Introduction

The IRB documents its written procedures, according to (45 CFR 46.115(a)(6) (45 

CFR 46.103(b)(4) and (45 CFR 46.103(b)(5).   This manual contains current policies and procedures and will be regularly updated to reflect new standards, regulations and Tarleton State University policy.   All research projects involving human participants1 conducted by faculty, staff, and students associated with Tarleton State University must receive Institutional Review Board2 (IRB) approval prior to initiating the research.   Some studies may be subject to FDA regulation and oversight; when in doubt contact the IRB Chair or the Director of the Office of Sponsored Projects (OSP).   The IRB does not review investigational drugs3 (IND) or investigational device exemptions4 (IDE) granted by the FDA.   For more information about Federal Policy for the Protection of Human Subjects, read 45 CFR Part 46 and 21 CFR Part 50 & 56.   For more information about basic ethical questions in the conduct of research consult the Belmont Report.

A brief review of these documents is provided here so that investigators may better understand the reasons for ethical review of research with human participants; the primary ethical principles that govern such research; and the statutory basis or enactment of these principles. This document also contains information that should be sufficient to allow researchers to submit an acceptable application for the review of a project involving human subjects.   

0.1 Applicability

The procedures set forth in this manual are applicable to all faculty, staff, employees, and students at Tarleton State University who propose to use humans as subjects in research, development, and related activities. The Institution does not conduct or provide oversight over human subjects research for which investigational devices or drugs are used.   Tarleton State University requires 

research investigators who are not its employees or agents a) to obtain the collaboration of a University faculty; b) to ensure all these investigators (internal and external to the institution) comply with all relevant (i) IRB determinations; (ii) federal and state regulatory requirements, and (iii) human participant protection standards. 

0.2 Statement of Purpose 

The IRB is charged with determining and certifying all human subjects research projects conform to the regulations and policies regarding the health, welfare, safety, rights, and privileges of human subjects set forth by the Department of Health and Human Services (DHHS) in 45 CFR 46 and the Federal Drug Administration (FDA) in 21 CFR 50 and 56.   This includes ensuring each research participant is informed of their rights, understand the nature of consent5 and are able to give informed consent6.  Please note Tarleton State University follows the ethical standards put forth in 45 CFR 46, 21 CFR 50 and 56, and relevant state and local regulations and procedures.
0.3 Administration of Research Ethics -- Federal

The Office for Human Research Protections (OHRP) of the Department of Health and Human Services (HHS) provides leadership on human research subject protections and implements a program of compliance oversight for Department regulations for the protection of human subjects - Title 45, Part 46 of the Code of Federal Regulations (45 CFR Part 46). OHRP works to support and strengthen the nation's system for protecting those who volunteer to participate in research that is conducted or supported by agencies of HHS. To carry out its mission, OHRP has formal agreements with more than 10,000 federally funded universities, hospitals, and other medical and behavioral research institutions in the U.S. and abroad wherein they agree to abide by the human subject protection regulations found in the Code of Federal Regulations (45 CFR Part 46). OHRP evaluates all written substantive allegations or indications of noncompliance with HHS regulations. The relevant institution is notified of the allegation and is asked to investigate the basis for the complaint. The institution then provides a written report of their investigation, along with relevant institutional IRB and research records, to OHRP which determines what, if any, regulatory action needs to be taken. OHRP provides guidance to IRB members and staff as well as to scientists and research administrators on the complex ethical and regulatory issues relating to human subject protections in medical and behavioral research. The office conducts national educational workshops in partnership with other related federal agencies and organizations. OHRP also provides on-site technical assistance to institutions conducting HHS-sponsored7 research. In addition, OHRP helps institutions assess and improve their systemic protections for human subjects through a quality improvement program. OHRP provides quality improvement consultation and research ethics training to domestic and foreign institutions involved in international biomedical and behavioral research to help ensure that recognized ethical protections are afforded to persons participating in research conducted in countries outside the United States.   OHRP prepares policies and guidance documents as well as interpretations thereof on human subject protections and disseminates this information to the research community. In addition, every institution engaged in human subjects research conducted or supported by DHHS must obtain an assurance8 of compliance approved by OHRP. Within DHHS, the Food and Drug Administration (FDA) has oversight over FDA-regulated research (drugs, biologics, medical devices, foods). Title 21, Parts 50 and 56 of the Code of Federal Regulations (21 CFR Part 50 and 56) describe FDA oversight policies. The FDA is responsible for protecting the public health by assuring the safety, efficacy, and security of human and veterinary drugs, biological products, medical devices, our nation's food supply, cosmetics, and products that emit radiation.   Please contact ORSC with questions about DHHS, OHRP, and FDA policies, jurisdiction, and oversight. 
Office for Human Research Protections

1101 Wootton Parkway, Suite 200

Rockville, MD 20852

Toll-Free Telephone within the U.S. (866) 447-4777

Telephone: (301) 496-7005

Fax: (301) 402-0527

e-mail: ohrp@osophs.dhhs.gov

http://www.hhs.gov/ohrp/
Food and Drug Administration

5600 Fishers Lane

Rockville, Maryland 20857

1-888-INFO-FDA (1-888-463-6332)

http://www.fda.gov 

0.4 Applicable State of Texas Laws

Reporting Requirement: Section 261.004 of the Texas Family Code provides that a person having cause to believe that a child's physical or mental health or welfare has been adversely affected by abuse or neglect by any person shall immediately make a report.   The second clause of the statute addresses the reporting obligation of professionals, i.e., those licensed or employed by the state who have direct contact with children. The third clause waives any confidentiality privilege of an attorney, member of the clergy, medical practitioner, social worker, mental health professional or an employee of a clinic or health care facility that provided reproductive services who becomes aware of abuse or neglect of a child. Under federal law a "Legally Authorized Representative" means an individual or judicial or other body authorized under applicable law to consent on behalf of a prospective participant to that subject's participation in the procedures involved in the research. [45 CFR §46.402(c) ] [21 CFR §50.3(l) ].   The individuals authorized under Texas law to consent on behalf of a prospective participant to participation in the procedures involved in the research are the parent or legal guardian (9) if the patient is a child, a legal guardian if the individual has been adjudicated incapacitated (10) to manage the individual's personal affairs, an agent of the individual authorized under a durable power of attorney for health care, an attorney ad litem appointed for the individual, a guardian ad litem appointed for the individual, or an attorney retained by the individual [Section 241.151 Texas Health and Safety Code]. Under federal law "children" are persons who have not attained the legal age for consent to treatments or procedures involved in research or clinical investigations, under the applicable law of the jurisdiction in which the research or clinical investigation will occur.   In Texas, individuals under the age of 18 are children unless emancipated by filing a petition and meeting the statutory requirements, or they have been adjudicated to be an adult for the purpose of criminal prosecution. 

0.5 Administration of Research Ethics - The Office of Sponsored Projects is responsible for the administration and oversight of research ethics at Tarleton State University. It oversees the functioning of the Institutional Review Board (IRB). The Office of Sponsored Projects provides the IRB administrative support. If you have questions about the rules or procedures for ethical review or the applicability of the information in this manual to your proposal, contact the Chair of the IRB-Human Subjects Committee.
0.6 Designation of the Institutional Review Board 

Tarleton State University one IRB responsible for conducting initial and continuing reviews11 and providing oversight for all research activities involving the use of human subjects performed on the campus or at any location under the purview of Tarleton State University. The IRB will conduct initial and continuing reviews of research activities according to the rubrics set forth in this manual. 

All review procedures will meet or exceed the requirements set forth in 45 CFR 46 and 21 CFR 50 and 56. 

0.7 The Institutional Review Board

The IRB is composed of regular voting members. The IRB may use, as necessary, non-voting members and consultant reviewers’ considerations and discussions. The Common Rule, FDA regulations, and Tarleton State University require the IRB have at least five regular voting members, including the Chair. At least one member on the IRB primarily represent scientific concerns, one must primarily represent nonscientific concerns, and one must be unaffiliated with the University ("community or lay member") (45 CFR 46.107; 21 CFR 50 and 56.107). The Tarleton State University IRB maintains a roster of more than the minimum required number of members to ensure adequate and efficient review. The IRB membership reflects s diversity of scientific and cultural viewpoints. Scientific members of the IRB must have had experience in research involving human subjects, and will be recruited from among active members of the faculty of all colleges of the University, as appropriate. Nonscientific members will be recruited from the faculty at large. Their appointment will reflect professional expertise in a non-scientific area, such as law, ethics, human or patient rights, etc. In addition to faculty members representing different disciplines, the IRB will have community members.  The community members will be knowledgeable about the local community and willing to discuss issues and research from that perspective. They are chosen Erath County and its vicinity. Neither they nor their immediate families may have an affiliation with Tarleton State University. Candidates for these positions include but are not limited to, clergy, lawyers, teachers, state employees, and businesspersons.

At times, the IRB may not have the necessary expertise to judge the scientific soundness of a research protocol and may be unable to make a fair and accurate determination of the risk-benefit ratio. For these protocols, the IRB may call upon ad hoc consultants for assistance in review for scientific merit.

The university president will annually review IRB membership and appoints or re-appoints its members. This review includes examination of interest, specialty, expertise, education, affiliation and diversity. Thus, the membership and composition of the IRB is periodically reviewed and adjusted to meet regulatory and organizational requirements. This review also considers the following factors in the selection process: experience, expertise, racial, cultural, and gender diversity, and community involvement. Thus, the IRB will be able to ascertain the acceptability of proposed research in terms of institutional commitments, regulations, applicable law, and standards of professional conduct and practice (45 CFR. 46.107; 21 CFR 50 and 56.107).
The university president will annually appoint the IRB Chair from the committee membership. 
Notes:

1 Tarleton State University defines, "research projects involving human participants" to include all activities that are "research," and involve, "human participants" according to The Common Rule, and to include all activities that are "research" according to FDA regulation.   According to The Common Rule, "research" is a systematic investigation, including clinical investigations, research development, testing and evaluation, designed to develop or contribute to generalizable knowledge and "human participants" are living individuals about whom the investigator conducting research obtains a.) data through intervention or interaction with the individual or b.) identifiable private information (45 CFR 46).   According to FDA regulations "research" is any experiment that involves: a.) "test article," that is any drug or biological product for human use, a medical device for human use, a food additive or color additive intended for human use, an electronic product or any other article subject to regulation by the Food, Drug, and Cosmetic Act; and one or more individuals who are either recipients of the test article or controls; and that either involves a drug or medical device (other than the use of an approved drug or device in the course of medical practice) or the results of the research are intended to be later submitted to, or held for inspection by, the Food and Drug Administration as part of an application for a research or marketing permit. 

2 "Institutional Review Board" (IRB) is an independent committee comprised of scientific, non-scientific, and non-affiliated members established according to the requirements of federal regulations. Any board, committee, or other group formally designated by an organization to review research involving humans as participants, to approve the initiation of and conduct periodic review of such research. The term includes, but is not limited to Institutional Review Boards, 

Investigational Review Boards, Central Review Boards, Independent Review Boards, and Cooperative Research Boards. [45 CFR §46.402(g)] [21 CFR §50.3(i)]

3 "Investigational New Drug" (IND) An investigational drug or biologic application by which the FDA allows testing in human beings of a substance having an effect in the body. (21 CFR part 312, subpart B).

4 "Investigational Device Exemption" (IDE) The exemption by which the FDA or an IRB permits a device that otherwise would be required to comply with a performance standard or to have pre-market approval, to be shipped lawfully in interstate commerce for the purpose of conducting investigations of that device. (21 CFR part 812). 

5 "Consent/Permission is the agreement of participant or the parent(s) of or guardian to their, their child's, or ward's participation in the research/clinical investigation. 

6 "Informed Consent" means the agreement to participate in research that is made voluntarily by an individual with legal and mental competence and the requisite decision-making capacity, after disclosure of all material information about the research. Informed Consent means the knowing consent of an individual or his legally authorized representative, so situated as to be able to exercise free power of choice without undue inducement or any element of force, fraud, deceit, duress, or other form of constraint or coercion. Information conveyed in the informed consent/ authorization procedure must include all essential elements listed in Section 4 of this manual. 

7) "Sponsor" is an entity who takes responsibility for and initiates research, but who may not conduct the investigation. A person other than an individual (e.g., corporation or agency) that uses one or more of its own employees to conduct research it has initiated is considered to be a sponsor, and the employees are considered to be investigators. [21 CFR §50.3(k)] [21 CFR §50.102(j)] [21 CFR §312.3].

8) "Assurance" is an agreement between an Organization and a federal agency that stipulates that the Organization will comply with regulatory requirements. [45 CFR §46.103].

9) Pursuant to Section 601 of the Texas Probate Code, a "guardian" means a person who is appointed guardian of the person and/or the estate of an incapacitated person under a court order issued pursuant to Section 693 of the Texas Probate Code.
10) Incapacitated persons include "minors", that is, persons under the age of 18 years and who have never been married or who have not had the disablements of a minor removed for general purposes; and adult individuals who, because of a physical or mental condition, is substantially unable to provide food, clothing, or shelter for themselves, or to care for their own physical health, or to manage their own financial affairs.
11) "Continuing Review" is the periodic review of a research study by an IRB to evaluate whetherthe study continues to meet organizational and regulatory requirements. Federal regulations stipulate that continuing review should be conducted at intervals appropriate to the level of risk involved in the study, and not less than once per year. [45 CFR §46.109 (e)] [21 CFR §56.109 (f)]. 

