack faculty members.

2. TAMU-K IRB shallhave on its committee at least one indiixal who is not
otherwise affiliated with the institution

3. TAMU-K IRB shall have at least one neanientific member

3.2. Eachfaculty member of the committee will be appointed for a term of t(@ggears by
theVPR. Non-faculty members serve for oik) year renewable terms.

3.3. A single member can serve multiple consecutive terms byahatweement between the
VPR (or theVPR’s designee) and the individual.

3.4.The IRB Chair kall be appointed by théPR from amomg the tenved/tenurerack faculty
at TAMU-K. The IRB Chair shall be appointed for a term of three years. The IRB Chair
may serve multiple consecutive terms by mutual agreemeweesttheVPR (or the
VPR’s
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5.6. All documentation associated with IRB revievs maintained by th©RGS ORGS
provides staff support to the IRB in all phases of its work, including tracking and
monitoring submissions, and maintaining records related to all resaaotving human
participants. The department of Graduate Stu@iesesponsible for determining that
projects involving human participants for thesis and dissertation research have received
approval by the IRB before data collection begins.

5.7. Continuing re@iew of researclprotocolss conducted at intervals appropriate to the degree
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5.9.1.1.The review may be carried out bge,two or threefaculty members ahe
IRB. At least one of the reviewers shoufgpossible pein the subject area
of the research being conducted.

5.9.1.2.The reviewers may exercise all of the authorities of the IRB except that the
reviewers may not disapprove research.

5.9.2. Expedited RevieviExclusions

Expedied Review may not be used wheemtification of the subjects and/or their
responses would reasonably place them at risk of criminal or civil liability or be
damaging to the subjects financial standing, employability, insurability,atmoit

or be stigmatizing, unless reasonable and appropriate protections will be
implemented so that risks related to invasion of privacy and breach of
confidentiality are minimal.

5.10. Full BoardReview

5.10.1All studiesthat do not qualify for either Exempt Rew or Expedited Review shall
be subject to FuBoardReview by the IRB.

5.10.2.All studies involving vulnerable populations, such as children (individuals under
the age of 18 years), prisoners, and pregnant women will be reviewed by the full
board.

6. TRAINING
6.1. All individuals conducting resgch(including faculty, staff, postdocs, research assistants,
students, etc.) that involsbuman subjects are required to complete training successfully

Researchers may compldtes appropriateCollaborative Institutioal Trailing Initiative
(CITI) Program
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https://secure.ethicspoint.com/domain/media/en/gui/19681/index.html
https://www.govinfo.gov/content/pkg/CFR-2017-title45-vol1/xml/CFR-2017-title45-vol1-part46.xml
https://www.ecfr.gov/cgi-bin/text-idx?c=ecfr&sid=11975031b82001bed902b3e73f33e604&rgn=div5&view=text&node=34:1.1.1.1.33&idno=34
https://www.govinfo.gov/content/pkg/PLAW-104publ191/html/PLAW-104publ191.htm
https://www.hhs.gov/ohrp/regulations-and-policy/belmont-report/index.html
https://www.hhs.gov/ohrp/regulations-and-policy/regulations/common-rule/index.html
http://policies.tamus.edu/15-99-01.pdf

Definitions

Federal
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