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	INTRODUCTION 

Welcome to the Institutional Review Board at Texas Wesleyan University. Our goal is to develop and maintain an Institutional Review Board that meets federally mandated guidelines with standing members who review research sponsored by the University. IRB Members consist of faculty representing all the Schools and professionals from the larger community. We endeavor to promote research, protect the rights of research participants, and educate the university community on the importance of ethical research practices.
The Manual is intended to assist TWU researchers in understanding the policies and procedures that govern the use of human participants in TWU-sponsored research. Also included are levels of proposal review, frequently asked questions, and definitions and terms to assist researchers with their understanding of federal regulations.

If the information you are seeking is not contained within this manual, please contact the Texas Wesleyan University IRB Chairperson at the e-mail address or phone number listed on the IRB website:

http://www.txwes.edu/irb/
	Introduction

	
	IRB Policy

	
	Review and Approval Process

	
	Levels of IRB Review

	
	Frequently Asked Questions

	
	Definitions and Terms

	
	Appendix




HOW TO USE THIS MANUAL
The uses of the IRB Policy and Procedures Manual are threefold. First, the Manual assists IRB Members with their understanding of the roles and responsibilities of standing membership. Second, the Manual provides University researchers information needed to discern whether their research warrants IRB review, processes for submitting research proposals for review, and implications of non-compliance with approved projects. Third, the Manual exists to educate the University community of the importance of ethical treatment of human research participants. When federal guidelines are followed, three outcomes are insured: participants’ right to privacy is protected, writer’s freedom of expression is upheld, and investigator’s personal liability is reduced.
The Manual contains five sections: 1) IRB Policy, 2) the Review and Approval Process, 3) the Levels of IRB Review, 4) Frequently Asked Questions, and 5) Definitions and Terms. Navigating through the Manual is facilitated by use of links to embedded bookmarks, which precede each section. The links appear above.
Several bolded terms appear throughout the document. Some of the bolded terms are defined in text. All of the bolded terms appear alphabetically in the Definition and Terms section and are consistent with those specified by federal regulations (45 CFR 46).


IRB POLICY
Purpose and Authority of the TWU IRB

The TWU IRB is an administrative body established to protect the rights and welfare of human research subjects enrolled in research that is: (1) conducted by or under the direction of any TWU employee or student in connection with TWU responsibilities or studies; (2) conducted using any TWU employees or students as subjects or using any TWU property or facilities; or (3) conducted using TWU’s non-public information to identify or contact human research subjects or prospective subjects, regardless of sponsorship. Only projects that qualify as research and use human subjects come under the jurisdiction of the TWU IRB. 
The IRB has the authority to approve, require modifications in, or disapprove all research activities that fall within its jurisdiction as specified by both the federal regulations and local institutional policy. Except for projects which are approved as exempt from further review, all approved research projects are subject to continuing review and approval by the IRB at least annually or more often as specified by the IRB Chair.
IRB Membership

The Common Rule regulations (45 CFR 46.107) specify that the TWU IRB must have at least five members. The membership must represent a variety of backgrounds in order to promote complete and adequate review of the research activities commonly conducted by the institution. Also, the IRB must be sufficiently qualified through the experience and expertise of its members and the diversity of their backgrounds, to promote respect for its advice and counsel in safeguarding the rights and welfare of human subjects. 
In addition to possessing the professional competence necessary to review specific research activities, the IRB must be able to ascertain the acceptability of proposed research in terms of institutional commitments and regulations, applicable law, and standards of professional conduct and practice. Therefore, the TWU IRB must include persons knowledgeable in these areas. 

The IRB must include at least one member whose primary concerns are in scientific areas and at least one member whose primary concerns are in nonscientific areas. It must also include at least one member who is not otherwise affiliated with TWU and who is not part of the immediate family of a person who is affiliated with the institution. The nonaffiliated member(s) should be knowledgeable about the local community and be willing and able to discuss issues and research from that perspective. 
Every nondiscriminatory effort should be made to ensure that the IRB does not consist entirely of men or entirely of women, including the institution's consideration of qualified persons of both sexes, so long as no selection is made to the IRB on the basis of gender. The IRB may not consist entirely of members of one profession or academic discipline. 

The IRB is authorized to invite individuals with expertise in specific areas to assist in the review of issues that require expertise or perspective beyond or in addition to that available on the IRB. Although these individuals may attend meetings and take part in the discussion of research protocols, they may not vote. Prospective IRB members may also be invited to attend one IRB meeting to learn about the IRB review process, but they may not vote at that meeting. An investigator may be invited by the Chair to present additional information to the IRB members about a proposed study, but the investigator may not remain in the meeting for the deliberation and vote. Due to the confidential nature of the IRB proceedings, the IRB members, invited investigators, an ad hoc member invited for special expertise, and invited prospective IRB members are the only persons authorized to attend any convened meetings of the TWU IRB.

The TWU Provost appoints IRB members to serve for three-year terms and appoints one of the members to serve as Chair and one of the members to serve as Secretary. In the absence of the Chair, the Secretary is authorized to perform all of the duties of the Chair. 

Conflict of Interest

An IRB member may not participate in the review of any project in which the member has a conflicting interest or in which the appearance of a conflict exists. In the case of such a conflict, this should be reported to the IRB Chair and noted in the minutes. A conflict of interest is defined as a conflict between the private interests and the official responsibilities of a person. Examples of conflict of interest include serving on a thesis or dissertation committee for a project being reviewed, serving as principal investigator or faculty sponsor on a project being reviewed, or holding an ownership interest in an entity where the project is being performed. 

Record Keeping

The IRB maintains adequate documentation of its activities. In addition to written IRB policies and procedures, such documentation includes copies of all IRB proposals (including informed consent documents) reviewed, approval letters, minutes of IRB meetings, training certificates, records of continuing review activities, protocol changes, copies of all correspondence between the IRB and investigators, and reports of any injuries to subjects. IRB documents are retained by the IRB Secretary for at least three years. Records pertaining to research conducted must be retained for three years after completion of the research.

Minutes of the IRB meetings are kept in sufficient detail to record the following information: attendance at each meeting; deliberations, and votes for each protocol undergoing initial or continuing review by the IRB; the vote on actions taken (including the number of members voting for, against, and abstaining); the basis for requiring changes in or disapproving research; and a written summary of the discussion of controversial issues and their resolution. When the IRB requests substantive modifications or clarifications regarding the protocol or informed consent documents that are directly relevant to the determinations required to be made by the IRB under 45 CFR 46.111, IRB approval of the proposed research project should be deferred, pending subsequent review of responsive material by the IRB. 

Institutional Responsibilities
As an institution that sponsors research, TWU must have an established IRB to review and approve research involving human subjects performed at its facilities or performed at any location by its faculty, staff, or students. Before any human subjects research can be conducted, TWU must have a written Assurance issued by the Office for Human Research Protections (OHRP) that certifies it will comply with the requirements of 45 CFR 46; and TWU must certify that all research with human subjects will be reviewed for approval by the IRB established in accordance with the requirements of 45 CFR 46. TWU holds a Federalwide Assurance issued by the OHRP (see Appendix). The IRB is covered under this Assurance.

Training

The TWU IRB Chair is available to provide education on a variety of topics related to ethical issues in human subjects research. The IRB requires education on the protection of human research subjects for IRB members, School Deans/Directors, and all investigators submitting IRB proposals for review. The NIH Office of Extramural Research online training course, “Protecting Human Research Participants,” is free and available at http://phrp.nihtraining.com/users/login.php. 
Online training certificates for all parties are valid for three years from the completion date or upon major changes to Federal Regulations. After three years, IRB members, Deans/Directors, and principal investigators must repeat training and submit their updated certificate to the IRB Secretary.
Student Research and Class Projects
All student researchers who involve human subjects in a research project must have a member of the TWU faculty act as the faculty sponsor for the research. The faculty member is responsible for ensuring that the student researcher takes proper precautions to protect the rights and welfare of volunteer participants and assists with the IRB proposal completion and submission processes.

The collection of information from research participants for the purpose of class discussion or for the purpose of training students in research methods generally does not require IRB review. Use the University’s definition of “what is research” to help discern if IRB review is warranted:

“Any research involving human subjects must receive prior approval from the Institutional Review Board (IRB). The sole exceptions are for (a) faculty supervised classroom projects on educational practices in which students volunteer to use themselves as the research subjects; (b) anonymous one-time educational tests limited to innocuous items such as perceptions of non-personal matters; and (c) demographic, marketing, and program evaluation information routinely collected by the University. Projects in these three categories do not require IRB approval as they are not considered research by the Code of Federal Regulations, 45 CFR 46.102d. 
The aforementioned exceptions do not apply when either of the following two conditions is met:  1) The project is a master’s thesis or doctoral dissertation that involves human subjects research, or 2) The findings from a project involving human subjects research may be published or presented at an academic conference or otherwise disseminated to the public. Such class-related projects require prior review and approval by the IRB” (TWU Faculty Guide Section 3.1.7.6).
 Telephone Surveys
The requirement for written consent often can be waived by the TWU IRB in cases where a telephone survey methodology is used. If the research involves no more than minimal risk and does not involve any procedures for which written consent is required outside the research context, consent may be obtained via telephone. The investigator should submit a copy of the script that will be used to seek consent from subjects. The consent script should include at least the following information: 

· The purpose of the research 

· The researcher's name, contact information, and the nature of his/her affiliation with TWU 

· A description of how confidentiality of responses will be maintained 

· A statement that participation is voluntary, and that the participant can refuse to answer any questions or terminate participation at any time without penalty 

· Information about how to contact the TWU IRB if subjects have questions about their rights as research subjects 

The TWU IRB may determine that additional items may be required based on the subject matter and the potential risks to subjects. 

Privacy and Confidentiality

Investigators sometimes seek access to existing records in order to identify potential subjects, or in order to conduct research. If the investigator will record identifiers such as subjects' names (either for further record review or for personal contact), this activity requires IRB review. The TWU IRB will determine whether the consent of subjects should be sought before the researcher gains access to the records (in some cases, a waiver can be granted). In determining whether it is appropriate to waive the requirement to obtain consent from these subjects, the IRB considers the sensitivity of the information being recorded, the vulnerability of the subject population, and the purpose for which the investigator wants access to the information. 

In some cases, consent cannot be waived. For example, the Buckley Amendment, also known as FERPA, requires written parental permission for release of records or identifiable information about children in public schools. 

For the majority of social and behavioral science research studies, ensuring confidentiality is the most important procedure to minimize risk. Most researchers are familiar with the minimum standard precautions that should be taken to maintain the confidentiality of data, including coding data, separating face sheets and consent documents from survey instruments, properly disposing of computer sheets and other papers, limiting access to identifiable data, educating the research staff about the importance of protecting confidentiality, and storing records in secured locations. More elaborate procedures may be appropriate for research involving sensitive data that may pose a greater risk should confidentiality be breached. 

Special Populations: Additional Protections
If the proposed research involves a population that may be vulnerable to coercion or undue influence, such as children, prisoners, pregnant women, or mentally disabled persons, additional safeguards should be included in the study to protect the rights and welfare of these subjects. 

Students and Coercion 

Universities afford investigators with a ready pool of research subjects: students. One problem with student participation in research conducted at TWU is that the student’s agreement to participate may not be truly voluntary. For example, students may volunteer to participate out of a belief that doing so will place them in good favor with faculty (e.g., participating will result in receiving better grades, recommendations, employment, etc), or that failure to participate will negatively affect their relationship with the investigator or faculty in general (i.e., by seeming "uncooperative," not part of the scientific community, etc.). When recruiting students, investigators should be aware of the possibility that students may feel pressured to participate in research and should make every effort to make clear that participation in research is voluntary and their decision of whether to participate will not affect their academic standing or their relationship with the researcher or faculty members. 

Offering participation in research as a way to receive course credit (or extra credit) also presents an issue of coercion. There are two important issues to address: (1) participation in the research must be only one of a number of options; and (2) the other options must be roughly equivalent in terms of the amount of time and effort required. For example, participation in a 30-minute survey should not be offered as an alternative to completing a 10-page term paper. 

Another issue raised by the involvement of students as subjects is confidentiality. As with any research involving human subjects, the researcher should make every effort to protect the confidentiality of data on sensitive subjects such as mental health, sexual activity, or the use of illicit drugs or alcohol. This is especially important for research involving students, since other students are often members of the research team and may be involved in data collection and/or analysis. Researchers should ensure that their research staff understands the critical importance of protecting confidentiality. 

Individuals with Cognitive Impairments

The primary ethical concern in research involving individuals with psychiatric, cognitive, or developmental disorders, or individuals who are active substance abusers, is that their disorders may compromise their capacity to understand the purpose and risks and benefits of the research and to participate in the consent process in a meaningful way. In the IRB proposal, investigators should explain why it is necessary to involve cognitively impaired subjects in the study. When the involvement of vulnerable subjects is appropriate, the investigator should include additional means to protect their rights and welfare. 

 Children
Additional protections are provided for children involved in research. The IRB may approve research involving children as subjects only if the research fits into one of two specific categories (see below). These categories are based on the level of risk and the possibility of direct benefit to individual subjects. In Texas, children include all those who have not yet reached their 18th birthday.


A. Permissible Research Involving Children as Subjects
1. Research Not Involving More Than Minimal Risk. 
When the IRB finds that no greater than minimal risk to children is presented, the IRB may approve the proposal only if the IRB finds that adequate provisions are made for soliciting the assent of the children and the permission of their parents or guardians. [45 CFR 46.404] 
2. Research Involving Greater than Minimal Risk but Presenting the Prospect of Direct Benefit to the Individual Subjects. 
If the IRB finds that more than minimal risk to children is presented by an intervention or procedure but that the intervention or procedure holds out the prospect of direct benefit for the individual subject, or by a monitoring procedure that is likely to contribute to the subject's well‑being, the IRB may approve the research only if the IRB finds that: 

1. the risk is justified by the anticipated benefit to the subjects; 

2. the relation of the anticipated benefit to the risk is at least as favorable to the subjects as that presented by available alternative approaches; and 

3. adequate provisions are made for soliciting the assent of the children and permission of their parents or guardians, as set forth below. [45 CFR 46.405] 

B. Requirements for Permission by Parents or Guardians and for Assent by Children
1. Adequate Provisions for Child's Assent [45 CFR 46.408]
The investigator must make adequate provisions for soliciting the assent of child subjects when the children are capable of providing assent. In determining whether children are capable of assenting, the investigator should take into account the ages, maturity, and psychological state of the children involved. This judgment may be made for all children to be involved in research under a particular protocol, or for each child. The child should be given an explanation of the proposed research procedures in a language that is appropriate to the child's age, experience, maturity, and condition. 
2. Waiver of Assent [45 CFR 46.408]
If the IRB determines either of the following to be true, then the assent of the children is not a necessary condition for proceeding with the research: 

· The capability of some or all of the children is so limited that they cannot reasonably be consulted; or 

· When the research offers the child the possibility of a direct benefit that is important to the health or well-being of the child and is available only in the context of the research. 
C. Documentation of Consent and Assent
Permission by parents or legally authorized representatives shall be documented in the same manner as required for consent given by the other subjects in the study. When the IRB determines that assent of a child is required, it shall also determine whether and how assent must be documented. 

Pregnant Women and Fetuses

IRB regulations provide additional specific protections for pregnant women and fetuses involved in research. These requirements are based on the level of risk and the possibility of direct benefit to individual subjects. Contact the IRB Chair for further guidance on these topics. 

Prisoners

The special vulnerability of prisoners makes consideration of their involvement as research subjects particularly important. Prisoners may be under constraints because of their incarceration that could affect their ability to make a truly voluntary and uncoerced decision whether or not to participate as subjects in research. To safeguard prisoners’ interests and to protect them from harm, special ethical and regulatory considerations apply for research involving prisoners as subjects. The IRB may approve research involving prisoners as subjects only if these special provisions are met. Contact the IRB Chair for further guidance on these topics.
Waiver of Documentation of Written Informed Consent 

An investigator may request and/or the IRB may grant a waiver of the requirement for the investigator to obtain signed consent for some or all subjects if either of the following two conditions is met: 

1. The only record linking the subject and the research would be the signed consent document and the principal risk would be potential harm resulting from a breach of confidentiality. When written consent is waived under this section, each subject must be asked if he/she would like to sign a consent document and the subject's wishes will govern. [45 CFR 46.117]; 
2. The research presents no more than minimal risk of harm to subjects and involves no procedures for which written consent is normally required outside of the research context. [45 CFR 46.117] 

In cases in which the documentation requirement is waived, the TWU IRB may require the investigator to provide subjects with a written statement regarding the research.  
Investigations Regarding Possible Non-Compliance

The most common lapses in investigator compliance include unreported changes in the IRB-approved protocol or consent documents, misuse or non-use of the IRB-approved informed consent documents, lapse in approval for continuing review, and failure to obtain IRB approval prior to starting research activities. When unapproved research or procedures are discovered, the IRB and TWU will act promptly to halt the research; assure remedial action regarding compliance with federal, local, and institutional human subject protection requirements; and address the question of the investigator's fitness to conduct human subject research. Any serious or continuing noncompliance with Department of Health and Human Services (DHHS) human subjects regulations or the determinations of the IRB must be promptly reported by the Institutional Official to the Office for Human Research Protections (OHRP) and the funding department or agency head.

Reporting of Suspensions, Terminations or Non-Compliance

As soon as possible, but no later than within 10 days of determination by the IRB, suspensions, terminations and/or non-compliance findings will be reported in writing to the Provost, who, within 20 days of receipt of such a report, must also notify in writing the relevant Department or Agency Head (sponsor), any applicable regulatory body and OHRP of any suspensions, terminations, and/or instances of serious or continuing non-compliance.


IRB REVIEW AND APPROVAL PROCESS

There are three steps involved in IRB review of research projects. First, investigators should determine whether the research project warrants IRB review and approval. Second, if IRB review is required, investigators must complete and submit a proposal with supporting documents. Third, the proposal and supporting documents are reviewed by the IRB and investigators are notified of proposal approval or disapproval. For a quick overview and timeline, investigators should access the IRB Review Process Checklist.
A. Determine Need for IRB Review

To determine whether IRB review is warranted, investigators should answer the following three questions:
1) Is the project considered to be research as defined by federal regulation (45 CFR 46.102) and the University (page 4)?

· Research is defined in the Federal regulations as “a systematic investigation, including research development, testing and evaluation, designed to develop or contribute to generalizable knowledge.”
2) Does the project involve human subjects as defined by federal regulation?
· A human subject is defined in federal IRB regulations as "a living individual about whom an investigator (whether professional or student) conducting research obtains (1) data through intervention or interaction with the individual or (2) identifiable private information." (45 CFR 46.102)
3) Does the project use existing/archival data?
If you have determined that the project involves both “research” and “human subjects,” then the project must be reviewed and approved by the IRB.

If you have determined that the “research” project involving “human subjects” uses only existing or archival data, it may or may not warrant IRB review.
If no identifiers exist in the data set or if the data is publicly available, then the research may qualify for the “exempt from further review” level of review by the IRB, but an IRB proposal must still be submitted. The requirement for IRB review also applies to identifiable records a researcher may have access to in his/her daily duties either at work or at school (i.e., an instructor has access to student grades as part of his/her job but cannot use those records for research without IRB approval). 

B. Complete and Submit Proposal and Supporting Documents

The Proposal for Initial Review is located on the Wesleyan IRB website (http://www.txwes.edu/irb/) in both pdf and Word formats.  Save the preferred version to your computer, answer all the questions completely, and submit the signed original proposal along with all supporting documents to the IRB Chair.
1. Supporting Documents
The following items, when applicable, must be submitted along with the signed Proposal for Initial Review: 

· A copy of any recruitment materials (posters, advertisements, mailers, etc.) that will be used in the research; 

· A copy of all informed consent documents that will be used in the research; 

· A copy of all questionnaires, surveys, and/or interview questions that will be used in the research (any such instruments which are copyrighted must still be submitted to the IRB for review, and this review will not violate the creator's copyright); 

· A completion certificate from the IRB online training course for the Principal Investigators;
· Letters of approval from all cooperating institutions other than TWU where data will be collected; and 

· A complete copy of any proposal for external or internal funding for the project. 

NOTE: Letters of approval from cooperating institutions can in some instances be submitted following IRB review, but final IRB approval will be conditioned upon receipt of these letters.
2. Assessment and Description of Risks
All risks that human participants may be subjected to must be thoroughly assessed and described in the proposal. Potential risks may be physical, psychological, emotional, social, economic, or legal. These risks may result in loss of confidentiality. When answering questions about risks in the proposal, please consider the likelihood, severity, and nature of the risks incurred (defined on page 21).
3. Informed Consent
Informed consent is a process that is generally documented with a consent form signed by the subject or his/her legal representative. Because a clear understanding of what the subject will be asked to do in the study is a necessary component of informed consent, information must be presented in a language and at a level that is appropriate for the targeted population. In general, consent documents should be written in lay language at no higher than an 8th grade reading level. All technical terms should be avoided. 

Consent documents generally are more understandable if they are written in the second person (using “you”). Writing in the second person also helps communicate to the potential subject that there is a choice to be made, whereas use of the first person may sometimes be interpreted as a presumption of subject consent by the investigator. 

The following information is required to be included in the informed consent document [45 CFR 46.116]:

· A statement that the study involves research. 

· A description of the purpose of the research. 

· A description of the research procedures, including any screening procedures. If a researcher will have contact with a subject, describe what the subject will be asked to do, where the activities will take place, how much time will be required for each procedure, and the total time expected for all of the research activities. Prospective respondents to surveys or interviews should be warned of any sensitive or personal questions. Describe any audio or video recording of the subjects and disclose who, other than the researchers, will hear/see such recordings. For example, if a video of the subject will be shown at an academic conference, this needs to be disclosed. 

· A description of any reasonably foreseeable risks (physical, psychological, social/economic, legal, or loss of confidentiality) that may be associated with the research activities. Describe measures that will be taken to minimize such risks. 

· A description of benefits (if any) subjects may reasonably expect to receive, as well as a description of the importance of the knowledge that may be gained from the research. If no direct benefit to the subject is anticipated, state this. Note that payments or other compensation to subjects to encourage participation in the study are not considered benefits and should not be listed as such in the consent document. Such payment/compensation should be separately described in a "Compensation for Participants" section. 

· A description of the procedures in place to maintain confidentiality and the extent to which subjects' identifiable private information will be kept confidential. Since complete confidentiality of research data cannot be guaranteed, avoid any language that implies such assurance. 

· Names and contact information for individuals (usually the principal investigator and another member of the research team or the faculty sponsor for student research) who would be knowledgeable to answer questions about the research. 

· A statement that the study has been approved by the TWU IRB and that subjects can contact the TWU IRB at (817) 531-5840 with any questions about their rights as research subjects. 

· A description of any payment/compensation (including course credit) to be offered to subjects, and the terms and schedule for any such compensation. 

· Statements advising subjects that participation is voluntary, that they have the right to withdraw from the study at any time without any penalty or loss of rights or benefits, and that the research personnel may end their participation in the study at any time (subject to any payment/compensation promised by the researcher if the payment conditions have been satisfied.) 

Templates for informed consent appear in the appendix and are also available on the IRB website: http://www.txwes.edu/irb/forms.htm
4. Documentation of Informed Consent

The IRB may approve procedures for documentation of informed consent that involve either (1) a written consent form signed by the subject or the subject's legally authorized representative; or (2) a waiver of signed consent. 

In most circumstances, the TWU IRB will require that informed consent be documented by the use of a written consent form approved by the IRB and signed and dated by the subject or the subject's legally authorized representative [45 CFR 46.117]. This document may also be read to the subject or the subject's legally authorized representative. The investigator should allow the subject or legally authorized representative adequate opportunity to read and discuss the consent document before being asked to sign. A copy of the consent document must be given to the person signing the form. Subjects who do not read English should be presented with an informed consent document that is written in a language understandable to them. 
5. External Funding
Researchers applying for external funding of a research project are required to submit an IRB proposal prior to submission of the grant application to the funding agency. The project must be approved by the IRB before any contact with human subjects can be initiated. 
C. Approve Proposal

There are three levels of review for research involving human subjects: 1) Exempt from further review, 2) Expedited review, and 3) Full Board review. Each of these is described below. 

All proposals undergo preliminary review by the IRB Chair, who can request additional information about the proposed research project and/or request modifications to the proposal form, the study procedures, recruitment materials, and/or informed consent documents prior to review by the IRB. Verification that the Principal Investigator has completed the required IRB training course is also part of the preliminary review. The IRB Chair discerns the level of review projects will undergo. 

1) Projects that fall within one of six exempt from further review categories undergo review by the IRB Chair. The IRB Chair will document the specific category of research which justifies the exemption. 

2) Projects may be eligible for expedited review if they both involve no more than minimal risk to subjects and meet one of nine specified categories. The IRB Chair determines the appropriate level of review and category for the project. In those cases where projects appear to be eligible for expedited review, the Chair may conduct the expedited review or may assign the project to one or more experienced members of the IRB for expedited review. If an IRB member has conducted the expedited review, the IRB Chair reviews the submission and the IRB member’s evaluation and makes a final determination about the proposed research project. 

3) Initial or continuing review of projects that involve more than minimal risk or a vulnerable population or which do not fit into one or more of the categories for exempt from further review or expedited review must undergo a Full Board review. A Full Board review is conducted by five IRB members (including at least one member whose primary interests are non-scientific) selected by the Chair. Approval of the research project requires a majority vote of the selected Full Board reviewers. The IRB Chair may invite ad hoc reviewers to assist in the review of proposed research projects for which additional expertise may be necessary, but such reviewers may not vote. In order for a given project to be approved, it must receive the approval of a majority of those voting members selected for Full Board review. 

For initial review, continuing review, review of protocol changes, or review of reports of unanticipated problems involving risks to subjects or others or of serious or continuing non-compliance, the following documents are reviewed by the IRB Chair, designated IRB reviewer, or Full Board depending on the level of review required: 

· IRB proposal, renewal form, modification form, or letter reporting an IRB problem 

· Informed Consent forms 

· Data collection instruments 

· Recruitment materials 

· Letter of approval from any outside cooperating institution (facility where the research activities will be performed) 

· Proposal for external or internal funding 

1. Proposal Approval Notification
Once the IRB has reviewed the proposed research study (whether such review was performed by the IRB Chair, a designated IRB reviewer, or the Full Board), the investigator will be notified of the IRB’s decision via an IRB Approval Letter signed by the IRB Chair. If any changes or clarifications or additional documents are required, these items will be communicated to the investigator from the IRB Chair by an e-mail message sent to the address provided in the IRB proposal. The investigator will submit all revised or additional documents or requested clarifications to the IRB Chair. Approval of a proposed research project is not granted until all conditions required by the IRB have been satisfied. 

If the investigator does not reply to the IRB’s requested changes within 120 days, the IRB proposal file will be closed and a new IRB proposal will be required for any further review of the proposed research project by the IRB. 

2. Conditions of Approval and Length of Approval Period 

Approval of a project by the TWU IRB applies only to the procedures described in the proposal and reflected in any documents submitted to the IRB for review. Investigators must secure prior written approval from the IRB for any changes (major or minor) in the approved procedures or documents. These are called modifications.
Investigators must also immediately report to the IRB any unanticipated problems that arise in connection with the involvement of human subjects. These are called adverse events.
Approval for projects is valid only until the expiration date indicated in the approval letter. All research projects must be reviewed by the TWU IRB no less often than annually. The length of the approval period is determined by the IRB Chair and is based on the level and degree of risk to human subjects involved in the research. For research involving no more than minimal risk, the approval period is generally one year. For research involving greater than minimal risk, the IRB Chair may determine the appropriate approval period. In making this determination, the IRB Chair will consider whether the protocol involves high risk/potential benefit ratio. The approval letter from the IRB will specify the date of expiration of IRB approval.

3. Continuing Review

DHHS regulations require that the IRB conduct continuing review of all human subjects research at intervals appropriate to the degree of risk, but not less than once per year [45 CFR 46.109]. 

In conducting continuing review, the IRB will review, at a minimum, the protocol and any amendments as well as a status report on the progress of the research, including (a) the number of subjects accrued; (b) a description of any adverse events or unanticipated problems involving risks to subjects or others, withdrawal of subjects from the research, or complaints about the research; (c) a summary of any recent literature, findings, or other relevant information, especially information about risks associated with the research; and (d) a copy of the current informed consent document. 

For projects which qualify for continuing review under the expedited review procedure, the IRB Chair will conduct the continuing review. 


LEVELS OF IRB REVIEW
A. Research that is Exempt from Further Review 

The DHHS regulations (45 CFR 46.101) specify six categories of research that are exempt from further review. The IRB Chair determines which research studies qualify for this level of review, and submission of an IRB proposal is still required. Research in which the only involvement of human subjects is in one or more of the following categories is exempt from further review: 

1. Research conducted in established or commonly accepted educational settings, involving normal educational practices, such as (i) research on regular and special education instructional strategies, or (ii) research on the effectiveness of or the comparison among instructional techniques, curricula, or classroom management methods. 

2. Research involving the use of educational tests (cognitive, diagnostic, aptitude, achievement), survey procedures, interview procedures or observation of public behavior, unless: (i) information obtained is recorded in such a manner that human subjects can be identified, directly or through identifiers linked to the subjects; and (ii) any disclosure of the human subjects' responses outside the research could reasonably place the subjects at risk of criminal or civil liability, or be damaging to the subjects' financial standing, employability, or reputation. 

3. Research involving the use of educational tests (cognitive, diagnostic, aptitude, 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 elected or appointed public officials or candidates for public office; or (ii) federal statute(s) require(s) without exception that the confidentiality of the personally identifiable information will be maintained throughout the research and thereafter. 

4. Research involving the collection or study of existing data, documents, records, pathological specimens, or diagnostic specimens, if these sources are publicly available, or if the information is recorded by the investigator in such a manner 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 approval 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 changes in or alternatives to those programs or procedures; or (iv) possible changes in methods or levels of payment for benefits or services under those programs. 

6. Taste and food quality evaluation and consumer acceptance studies, (i) if wholesome foods without additives are consumed, or (ii) if a food is consumed that contains a food ingredient at or below the level and for a use found to be safe, or agricultural chemical or environmental contaminant at or below the level found to be safe by the Food and Drug Administration or approved by the Environmental Protection Agency or the Food Safety and Inspection Service of the U.S. Department of Agriculture. 

The IRB Chair reviews each Proposal for Initial Review submitted to the TWU IRB. When the Chair determines that the project is exempt from further review, and all supporting documentation (training certificates, informed consent forms, recruitment materials, data collection instruments, and any proposal for external or internal funding,) has been received, the IRB Chair will determine whether any modifications or clarifications are needed. Upon receipt of satisfactory responsive materials, the IRB Chair will indicate exempt from further review on the Approval letter. Except for prior approval of any modifications to the approved forms or procedures, no additional review by the IRB is required. 
B. Research that is Eligible for Expedited Review

The DHHS Regulations (45 CFR 46.110) specify the conditions under which research may be reviewed by the IRB under expedited review procedures. Projects that meet both of the following two conditions may be reviewed under expedited review procedures: 

1. The research presents no more than minimal risk to human subjects ; and 

2. The research involves only procedures listed in one or more of the allowed ten categories (see below). 

The expedited review procedure may not be used for: 

1. Research in which identification 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, reputation, or be stigmatizing, unless reasonable and appropriate protections will be implemented so that risks related to invasion of privacy and breach of confidentiality are no greater than minimal ; or 

2. Classified research involving human subjects. 

Research that involves no more than minimal risk and in which the only involvement of human subjects is in one or more of the following categories (as published in the Federal Register) is eligible for expedited review: 

1. Clinical studies of drugs and medical devices only when condition (a) or (b) is met. Research on drugs for which an investigational new drug application (21 CFR 312) is not required. (Note: Research on marketed drugs that significantly increases the risks or decreases the acceptability of the risks associated with the use of the product is not eligible for expedited review.) (b) Research on medical devices for which (i) an investigational device exemption application (21 CFR 812) is not required; or (ii) the medical device is cleared/approved for marketing and the medical device is being used in accordance with its cleared/approved labeling. 

2. Collection of blood samples by finger stick, heel stick, ear stick, or venipuncture as follows: (a) from healthy, nonpregnant adults who weigh at least 110 pounds. For these subjects, the amounts drawn may not exceed 550 ml in an 8-week period, and collection may not occur more frequently than 2 times per week; or (b) from other adults and children, considering the age, weight, and health of the subjects, the collection procedure, the amount of blood to be collected, and the frequency with which it will be collected. For these subjects, the amount drawn may not exceed the lesser of 50 ml or 3 ml per kg in an 8-week period and collection may not occur more frequently than 2 times per week. 

3. Prospective collection of biological specimens for research purposes by noninvasive means. Examples: (a) hair and nail clippings in a nondisfiguring manner; (b) deciduous teeth at time of exfoliation or if routine patient care indicates a need for extraction; (c) permanent teeth if routine patient care indicates a need for extraction; (d) excreta and external secretions (including sweat); (e) uncannulated saliva collected either in an unstimulated fashion or stimulated by chewing gumbase or wax or by applying a dilute citric solution to the tongue; (f) placenta removed at delivery; (g) amniotic fluid obtained at the time of rupture of the membrane prior to or during labor; (h) supra- and subgingival dental plaque and calculus, provided the collection procedure is not more invasive than routine prophylactic scaling of the teeth and the process is accomplished in accordance with accepted prophylactic techniques; (i) mucosal and skin cells collected by buccal scraping or swab, skin swab, or mouth washings; (j) sputum collected after saline mist nebulization. 

4. Collection of data through noninvasive procedures (not involving general anesthesia or sedation) routinely employed in clinical practice, excluding procedures involving x-rays or microwaves. Where medical devices are employed, they must be cleared/approved for marketing. (Studies intended to evaluate the safety and effectiveness of the medical device are not generally eligible for expedited review, including studies of cleared medical devices for new indications.) Examples: (a) physical sensors that are applied either to the surface of the body or at a distance and do not involve input of significant amounts of energy into the subject or an invasion of the subject’s privacy; (b) weighing or testing sensory acuity; (c) magnetic resonance imaging; (d) electrocardiography, electroencephalography, thermography, detection of naturally occurring radioactivity, electroretinography, ultrasound, diagnostic infrared imaging, doppler blood flow, and echocardiography; (e) moderate exercise, muscular strength testing, body composition assessment, and flexibility testing where appropriate given the age, weight, and health of the individual. 

5. Research involving materials (data, documents, records, or specimens) that have been collected, or will be collected solely for non-research purposes (such as medical treatment or diagnosis). 

6. Collection of data from voice, video, digital, or image recordings made for research purposes. 

7. Research on individual or group characteristics or behavior (including, but not limited to, research on perception, cognition, motivation, identity, language, communication, cultural beliefs or practices, and social behavior) or research employing survey, interview, oral history, focus group, program evaluation, human factors evaluation, or quality assurance methodologies. 

8. Continuing review of research previously approved by the convened IRB as follows: (a) where (i) the research is permanently closed to the enrollment of new subjects; (ii) all subjects have completed all research-related interventions; and (iii) the research remains active only for long-term follow-up of subjects; or (b) where no subjects have been enrolled and no additional risks have been identified; or (c) where the remaining research activities are limited to data analysis. 

9. Continuing review of research, not conducted under an investigational new drug application or investigational device exemption where categories two (2) through eight (8) do not apply but the IRB has determined and documented at a convened meeting that the research involves no greater than minimal risk and no additional risks have been identified. 

10. For both initial and continuing reviews conducted under expedited review procedures, the IRB Chair will document the specific category justifying the expedited review and the action taken by the IRB Chair, including any required findings. 

The expedited review procedure may also be used to review minor changes in previously approved research during the period for which approval is authorized (45 CFR 46.110).
"Expedited" refers to the level of review and does not mean that the review will be conducted quickly in all instances.
Note: Course instructors and faculty sponsors of student projects are encouraged to advise students to meet the requirements of expedited review so that projects may be reviewed by the IRB and projects completed within the course term/semester. Student projects that meet the following criteria are both practically doable in 10-15 weeks and qualify for expedited review:

· Research design is a structured interview, observation, or self-report survey

· Participants are adults (students, staff, faculty) affiliated with a TWU campus

· Data collection instruments (surveys and interviews) are anonymous; no identifiers collected

· Proposal indicates explicitly how confidentiality of data is ensured.

· The survey/interview question content poses no more than minimal risk
· Project results are presented (oral or written) only in aggregate (not at individual participant level)
C. Research Requiring Review by the Full Board


All research that does not meet exempt from further review requirements or is not eligible for expedited review procedures will be scheduled for review by the Full Board. A Full Board review is conducted by five IRB members (including at least one member whose primary interests are non-scientific) selected by the Chair. Approval of the research project requires a majority vote of the selected Full Board reviewers. Examples of projects requiring review by the Full Board include the following: 

· Research involving greater than minimal risk 

· Research involving vulnerable populations (minors, prisoners, pregnant women, mentally disabled persons)
 Five actions are taken when a project undergoes a Full Board review. IRB actions for initial or continuing review of research projects or protocol changes include the following:

(1) Approved with no changes. The research project may be initiated upon issuance of the IRB approval letter.

(2) Approvable with minor changes. The research project is reviewed by the IRB Chair or IRB designee. Such minor changes must be clearly delineated by the IRB so the investigator may simply concur with the IRB's stipulations. The research may begin after the required changes are verified and the protocol approved by the IRB Chair or IRB designee.

(3) Approvable with substantive changes. The research project must be reviewed by a Full Board. The research may begin only after the Full Board has reviewed and approved the required changes to the research project.

(4) Deferred. Review of the research project halts, pending receipt of additional substantive information. The IRB determines that it lacks sufficient information about the research to proceed with its review. The research may not proceed until the IRB has approved a revised proposal incorporating all necessary information.

(5) Disapproved. The IRB has determined that the research project cannot be conducted because the risks presented to human subjects outweigh the potential benefits of the research. 



FREQUENTLY ASKED QUESTIONS

1. How do you know if you are conducting research with human subjects?
The regulations define research as "a systematic investigation, including research development, testing and evaluation, designed to develop or contribute to generalizable knowledge." The regulations further clarify that "activities which meet this definition constitute research... whether or not they are conducted or supported under a program which is considered research for other purposes. Some demonstrations and service programs may include research activities." (45 CFR 46.102)
2. What training is required before you submit your research for review by the TWU IRB?
The TWU IRB requires all principal investigators to complete a free online training course hosted by the National Institutes of Health Office of Extramural Research before you submit your IRB proposal. This self-paced course is titled, “Protecting Human Research Participants.” You may access the course at http://phrp.nihtraining.com/users/login.php. 
This course can be completed in approximately one to two hours. Upon successful completion of the course, three “completion certificates” should be printed from the NIH/NCI website (as they are time and date stamped). One certificate should be retained by the investigator, a paper copy of the certificate must be submitted to the IRB Chair along with the completed Initial Review Proposal for the investigator’s first human subjects proposal. The third certificate copy may be needed if external funding is acquired. Training certificates are valid for three years from the completion date or upon major changes to Federal Regulations.
3. What aspects of your proposed research project will be reviewed by the IRB?
The IRB review of human subjects research is limited to procedures affecting the ethical treatment of human subjects. The review process focuses on such issues as minimizing risks to subjects, ensuring voluntary participation, verifying that selection of subjects is equitable, ensuring informed consent, and protecting privacy and confidentiality. The complete list of IRB review criteria is set forth at 45 CFR 46.111. The IRB does not review proposals for research merit, although the IRB Chair and Secretary welcome opportunities to assist investigators with strategies to improve their research design and data collection efforts.
4. What happens if you do not comply with TWU and Federal regulations regarding human subjects research?

If non-compliance is alleged, the IRB Chair will initiate an investigation. The researcher will be informed of the allegations and given ample time to respond. The IRB Chair will then review the relevant information with the IRB membership and make a Report to the TWU Institutional Official, including recommended actions. Possible corrective actions to be taken include but are not limited to: 

· destruction of all data collected improperly;

· requiring additional training for person involved in the non-compliance;

· temporary suspension of an investigator's eligibility to conduct human subjects research; 

· notifications to subjects about the non-compliance; and

· letters of reprimand to persons involved in the non-compliance

The TWU Provost is the designated Institutional Official. Non-compliance can have serious consequences for both the investigator and TWU. If the investigator conducts human subjects research without IRB approval or deviates from IRB approved project protocol, s/he is personally liable for risks and damages incurred, which may include legal charges (criminal and civil). Approval for the project may be terminated, and TWU could be at risk of losing all federal or other funding related to research activities. If the Institutional Official determines the non-compliance to be either serious or continuing, it must be reported to the Office for Human Research Protections (OHRP), and if it relates to a sponsored project, to the sponsoring agency or entity. 

Also, many social, behavioral, and educational journals require that the author of a proposed article submit proof that any human subjects research data discussed in the article was approved in advance by an IRB. Failure to obtain prior IRB approval may prevent a scholar from presenting the results of research in a journal or at an academic conference. 

5. IRB approval of your research will expire before you finish your project. What do you need to do to maintain IRB approval? 

 It is the investigator’s responsibility to submit a Renewal Form to the IRB Chair at least 30 days prior to the expiration date of the IRB approval. If approval for the research study is not extended prior to the expiration date, all data collection must cease as of the expiration date, and a new IRB proposal must be submitted for review to obtain IRB approval. Data collection may not resume until a new approval letter has been issued.

6. You want to change something in your project. Do you have to submit everything to the IRB again?

All changes in the project that deviate from the original submission must be approved by the IRB prior to implementation, except when changes are necessary to eliminate immediate risks to the subjects. Approval of such modifications is obtained by submitting a Modification Form to the IRB Chair describing in detail all the proposed changes to the research and attaching a copy of any revised informed consent forms, survey instruments, etc. The IRB Chair will determine whether review by the Full Board is needed. Minor changes such as adding a new research assistant or deleting one of the data collection instruments can be approved by the IRB Chair. If the requested changes are approved, the researcher will receive a letter from the IRB Chair approving the modification. Please note that no changes can be implemented before this approval letter is issued. 

7. If someone participating in your study has an unexpected or negative reaction, what do you do?

Any unanticipated problems involving risks to subjects must be reported immediately to the TWU IRB. These are called adverse events. The IRB Chair will report in writing any report of significant adverse events to the TWU Institutional Official, who will in turn report as needed to the relevant Department or Agency Head (sponsor), any applicable regulatory body and the Office for Human Research Protections, as mandated in the Federal Regulations. 

8. The funding agency requires proof of IRB approval before it will release funds, but the money is needed to develop the instruments and procedures for the study. What do you do? 

Many times funding is needed to develop and finalize the instruments and procedures that will be used in a study. This presents a dilemma regarding the IRB’s responsibility to thoroughly review human subject research submissions prior to awarding of funding. In accordance with 45 CFR 46.118, the following procedure will be used: When an investigator plans to involve human subjects in a research project but has not yet developed the instruments and/or procedures that will be used in the research, an IRB proposal should be submitted that includes all relevant information known at that time. The investigator should indicate that approval is being sought for the purposes of concept approval only. The submission will then be reviewed by the IRB Chair and the Full Board (if applicable) and may be approved for the purposes of development only, with the condition that no human subjects may be involved in the proposed project until all instruments and procedures for the study have been reviewed and approved by the IRB. 


DEFINITIONS AND TERMS
Adverse Events are any unanticipated problems that arise in connection with the involvement of human subjects in research.
Assent means a child's affirmative agreement to participate in research. Mere failure to object (absent affirmative agreement) should not be construed as assent. 
Code of Federal Regulations (CFR) is the codification of the general and permanent rules and regulations (sometimes called administrative law) published in the Federal Register by the executive departments and agencies of the Federal Government of the United States. Title 45 pertains to public welfare and is the jurisdiction of the Department of Health and Human Services. Part 46 of Title 45 governs the protection of human subjects.
Coercion is the practice of compelling a person to involuntarily behave in a certain way (whether through action or inaction) by use of threats, intimidation or some other form of pressure or force.
Concept Approval may be granted to research projects that are applying for external funding. Many funding agencies require IRB approval prior to funding. In instances when funding is needed to conduct the project, funding agencies may accept an IRB concept approval for commencement of fund allocation.
Confidentiality ensures that information collected from human subjects is accessible only to those authorized to have access. Authorized access should be explicitly described in the proposal.
Conflict of Interest is defined as a conflict between the private interests and the official responsibilities of a person. Examples of conflict of interest include serving on a thesis or dissertation committee for a project being reviewed, serving as principal investigator or faculty sponsor on a project being reviewed, or holding an ownership interest in an entity where the project is being performed.
Consent is the subject’s verbal or written agreement and willingness to participate in the procedures involved in the research. Informed consent, when required, shall be documented by the use of a written consent form approved by the IRB and signed by the subject or the subject's legally authorized representative. A copy shall be given to the person signing the form.
Deferred Review is one of the five actions taken when a project undergoes a Full Board review. The review of the research project is halted, pending receipt of additional substantive information. The IRB determines that it lacks sufficient information about the research to proceed with its review. The research may not proceed until the IRB has approved a revised proposal incorporating all necessary information.
Exempt from Further Review is one of the three levels of IRB review. Projects that qualify as exempt from further review must meet one of six categories set in the DHHS regulations. Studies conducted in educational settings using educational tests, that use existing data or documents, or consumer taste and acceptance studies are often exempt from further review.
Expedited Review is one of the three levels of IRB review. Projects that qualify for expedited review involve no more than minimal risk to subjects and meet one of nine specified categories.
Full Board Review is one of the three levels of IRB review. All research that does not meet exempt from further review requirements or is not eligible for expedited review procedures will be scheduled for review by the Full Board. A Full Board review is conducted by five IRB members (including at least one member whose primary interests are non-scientific) selected by the IRB Chair. Approval of the research project requires a majority vote of the selected Full Board reviewers.
Human Subjects are living individuals "about whom an investigator (whether professional or student) conducting research obtains (1) data through intervention or interaction with the individual, or (2) identifiable private information." See definitions for intervention, interaction and private information for additional guidance in determining whether the research involves human subjects. 

Identifiers any information that may link an individual to the data they offered by participating in the research project. Identifiers are often demographic descriptors such as gender, age, ethnicity, marital status, SES, and sexual orientation. Other identifiers include contact information (address, email, phone numbers) and issued information (social security number, driver’s license), which are protected by FERPA. Any personal characteristic may be an identifier if the rarity of the characteristic is such that the individual’s identity is discernable from aggregately reported findings.
Interaction includes communication or interpersonal contact between investigator and subject. 

Intervention includes both physical procedures by which data are gathered and manipulations of the subject or the subject’s environment that are performed for research purposes. 

Legal Risks include risk of criminal prosecution or civil lawsuits when research methods reveal that the subject has engaged in conduct which involves criminal or civil liability, and there is a legal mechanism which triggers release of that information (an example is the duty to report child abuse). 

Loss of Confidentiality is a breach in confidentiality. Confidentiality is presumed and must be maintained unless the investigator obtains the express permission of the subject to do otherwise. Risks from breach of confidentiality include invasion of privacy, as well as the social, economic and legal risks outlined above. Release of confidential information is the most common type of risk encountered in social, behavioral, and educational research.

Minimal Risk means that the probability and magnitude of harm or discomfort anticipated in the research are not greater in and of themselves than those ordinarily encountered in daily life or during the performance of routine physical or psychological examinations or tests.

Modifications are minor or major changes in the approved procedures or documents in a research proposal. Modifications may be initiated by the IRB or the principal investigator. 
Physical Risks include physical discomfort, pain, injury, illness or disease brought about by the methods and procedures of the research. These risks are not commonly encountered in most social, behavioral, and educational research conducted at TWU.

Private information includes information about behavior that occurs in a context in which an individual can reasonably expect that no observation or recording is taking place, and information which has been provided for specific purposes by an individual and which the individual can reasonably expect will not be made public (for example, a medical record). Private information must be individually identifiable (i.e., the identity of the subject is or may readily be ascertained by the investigator or associated with the information) in order for obtaining the information to constitute research involving human subjects (45 CFR 46.102).

Psychological/Emotional Risks may be experienced during participation in the research and/or afterwards as a result of participating in the research. These risks include but are not limited to anxiety, stress, fear, confusion, embarrassment, depression, guilt, shock, or loss of self-esteem.
Research means a systematic investigation, including research development, testing and evaluation, designed to develop or contribute to generalizable knowledge. Activities which meet this definition constitute 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.
Social/Economic Risks include changes in relationships with others that are detrimental to the subject, and may involve embarrassment, loss of respect of others, or diminishing the subject's future employability or eligibility for insurance. 

Vulnerable Populations consist of individuals who may not have the capacity to understand their rights as research participants. Such populations include but are not limited to minors (children), prisoners, pregnant women, fetuses, mentally disabled persons, or economically or educationally disadvantaged persons.
Waiver of consent or assent may be obtained. A waiver removes the requirement of consent and/or assent. The waiver cannot adversely affect the rights and welfare of the subjects. In determining whether it is appropriate to waive the requirement to obtain consent from these subjects, the IRB considers the sensitivity of the information being recorded, the vulnerability of the subject population, and the purpose for which the investigator wants access to the information. In some cases, consent cannot be waived. For example, the Buckley Amendment, also known as FERPA, requires written parental permission for release of records or identifiable information about children in public schools.
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Federalwide Assurance
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Federalwide Assurance (FWA) for the Protection of Human
Subiects for Institutions Within the United States




This is an automated message from an unmonitored address. Please do not reply.

Your institution's electronic submission for the update/renewal of its Federalwide Assurance Texas Wesleyan U has been approved by the Office for Human Research Protections (OHRP). The expiration date for your FWA renewal is 7/16/2013 1:19:37 PM. You will find this approval listed on our website at http://ohrp.cit.nih.gov/search/search.aspx. Funding agencies use this website to verify that an institution holds an active OHRP-approved FWA.

Whenever information provided to OHRP changes for your institution's FWA, you must submit an update/renewal. You may do this electronically by going to the OHRP Electronic Submission System at http://ohrp.cit.nih.gov/efile/. Your FWA must be renewed at least every 3 years.

When an electronic submission is processed, an automatically generated e-mail notifies the Human Protections Administrator and Signatory Official, as well as the person submitting the electronic record, that the FWA document has been approved. This, of course, is dependent upon the electronic file submitted to OHRP providing e-mail addresses as requested.

Sincerely,

Division of Policy and Assurances
Office for Human Research Protections
U.S. Department of Health and Human Services
1101 Wootton Parkway, Suite 200
Rockville, MD 20852(240) 453-6900 

APPENDIX B

IRB Registration Renewal OHRP
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U.S. Department of Health and Human Services (HHS)
Registration of an Institutional Review Board (IRB)




This is an automated message from an unmonitored address. Please do not reply.

The update/renewal for your institutional review board (IRB) organization (IORG) registration, submitted electronically, has been processed. IORG0001747 represents the overall registration, with each IRB receiving a distinct identification number under the IORG. The following IRB(s) are registered with the Office for Human Research Protections (OHRP):

IRB00002219 Texas Wesleyan U IRB #1 (RENEWED)

This registration is listed on our website at http://ohrp.cit.nih.gov/search/search.aspx. Funding agencies use this website to verify that an institutional review board (IRB) has an active registration.

Whenever information provided to OHRP changes for this IORG-IRB registration regarding the contact person who provided the IRB registration information or the IRB chairperson, your organization must submit an update/renewal within 90 days of the change. You must do this electronically via the OHRP website at http://ohrp.cit.nih.gov/efile/.The IORG-IRB registration must be renewed at least every 3 years. The expiration date for your IORG-IRB Registration is 5/28/2013 8:11:41 AM.

When an IRB registration submission has been reviewed and accepted by OHRP, an automatically generated e-mail notifies the person submitting the electronic record, the Information Provider, the chairperson(s) of the IRB(s), and the Senior Officer or Head Official on the Institution or Organization operating the IRB that the document has been reviewed and accepted by OHRP. This, of course, is dependent upon the electronic file submitted to OHRP providing correct e-mail addresses as requested.

Sincerely,

Division of Policy and Assurances 
Office for Human Research Protections 
U.S. Department of Health and Human Services 
1101 Wootton Parkway, Suite 200 
Rockville, MD 20852
(240) 453-6900 
Toll-Free within the U.S. (866) 447-4777
APPENDIX C
Consent Form
	TEXAS WESLEYAN UNIVERSITY

INSTITUTIONAL REVIEW BOARD

INFORMED CONSENT FORM
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Before agreeing to participate in this research study, it is important that you read and understand the following explanation of the purpose and benefits of the study and how it will be conducted.  
Title of Study:  ____________________________________________________

Principal Investigator:  ______________________, Texas Wesleyan University (TWU) Department of _____________________________. 

Purpose of the Study: You are being asked to participate in a research study which involves (describe the project in language the subject can easily understand). 

Study Procedures: You will be asked to (explain specifically what the subjects will be asked to do) that will take about (specify the total time commitment) of your time.  

Foreseeable Risks: The potential risks involved in this study are (include any foreseeable risks or discomforts which the subject may experience or state that “No foreseeable risks are involved in this study.”). 
Benefits to the Subjects or Others: We expect the project to benefit you by (include any foreseeable benefits to the subjects or state that “This study is not expected to be of any direct benefit to you” and explain how the study will benefit others or contribute to your field of study.).  
Compensation for Participants: You will receive (describe any payment or other compensation) as compensation for your participation (describe any conditions associated with compensation,  i.e., is payment conditioned upon on completing all tasks requested or is there partial payment for completing some of the tasks, etc.; delete paragraph if not applicable). 
Procedures for Maintaining Confidentiality of Research Records: (Describe the methods you will take to protect your subjects' confidentiality/anonymity, such as maintaining signed consent forms and coded survey results in separate locations.   If you are conducting a study where the subjects will be audio and/or video recorded, explain where and how long such recordings will be maintained, identify all audiences who will see/hear such recordings, specify the method of disposition of the recordings at the conclusion of the study.)  The confidentiality of your individual information will be maintained in any publications or presentations regarding this study. 
Questions about the Study: If you have any questions about the study, you may contact __(insert name of Principal Investigator)_______ at telephone number _____________________ and/or email address ___________________
Review for the Protection of Participants: This research study has been reviewed and approved by the TWU Institutional Review Board (IRB).  The TWU IRB can be contacted at (817) 531-5840 with any questions regarding the rights of research subjects. 

Research Participants’ Rights:

Your signature below indicates that you have read or have had read to you all of the above and that you confirm all of the following: 

· (Insert name of Principal Investigator) has explained the study to you and answered all of your questions.  You have been told the possible benefits and the potential risks and/or discomforts of the study. 

· You understand that you do not have to take part in this study, and your refusal to participate or your decision to withdraw will involve no penalty or loss of rights or benefits.  The study personnel may choose to stop your participation at any time. 

· You understand why the study is being conducted and how it will be performed.  
· You understand your rights as a research participant and you voluntarily consent to participate in this study. 

· You have been told you will receive a copy of this form. 

________________________________                                                             Printed Name of Participant

________________________________                                ____________         Signature of Participant                                   

Date


For the Principal Investigator or Designee:
I certify that I have reviewed the contents of this form with the subject signing above.  I have explained the possible benefits and the potential risks and/or discomforts of the study.  It is my opinion that the participant understood the explanation.  
______________________________________                    ____________                 Signature of Principal Investigator or Designee

Date
APPENDIX D
Child Assent Form



You are being asked to be part of a research project being done by the Texas Wesleyan University Department of _____________. 

This study involves (describe the project and its purpose in language the subject can easily understand). 

You will be asked to (explain specifically what the children will be asked to do) that will take about (specify the time commitment).  

If you decide to be part of this study, please remember you can stop participating any time you want to. (or equivalent language adapted for older children)   

If you would like to be part of this study, please sign your name below.  
__________________________                                                                                              Printed Name of Child
__________________________                                _______________                                                   Signature of Child 




Date 

__________________________                                _______________                                             Signature of Principal Investigator                             Date 

Waiver of Assent

The assent of (insert name of child) was waived due to:

_________ Age

_________ Maturity

_________ Psychological State

_______________________________                                                                                   Printed Name of Parent/Guardian
_______________________________                         ______________                                        Signature of Parent/Guardian                                        Date
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MODIFICATION REQUEST 

FOR APPROVED HUMAN SUBJECTS RESEARCH

Before modification can be made to an approved Institutional Review Board (IRB) proposal, approval must be obtained per federal regulations.

	Principal Investigator:


	Today’s Date:

	Title of Project:



	IRB Approval Date:


	Project Approval Number:

	Email address:
	Telephone Number:



	Faculty Sponsor: If student is principal investigator
	Faculty Sponsor Telephone:

	Sponsoring Department:
	School:






Description of Changes Requested:
Rationale/Need for Changes:

______________________________________

________________
Principal Investigator / Faculty Sponsor


Date



If changes are made to participant instructions, a research consent form, information letter or data collection instrument provide revised cop(ies) with this modification request.

APPENDIX F
Continuation Request & Progress Report

	INSTITUTIONAL REVIEW BOARD
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CONTINUATION REVIEW REQUEST

The Texas Wesleyan University Institutional Review Board (IRB) is responsible for protecting the welfare and rights of individuals who are subjects of research sponsored by faculty, staff, or students of Texas Wesleyan University campuses. Approval by the IRB must be obtained prior to the initiation of subsequent years of a project, whether conducted on campus or off-campus.

Per federal regulations, multi-year projects must be reviewed at intervals appropriate to the degrees of risk, but no less than once per year.  Continuation review requests must be submitted no later than the anniversary of the initial review approval date.



	Principal Investigator:


	Today’s Date:

	Title of Project:



	IRB Approval Date:


	Project Approval Number:

	Multi-year Project:   FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No
	Telephone Number:



	Faculty Sponsor: If student is principal investigator
	Faculty Sponsor Telephone:

	Sponsoring Department:
	School:


Responses to the following information serve as the basis for continued approval of your project. The enclosed IRB Progress Report must be completed, signed, and returned to the IRB Chair with the documents specified below:

 FORMCHECKBOX 
 Clean copies of consent forms

 FORMCHECKBOX 
 Clean copies of data collection instruments (recruitment ads, questionnaires, etc.)

 FORMCHECKBOX 
 Copy of current NIH Human Participants Protection online training certificate



______________________________________

________________
Principal Investigator / Faculty Sponsor


Date
	INSTITUTIONAL REVIEW BOARD

Texas Wesleyan University

1201 Wesleyan

Fort Worth, TX 76105
	[image: image7.png]) Wesleyan








PROJECT PROGRESS REPORT

	Today’s Date:
	Project Approval Number:



	Project Title:



	Principal Investigator:
	Telephone: 



	School:
	Department:



	Check one:      FORMCHECKBOX 
 Continuing Review


	 FORMCHECKBOX 
 Final Report


I. Summary of Research Protocol

[Briefly describe how participants were recruited, instructions, how consent was obtained, and how data were collected and stored. Include the number of participants accrued and their gender and ethnic breakdown]
II. Summary of Adverse Events or Unanticipated Problems

[Briefly describe any adverse effects or unanticipated problems that occured while executing the project; include those involving risks to participants or others and any participant withdrawals or complaints received since the last review]
III. Summary of Recent Developments and Modifications

[Briefly describe and cite any relevant recent literature, interim findings, and/or amendments or modifications to the research since the last review]
IV. Project Assessment

[If requesting a continuation, state why a continuation is needed; include the number of participants needed to complete project. State whether original protocol will be followed or if modifications are needed; specify any modifications]
[If completing a final report, state whether proposed sample size was met. Briefly describe the outcomes of the project, including benefits to participants and the field of study]


______________________________________

________________
Principal Investigator / Faculty Sponsor


Date
IRB Manual 2007 – last modified: Jan 2011            1

