1.0 General IRB Policies

The governing regulations for Tarleton State University’s IRB are 45 Code of Federal Regulations (CFR) Part 46, 21 CFR Parts 50, 56, 312, and 812, and the Health Insurance Portability and Accountability Act (HIPAA). Anyone conducting research under the express or implied endorsement of Tarleton State University will follow 45 CFR 46 and 21 CFR 50 and 56 for all funded and non-funded research.

1.0.1 Functions and Responsibilities

A. Safeguarding the rights and welfare of subjects at risk in any research activity, whether financially supported or not, and irrespective of the source of any supporting funds, is primarily the responsibility of the institution. In order to provide for the adequate discharge of the institutional responsibility, no research activity involving human subjects may be undertaken by any faculty, staff, employee or student at Tarleton State University unless our IRB has reviewed and approved the research prior to commencing the research activity.

B. The review will determine whether the subjects will be placed at risk and, if risk is involved, that:

1. Risks to participants are minimized by using procedures which are consistent with sound research design and do not unnecessarily expose participants to risk.

2. Risks to participants are minimized whenever appropriate, by using procedures already being performed on the participants for diagnostic or treatment purposes.

3. Risks to participants are reasonable in relation to anticipated benefits, if any, to participants, and the importance of the knowledge that may reasonably be expected to result.

4. Selection of participants is equitable.

5. Informed consent will be sought from each prospective participant or the participant’s legally authorized representative, in accordance with, and to the extent required by the regulations.

6. Informed consent will be appropriately documented, in accordance with, and to the extent required by the regulations.

7. When appropriate, the research plan makes adequate provision for monitoring the data collected to ensure the safety of participants.

8. When appropriate, there are adequate provisions to protect the privacy of participants.

9. When appropriate, there are adequate provisions to maintain the confidentiality of data.

10. When some or all of the participants are likely to be vulnerable to coercion or undue influence, such as children, prisoners, pregnant women, mentally disabled persons, or economically or educationally disadvantaged persons, additional safeguards have been included in the study to protect the rights and welfare of these participants.

11. The conduct of the activity will be reviewed at intervals determined by the IRB, but not less than annually.

C. The determination of when an individual is at risk is a matter of the application of common sense and sound professional judgment as relates to the circumstances of the research activity in question. 

1. The IRB will carefully weigh the relative risks and benefits of the research procedures to be applied to the subject.
2. Research activities designed to yield fruitful results for the benefit of individual subjects or society in general may incur risks to the subjects provided such risks are outweighed by the benefit to be derived from activities.

3. The degree of risk involved in any activity should never exceed the humanitarian importance of the problems to be solved by that activity. Likewise, compensation to volunteers should never be such as to constitute an undue inducement to the subject.

4. There is a wide range of medical, social and behavioral research projects and activities in which no immediate physical risk to the subject is involved; e.g., those utilizing personality inventories, interviews, questionnaires, or the use of observation, photographs, taped records, or stored data. However, some of these procedures may involve varying degrees of discomfort, harassment, or invasion of privacy.

5. There may also be projects that involve tissues, body fluids, and other materials previously obtained from human subjects for another purpose. The use of these materials obviously involves no element of physical risk to the subject. However, their use for research, training, and service purposes may present psychological, sociological, or legal risks to the subjects. In these instances, application of the policy requires IRB review to determine that the circumstances under which the materials are to be procured are appropriate and, if the subject is deemed to be at risk, that adequate and appropriate consent will or can be obtained for the use of these materials for research purposes.

6. Similarly, some studies depend upon stored data or information that was often obtained for quite different purposes. Here, the IRB will determine whether the use of these materials is within the scope of the original consent, or whether consent should be obtained or waived.

B. The Institutional Review Board shall not approve any activity involving human subjects unless the principal investigator is a faculty member, staff member, or student of Tarleton State University, or unless a Tarleton State University faculty member agrees in writing to assume responsibility for the subjects involved. 

C. Any activity involving the use of radiation, lasers, biohazards, or otherwise prohibited or restricted material, device, or process must have approval from the appropriate oversight office, specifically the Office of Environmental Health and Safety, before it can issue approval.

D. Compliance with this policy or the procedures set forth herein will in no way render inapplicable pertinent laws of the State of Texas, any local law which may bear upon the proposed activity or the Rules and Regulations of the Board of Regents of the Texas       A & M University System. 

1.0.2 Confidentiality of the Review Process 

During the process of initial or continuing review of an activity, material provided to the Institutional Review Board (IRB) shall be considered privileged information and the IRB shall assure the confidentiality of the data contained therein.

1.0.3 Research Determinations 

Investigators seeking a determination about whether an activity is regarded as human subjects research should submit a formal request to the IRB with a detailed description of the activity. The Principal Investigator (PI) or Program Coordinator (PC), the IRB Chair, and such IRB members as designated by the Chair will meet and reach consensus regarding whether the activity represents human subjects research and then the IRB chair may formally approve this action. Determinations are based upon the definition of “human research.”  The IRB Chair will document determinations and file this documentation with the Approval Packet in the Office of Sponsored Projects. 
If research involves the use of a food, biologic, nutritional, or food supplement that might fit the FDA definition of a “drug,” IRB staff will review this definition in the Federal Food, Drug, and Cosmetic Act Section 321(g)(1) to determine whether the research involves the use of a drug. If the research involves a drug, IRB staff will consult the FDA regulations 21 CFR 312.2(b)(1) to determine whether the drug is exempt from the requirement for an Investigational New Drug Application (IND). If an IND is required, the IRB will not review the research and IRB staff will return the protocol to the investigator with a written explanation.

If research involves the use of a device that might fit the FDA definition of a “device,” IRB staff will review this definition in the Federal Food, Drug, and Cosmetic Act Section 321(h) to determine whether the research involves the use of a device. If the research involves the use of a device, IRB staff will consult the FDA regulations 21 CFR 812.2(c) to determine whether the device is exempt from the requirement for an Investigational Device Exemption (IDE). If an IDE is not required, the protocol may be reviewed by the IRB. If an IDE is required, IRB staff will evaluate whether the sponsor or investigator has claimed that the device is not significant risk, not banned, and the research meets the requirements of 21 CFR 812.2(b)(1). If not, the IRB will not review the research and the IRB staff will return the protocol to the investigator with a written explanation. Otherwise, the IRB will review the protocol and consider whether the device is not significant risk.

If an investigator or sponsor claims a device is not significant risk, then the IRB will review research involving the investigational device at a convened meeting. The IRB will determine whether the device is not a significant risk by reviewing the criteria in 21 CFR 812.3(m) (see section 3.5.1). If the IRB determines that the device is not a significant risk, it will document that determination in the primary reviewer checklist and the minutes along with the IRB’s rationale for that decision. Otherwise, the IRB will disapprove the research, and notify the investigator, and sponsor, if any.

1.0.4 Undue Influence of IRB Members 

In cases in which an IRB member experiences either direct or indirect undue influence or coercion to make a ruling for a specific research study or investigator, the following process should be used. The IRB member is asked to document the issues related to the case in writing to the IRB Chair in order to open a formal report. The Chair will formally review the information and may convene a meeting and/or otherwise obtain additional information as necessary. The Chair will then subsequently inform the Associate Vice President for Academic Affairs and the IRB of his or her findings.

1.0.5 Suspension & Termination Policy 

Suspension means a temporary withdrawal of approval of some or all research, or a permanent withdrawal of approval of some research activities. A suspended protocol requires continuing review. Termination means a permanent withdrawal of approval of all research activities. A terminated protocol does not require continuing review. The IRB has the authority to suspend or terminate approval of a research protocol whenever it has been determined the research is not being conducted according to the University’s human subjects research policies and procedures, or in cases in which there has been unexpected serious harm to participants.

While Chair of the IRB, Director of the Office of Sponsored Projects, and Program Coordinator or Principle Investigator have the right to suspend a study that poses an immediate risk to participants, generally suspensions will be determined by a vote of the full IRB. Suspensions or terminations ordered by the Chair of the IRB, Director of the Office of Sponsored Projects, and Program Coordinator or Principle Investigator (PI) must be placed on the agenda of the next IRB meeting for consideration of continuation or reversal of the suspension. Should a study be suspended or terminated so that interventions or interactions with current participants will stop or change, the IRB will communicate to the PI in its letter that the PI must inform current participants that the study has been suspended or terminated along with the reasons for such suspension or termination. Typically, such a letter will be submitted to the full IRB for formal approval prior to use. Before suspending or terminating research, the person or committee ordering the suspension or termination will consider whether the action might adversely affect the rights or welfare of current participants. In such cases, the IRB will require explicit conditions for participant withdrawal. The IRB will consider whether follow-up of participants for safety reasons is necessary and if so, the IRB will require that the PI notify participants of this and require the PI to continue to report unanticipated problems. Such information must be formally submitted to the IRB for their review and approval.

The written report of the IRB’s suspension or termination of approval will be written by the Chair for review and approval by the full IRB, unless the suspension or termination was enacted by the Chair or Director as described above. The Chair and the Director will sign the written report.

Information to be included in the written report include level of study risk, category of review, a summary of the events, previous non-compliance history for PI, co-PI and faculty sponsor, how event was reported to the IRB, steps (if any) the PI has taken to rectify situation, reasons for IRB suspension or termination, findings of the investigating organization and/or IRB, actions taken by the IRB, future plans. This report will be distributed according to the Reporting Policy detailed in section 1.0.6 below.

1.0.6 Reporting Policy 

The IRB enacts the following reporting policy when one or more of the following occurs:

1. The IRB determines an unanticipated problem report represents an unanticipated problem involving risks to participants or others; or

2. The IRB makes a determination of serious or continuing non-compliance with the federal regulations, Tarleton State University policies and procedures, or IRB determinations; or

3. The IRB, the IRB Chair, or the Director of the Office of Sponsored Projects suspends or terminates a previously approved research protocol. 

The IRB Chair will prepare a report within 21 days. The report will be promptly delivered to the PI and copied to:

1. University Provost
2. Associate Vice President for Academic Affairs
3. Director of the Office of Sponsored Projects (ex-officio member of IRB)
4. University legal counsel
5. Dean of PI’s College
6. Head of PI’s Department

7. Project File

8. Faculty Advisor (if applicable); and

9. Any federal department that has oversight due to funding, conduct, or assurance, including but not limited to, Office of Human Research Protections (OHRP), National Institutes of health (NIH), Department of Education, etc. Note, that if OHRP is likely to learn of the event before completion of a decision as to whether the event is reportable, the Director of the Office of Sponsored Projects and IRB Chair will provide OHRP with a preliminary report that describes the situation, indicates the current review of the event by the IRB and a time frame for a final, follow-up report.

10. The complainant (when appropriate) 

1.0.7 IRB Resources 

The Office of Sponsored Projects provides primary administrative support for the IRB. 

1.1 MEETINGS*
The IRB shall hold one regularly scheduled meeting per month, at a time and place to be pre-determined and posted electronically. All members of the research community are welcome to attend and address specific concerns regarding research protocols. Visitors are asked to leave the meeting during all votes. The IRB chair will provide all agenda items for review to IRB members 10 – 14 days prior to each scheduled meeting date. Full board research protocols (all protocols other than exempt or expedited) will be reviewed only at convened meetings of the IRB at which quorum has been established and includes at least one non-scientific member. Thus, for example, if the IRB roster has 11 members, at least six members must be present, one of whom is a nonscientific member. To be approved, a protocol must receive a majority of votes of members present at the meeting. If quorum fails during a meeting, such as due to a lack of a majority of IRB members being present or an absence of a nonscientific member, the IRB will not take further actions or votes until the quorum is restored. Should an IRB member declare involvement in any way in a research protocol under review by the IRB, or state a conflict of interest with the research protocol, the IRB member may neither participate in the deliberations (other than to provide information as requested), nor vote on the outcome of the study. In these circumstances, the IRB Chair requires all conflicted members to leave the room during the discussions and voting.

Prior to each full board meeting the IRB staff or the IRB chair will review the agenda of protocols (full board) involving vulnerable populations and will assign primary reviewer(s) knowledgeable about or experienced in working with these participants. Should such experience within the IRB membership not be available, relevant consultation will be obtained.

1.2 IRB MINUTES
            Minutes of each IRB are recorded in writing 45 CFR 46.115(a)(2) .   The IRB approves the previous month’s minutes at the subsequent IRB meeting.   The IRB Chair documents his/her approval of the minutes by signing the official copy of the document.   Minutes are distributed monthly to all IRB members (chair, members, and alternates by email.   
Start here

Minutes include: 

(1)   Attendance at the meeting for each action (designating any advocates for vulnerable populations that are present, and alternate members replacing primary members); 

(2)   A list of all full board studies with the respective information:

· Actions taken and decisions made by the Committee, including disapprovals. 

· Votes on these actions (including the number of members voting for, against, and abstaining); 

· Bases for requiring modifications to the research proposal or consent documents or for disapproving the research proposals; 

· A summary of the discussion of controversial issues and their resolution; 

· A summary of discussion of issues pertinent to the protocol; 

· Minutes will also document, by referencing the primary reviewer form, determinations required by the regulations along with project specific findings that justify each determination. These determinations include those for waiver or alteration of consent, waiver of consent documentation, research involving children, prisoners, pregnant women, fetuses, and neonates. 

· Justification for any deletion or substantive modification of information concerning risks or alternative procedures contained in the DHHS-approved sample informed consent document. 

· For initial and continuing review, the approval period. 

· The names of IRB members who absented themselves from the meeting due to conflict of interest. 

· The rationale for significant risk/non-significant risk device determinations. 

(3)   A list of all actions that were taken administratively during the previous month. 

            Minutes include separate deliberations, actions, and votes for each protocol undergoing initial or continuing review by the convened IRB. The minutes will document the total number of members attending the meeting.   In order to document the continued existence of a quorum, vote totals for each action will be recorded in the minutes by listing the number of members originally present, that were absent for this vote only, along with the breakdown of members voting for, against, and abstaining.   In order for a protocol to be approved, it must receive the approval of a majority of members present at the meeting.   The minutes include the documentation of any potential conflict of interest that an IRB member may have with a particular protocol and indicate that the IRB member was absent from the room for the discussion and vote.   The Chair will appoint a member to monitor quorum at each meeting, counting vote, and recording IRB discussion points for the minutes. 

1.3 APPROVAL TIMEFRAMES

Exempt and Expedited studies are approved for a period of one year from the approval date. For a protocol reviewed by a convened IRB the approval period starts on the date the IRB approved the research or the date that the IRB chair determined explicit conditions required by the IRB were satisfied. The expiration date is defined as the first day the protocol is no longer approved without continuing review and approval by the IRB. The expiration date is calculated as the date the IRB approved the protocol or approved the protocol with explicit conditions, plus the interval of approval (maximum one year). The approval period ends on the day before the expiration date. For example, if the protocol was approved by the convened IRB for one year with explicit conditions on 4/15/2007 and the IRB chair confirmed that the conditions were met on 4/20/2007, then the approval period is 4/20/2007 to 4/14/2008 and the expiration date is 4/15/2008.

1.3.1 Expiration and Inactive Notices

Investigators will be emailed notices 90, 60, and 30 days prior to the study expiration date. Notices list the study title, IRB protocol number, expiration date, and continuing review and closure instructions. The IRB encourages PIs to submit a closure report if the PI does not intend on continuing research for another year. PIs do not need to file continuing reviews for data analysis only, provided there is no risk of a breech of confidentiality to participants. PIs desiring to continue research beyond the study approval period must submit a continuing review application. The IRB will send investigators an expiration notice on the expiration date. The expiration notice states that all research and research related activities must immediately cease, including enrollment, recruitment, interventions and interactions on current participants, and data analysis. It lists the study title, IRB protocol number, expiration date, and continuing review and closure instructions. The PI has a 30-day grace period from the expiration date to submit a continuing review or closure report. However, this is an administrative grace period only and the expiration notice clearly states that all research must immediately cease. If the PI does not request a continuation or closure within the 30-day grace period, the IRB Chair emails the PI a formal notice stating the protocol is now inactive, and the failure to submit a continuation or closure is handled according to Non-Compliance with IRB Policies, Procedures, or Decisions. Tarleton State University lists the study as inactive and stores it accordingly.

1.4 PROTOCOL FILES

Protocol files are maintained in locked file cabinets in the Office of Sponsored Projects, which sponsors the IRB. Files are assigned protocol numbers.  Each file contains the following:

1. A copy of the IRB Application.

2. A copy of the complete research proposal.
3. Any supplementary forms, for example: Applications for funding from outside agencies, Certificate of Consistency, Request for Waiver of Informed Consent, Request for Waiver of Documentation of Informed Consent, research questionnaires or scripts, etc.

4. Any correspondence with the IRB, both formal and informal, related to the research protocol.

5. Completed Primary Reviewer sheets including determinations and findings of IRB.

6. Official notification of IRB action.

7. Any changes made to the original research proposal, as requested by the IRB.

8. A stamped copy of the approved consent form.

9. Applications for continuing review and all correspondence and records related to that review.

10. Applications to amend a protocol and all correspondence and records related to that review.

11. Reports of unanticipated problems and related IRB review and action.

12. Any IRB action regarding non-compliance and related correspondence.

13. Copies of scientific evaluations, if any.

14. Copies of DHHS-approved sample consent documents.

15. Reports of injuries to participants.

16. Statements of significant new findings provided to participants. 

1.5 CONSULTANTS

Any time the IRB, primary reviewer, or Office of Sponsored Projects staff determine they do not have the necessary scholarly or scientific expertise for sound review, they may request ad hoc consultants. Furthermore, the IRB Chair evaluates each protocol to determine whether the IRB has the required expertise. If the IRB chair determines that the IRB does not have the required expertise, additional expertise will be obtained from a consultant. Consultants are independent of the IRB and are selected according to scholarly and scientific expertise. Prior to counsel, consultants must disclose any conflicts of interest according to the conflict of interest policy. Consultants with conflicts of interest will be replaced and will not be used in those instances. The person requesting consultation must confirm the consultant does not have any conflict of interest and document in protocol file.

Consultants may be called upon to judge the scientific soundness of a research protocol, make a fair and accurate determination of the risk-benefit ratio, review the cultural appropriateness of the informed consent process, and offer additional and unique expert advice. However, consultants cannot make any review determinations and may not vote with the IRB; they may only provide counsel. The IRB, primary reviewer, or Office of Sponsored Projects will document in the protocol file and distribute to all IRB members, all counsel received prior to formal IRB protocol review.   Consultants are required to either attend meetings to present their comments or to provide their comments to the IRB in a written report. If consultants attend a meeting a summary of their findings will be described in the minutes. If consultants provide a written report, a copy of the report will become part of the protocol file.

Additionally, legal counsel will be sought to provide detail on Texas State Law as it pertains to interpretation of 45 CFR 46.

1.6 NIH Human Research Participant Protection (HRPP) COMPLAINTS, FEEDBACK, CONCERNS, AND ISSUES

All complaints, feedback, concerns, or related issues should be directed to the IRB Chair or Office of Sponsored Projects as noted in the consent form. Any allegations of noncompliance will be directed to the Program Coordinator and adjudicated accordingly. All other complaints will be directed to the IRB Chair. The Chair can direct the IRB to review the complaint or meet with the involved parties and OSP director to reach a satisfactory resolution. Complaints will be formally documented with resolutions noted as formal actions in the protocol files. PIs may bring forward to the OSP Director concerns or recommendations regarding the human research protection program, including the IRB review process. Unanticipated problems will be reported to the IRB using the unanticipated problem procedure.

NOTES:

10) “Conflict of Interest” a PI or Co-PI is said to have a conflict of interest whenever that PI or IRB member, his or her spouse, or dependent child falls under any of the following conditions:

· Is an investigator or sub-investigator on the protocol (IRB members only, not applicable to PIs); 

· If the IRB member, the member’s spouse, or dependent children are involved in the conduct of research; 

· Has entered into a financial arrangement with the sponsor or agent of the sponsor, whereby the outcome of the study could influence the value of the economic interest; 

· Acts as an officer, director, or agent of the sponsor; 

· Has any equity interest in the sponsor that when aggregated for the investigator or member and the investigator’s or member’s spouse and dependent children exceeds $10,000 as determined through reference to public prices (e.g., NYSE or NASDAQ), any amount if the value cannot be determined through reference to public prices, or 5% of the equity of the sponsor; 

· Has received payments or other incentives from any sponsor when aggregated for the investigator or member and the investigator’s or member’s spouse and dependent children that total in excess of $10,000; 

· Has identified him or her self for any other reason as having a conflicting interest.

