2.0 REQUIREMENTS FOR INITIAL IRB REVIEW

Any faculty member, staff member, or student from Tarleton State University who proposes to engage in any research activity involving the use of human subjects must submit a completed original IRB Application with collaborator(s), co-investigator(s), and Department Head’s original signature.  This application must include:

· A copy of the research proposal describing the rationale for the study, research questions to be answered, methods, procedures, data analysis plan, and other required information. 
· An informed consent form or justification for Waiver of Informed Consent or Waiver of Documentation of Consent;

· If the study involves the use of questionnaires, surveys or similar instruments, copies must be submitted;

· Site Letters, if applicable, from participating agencies/organizations outside Tarleton State University 

· Recruitment materials (flyers, posters, web-pages, email messages, etc.,) 

2.0.1 SUBMISSION SCHEDULE REQUIREMENTS

Currently, the level of applications for IRB-Human Subjects is relatively low.  As a result the committee meets irregularly.  Applications for exempt or for expedited review should be submitted a minimum of 30 days prior to the anticipated date for commencement. Applications requiring full review should be submitted 60 days prior to the anticipated date for commencement.
2.0.2 INITIAL EVALUATION OF SUBMITTED PROJECTS 

All research applications are to be submitted through the Office of Sponsored Projects (OSP). All applications are logged in through this office and forwarded to the IRB Chair for initial review verifying the requested review level is appropriate: exempt, expedited, regular, or emergency. Any questions about the appropriate review level, applicability of definition of human participants, jurisdiction of IRB, or otherwise relating to necessity of review are directed to the IRB Chair. 

2.1 EXEMPT RESEARCH REVIEW PROCESS

Exempt research must be of minimal risk. If the protocol meets all requirements for Exempt Review, it is reviewed by the IRB Chair in consultation with the principal investigator (PI) and other IRB committee as necessary. All administratively approved protocol titles and PIs will be reported to the IRB at regular intervals.

Categories of Research that May be Reviewed by the IRB through an Exempt Review Procedure 

Listed below are the six categories of human subjects research that the federal government considers to be exempt (45 CRF 46.101(b)):

NOTE: Exempt research must be of minimal risk. Research involving prisoners (individuals involuntarily confined or detained in a penal institution) may not be granted exemption. Although not required by federal regulations, IRB policies and procedures do not allow exemption of research that involves interventions or interactions with individuals confined in mental hospitals, nursing homes, or other facilities where the individual’s freedom of movement is restricted. Exemptions in 45 CFR 46.101(b)(1) through (6) may be applicable to research involving pregnant women, fetuses, and neonates. Furthermore, only research involving observation of children1 is eligible for exempt review under category #2 (45 CRF 46.101(b)(2)). Research that is FDA regulated cannot be granted an exemption except for category 6. (Research is FDA-regulated when it involves the use of a drug or medical device, other than the use of an approved drug or medical device in the course of medical practice, or when the results are to be submitted to or held for inspection by the FDA.) Although not required by regulations, IRB polices and procedures do not allow exemption of research involving audio or video taping. Exempt research must fall within one of the following categories:

1. Research conducted in established or commonly accepted educational settings, involving normal educational practices, such as: 

a. research on regular and special education instructional strategies, or 
b. research on the effectiveness of or the comparison among instructional techniques, curricula, or classroom management methods. 
c. The research is not FDA regulated. 

2. Research involving the use of educational tests (cognitive, diagnostic, aptitude, achievement), survey procedures, interview procedures or observation of public behavior, unless: 

a. information obtained is recorded in such a manner that human subjects can be identified, directly or through identifiers linked to the subjects; and 

b. 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. 

c. The research involves surveys of children, interviews of children, or observation of public behavior of children where the investigator(s) participate in the activities being observed. 

d. The research is FDA regulated. 

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 the Common Rule, 45 CFR 46.101, (b)(2), if: 

a. The human subjects are elected or appointed public officials or candidates for public office; or 

b. federal statute(s) require(s) without exception that the confidentiality of the personally identifiable information will be maintained throughout the research and thereafter. 

c. The research is not FDA regulated. 

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. The reviewed materials already exist at the time the research is proposed and are not prospectively collected. The research is not FDA regulated. 

5. Research and demonstration projects which are conducted by or subject to the approval of (federal) department or agency heads, and which are designed to study, evaluate, or otherwise examine: 

a. public benefit or service programs; 

b. procedures for obtaining benefits or services under those programs; 

c. possible changes in or alternatives to those programs or procedures; or 
d. possible changes in methods or levels of payment for benefits or services under those programs. 

e. The program under study must deliver a public benefit (e.g., financial or medical benefits as provided under the Social Security Act or service (e.g., social, supportive, or nutrition services as provided under the Older Americans Act). 

f. The research or demonstration project must be conducted pursuant to specific federal statutory authority; 

g. There must be no statutory requirement that an IRB review the project; 

h. The project must not involve significant physical invasions or intrusions upon the privacy of participants; 
i. The funding agency must authorize or concur with this exemption. 
j. The research is not FDA regulated. 

6. Taste and food quality evaluation and consumer acceptance studies: 

a) if wholesome foods without additives are consumed or 

b) 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. 

Three areas of exempt research are most pertinent to educational research:

1. Research conducted in educational settings, involving normal educational practices. 

2. Research using educational tests, surveys, interviews, or observations of public behavior. 

3. Secondary use of EXISTING data (data collected [by anyone] before your study for some other purpose, i.e. medical records). 

Additionally, signed consent forms may not be required for exempt survey research, provided that the elements of consent are clearly stated on the questionnaires themselves or on a cover letter. Protocols not meeting the above criteria are referred for expedited or full board review.

2.2 EXPEDITED RESEARCH REVIEW PROCESS

Protocols determined to be minimal risk but not falling into any exempt category, may be considered for expedited review. IRB Chair reviews the protocols fulfilling all requirements for expedited review. The IRB Chair reviews the packet for completeness and corresponds with the principal investigator by e-mail and/or phone until the packet is complete. The IRB Chair then completes the primary reviewer checklist. Then, using the same process, the packet is reviewed two members of the IRB.  Expedited protocols may not be approved or disapproved solely by the IRB chairperson. All expedited items (new proposals, amendments, continuing reviews, unanticipated problems, closures, terminations) are listed in a monthly agenda and corresponding minutes, as a method of informing IRB members.

2.2.1 Categories of Research that may be Reviewed By The IRB Through an Expedited Review Procedure

The IRB Chair will designate IRB members with experience in particular areas of human subjects research to review applications for expedited review and will update this list as needed. The IRB Chair will make every effort to assign reviewers based upon expertise, relevance, interest, and possible conflicts of interests. 

Review Process Guidelines:

· The reviewer may approve the protocol or request modifications in order to secure approval. 

· When requesting modifications, if the reviewers and principle investigator cannot agree on the proposed modifications required to secure approval, the protocol is sent to a convened IRB for review. 

· If a reviewer believes the protocol should be disapproved, the protocol is sent to the convened IRB for review. 

· In conducting initial or continuing review, the reviewers must determine that all applicability criteria are met and that all research activities fall into one or more categories of research allowing review by the expedited procedure. 

· In conducting review of modifications to a previously approved protocol, the reviewers must ensure the modification is a minor change as defined by policies and procedures. 

· In conducting review, reviewers are to complete the Primary Review Checklist and all other checklists that would be used for review by a convened IRB. 

· In order to grant approval the reviewers must determine the protocol meets all regulatory requirements for approval. 

· When granting initial or continuing approval the reviewers must document the category allowing review by the expedited procedure. 

· When granting initial review, the reviewers must document any determinations required by the regulations for waiver or alteration of consent, waiver of consent documentation, research involving prisoners, pregnant women, fetuses, neonates or children, and must document protocol specific findings that justify those determinations. 

Applicability for Initial Review:

1. Research activities that: 

a. present no more than minimal risk to human subjects, and 

b. involve only procedures listed in one or more of the following categories, may be reviewed by the IRB through the expedited review procedure authorized by 45 CFR 46.110 and 21 CFR 56.110. 

The activities listed should not be deemed to be of minimal risk simply because they are included on this list. Inclusion on this list merely means the activity is eligible for review through the expedited review procedure when the specific circumstances of the proposed research involve no more than minimal risk to human subjects.

2. The categories in this list apply regardless of the age of subjects, except as noted. 

3. The expedited review procedure may not be used where 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. 

4. The expedited review procedure may not be used for classified research involving human subjects. 

5. IRBs are reminded that the standard requirements for informed consent (or its waiver, amendment, or exception) apply, regardless of the type of review, expedited or convened, utilized by the IRB. 

2.3 GREATER THAN MINIMAL RISK PROTOCOLS

All submissions for initial review, continuing review, or review of modifications to previously approved research determined by the IRB Chair or other members to not be eligible for exemption or review by expedited procedures by regulation must be reviewed and approved, at a fully convened IRB meeting. Such meetings may be convened electronically if, after initial review of the application packet, the IRB agrees that such a meeting will contain sufficient controls for fair review.  The Institutional Review Board adheres to the following process to facilitate the thorough review of each protocol according to Federal regulations (45 CFR 46 and 21 CFR 50 and 56).

After submission, each new protocol is given an IRB specific number for tracking purposes. The IRB Chair provides a complete set of documents provided by the investigator to each IRB member each of whom is asked to review the protocols and supporting documentation in detail. Prior to the IRB meeting the reviewers are encouraged to correspond with the IRB Chair to resolve any questions. Furthermore, any IRB member may contact the principle investigator, co-investigators, other IRB members, or outside sources as necessary to insure a thorough evaluation of risks and benefits of the proposed research. 
The IRB meets September through April as needed to review and discuss applications. The applications undergoing initial review are presented and discussed individually by the IRB, as well as those protocols undergoing continuing review. The IRB Chair (if not present an IRB member designated by the chair) presents each new study to the board following the format of the “primary reviewer checklist” and raising any additional points for discussion. After complete and individual discussions, each protocol is voted upon for one of four possible dispositions. The IRB may vote to approve, disapprove, table, or approve with explicit conditions. The IRB accepts and endorses without reservations “approved” studies. Studies approved with explicit conditions, the IRB accepts and endorses provided the investigator concurs with the explicit changes and recommendations. A study may be tabled because the Board did not have sufficient time, expertise, or appropriate personnel present (i.e., absence of prisoner advocate for a study involving prisoners) to vote on the study, or because the Board needed substantive clarification or modifications regarding the protocol or informed consent documents to determine whether to approve or disapprove the study. A study may be approved with explicit conditions when the convened IRB is able to stipulate specific revisions that require simple concurrence by the investigator. If the IRB approves a study with explicit conditions, then the IRB member or another member designated by the Chair may approve the revised research protocol under an expedited review procedure to determine whether the investigator has incorporated the specified explicit conditions into his or her project. The potential IRB actions are:

1. Approved – Accepted and endorsed as written with no conditions. 

2. Approved with Explicit Conditions – Accepted and endorsed with explicit minor changes or simple concurrence of the principal investigator. All explicit conditions requested of the PI (ORSC sends formal letter) must be completed and documented prior to beginning the research. For these conditions, the IRB Chair or designated reviewer can, upon reviewing the PI’s response(s) to stipulations, approve the research on behalf of the IRB. If a study has received approval with Explicit Conditions, the PI must return one copy of the corrections to the IRB or OSP with any changes underlined or in bold. 

3. Tabled – Generally, the protocol or consent form has deficiencies that prevent accurate determination of risks and benefits or requires significant clarifications, modifications or conditions that, when met or addressed, require full IRB review and approval of the PI’s responses and revisions. The deficiencies will be specified to the PI (the IRB sends a formal letter), and on occasion the PI is asked to attend the full board meeting in order to clarify the points in question. If a study is tabled, the PI must re-submit revisions to the IRB Chair.  Please indicate changes by underlining, bolding, or highlighting. 

4. Disapproved – The protocol describes a research activity that is deemed to have risks which outweigh potential benefits or the protocol is significantly deficient in several major areas. A principal investigator has the right to appeal the disapproval of his research protocol to the IRB and ask to have the decision reconsidered. Investigators may submit a written response to the IRB for a protocol that is disapproved or tabled. The written response will be reviewed by the IRB. The IRB will invite the investigator to the IRB meeting if the IRB has additional questions for the investigator. The IRB will reconsider its decision. The second decision is final. 

If the protocol disposition is “Approved” or “Approved with Explicit Conditions” and the protocol requests inclusion of a vulnerable population2, special determinations for the vulnerable population(s) are performed at this time.

Following the presentation and discussion of protocols receiving either initial or continuing review, a listing of protocols reviewed and administratively approved for continuation, a listing of protocol modifications, a listing of unanticipated problems reported (off-site and as well as at Tarleton State University facilties), a listing of those protocols approved through expedited review procedures and other information relating to ongoing research activities are reported to the IRB. Protocols requesting significant modifications or of special interest to the IRB are discussed in detail, and voted upon by the convened IRB. The principal investigator is notified through the OSP of the status of approval within three days of the IRB meeting. Letters are sent to the PI through electronic mail and by campus mail as necessary.

There are times when the risks associated with a particular protocol are such that continuing review should take place more frequently than annually. In these cases, the IRB will specify that the PI report to the IRB either at a shorter time interval or after a specified number of subjects (e.g., after each subject or after three subjects) are enrolled. The PI’s reports must describe the observed effects of the research activities and/or how the subject(s) responded to the research interventions. The determination will be recorded in the IRB minutes and reports forwarded to the IRB, by the IRB office, when they are submitted.

2.3.1 Primary Reviewer Checklist 

See appendix

2.4 APPEAL OF DECISIONS MADE BY THE INSTITUTIONAL REVIEW BOARD

Approvals, favorable actions, and recommendations made by the IRB are subject to review and further restriction by the institutional administration (Director of the Office of Sponsored Projects, VP for Academic Affairs, President). For example, protocols could be approved by the IRB on a scientific and ethical basis, but be restricted or disapproved by institutional administration due to the potential for adverse public/community reaction. Protocol disapproval, restrictions or conditions imposed by the IRB upon any activity involving human subjects cannot be rescinded or removed except by subsequent action of the IRB. Investigators may appeal tabled and disapproved studies. A principal investigator has the right to appeal the disapproval of her or his research protocol to the IRB and ask to have the decision reconsidered. Investigators may submit a written response to the IRB for a protocol that is disapproved or tabled. The written response will be reviewed by the IRB. The IRB will invite the investigator to the IRB meeting if the IRB has additional questions for the investigator. The IRB will reconsider its decision. The second decision is final.

2.5 NON-COMPLIANCE WITH IRB POLICIES, PROCEDURES, OR DECISIONS

Human subjects research that deviates from the policies, procedures, stipulations, decisions, state, or federal law is non-compliant and subject to further inquiry by the IRB and OSP. All reports and complaints of non-compliance should be directed to the IRB Chair (via email, phone, mail, or in person). The IRB Chair will immediately investigate all allegations of non-compliance or cause them to be investigated. If necessary (see suspension/termination policy), the IRB Chair may send the investigator/s in question a notice requesting the immediate suspension of all specified research activities while the issue of non-compliance is reviewed, consistent with Federal Mandate 45 CRF Part 46.113. This initial notice will also include a statement detailing the rationale for the IRB Chair’s action. There are three categories of noncompliance: general, serious, and continuing.

1. Non-compliance: Any deviation from Tarleton State University IRB policies and procedures, federal regulations, or state law is “non-compliance.” 

2. Serious Non-compliance: All Non-compliance substantially affecting participants’ rights and / or welfare, or impacting upon the risks or benefits is serious non-compliance. 

3. Continuing Non-Compliance: Is a pattern of non-compliance that indicates an inability or unwillingness to comply with the regulations or the requirements of the IRB. 

4. Allegation of Non-Compliance: An unproven assertion of non-compliance. 

5. Finding of Non-Compliance: Non-compliance that is true in fact. A finding of non-compliance may exist because there is clear evidence, an admission, or an investigation into an allegation has determined the allegation to be true. 

All non-compliance will be brought to the attention of the IRB Chair. If the general non-compliance is clearly neither serious nor continuing, and there is a corrective action plan that can be readily implemented to prevent recurrence, then the matter may be filed and no further action is needed (for example, failure to sign the application or lost consent forms). Otherwise, the Chair will refer allegations and findings of non-compliance to undergo an evaluation by the full IRB. The IRB will review the nature of the non-compliance, complete the non-compliance form, and make a recommendation based on each specific case. For allegations of non-compliance the IRB finds whether the allegation is true or false. For findings of non-compliance, including allegations found to be true, the IRB considers the following recommendations: modifying the research protocol; modifying the consent process; contacting past or current participants with additional information (for current participants whenever that information might affect their willingness to continue to take part in the research); re-consenting participants; modifying the approval period; suspension; termination; or utilizing the Peer Review Process. The IRB will also find whether the non-compliance was serious or continuing.

All IRB members will be provided with a copy of the approved protocol, current consent documents, and a copy of the complaint(s) alleging non-compliance. The IRB Chair will serve as a primary reviewer. The IRB will assess and vote upon whether any allegations of noncompliance were true, and whether any findings of non-compliance were serious or continuing. If necessary, the IRB may request additional information before issuing determinations. The IRB reserves the right to request any appropriate additional consultation and expertise to resolve non-compliance. All cases of non-compliance which the IRB determines to be serious or continuing noncompliance will be reported to the Director of the office of Sponsored Projects, the VP for Academic Affairs, University Provost, University President and applicable governmental agencies..

2.5.1 Non-Compliance Reviewer Form 

See appendix
 
NOTES:

1 Under federal law “children” are persons who have not attained the legal age for consent to treatments or procedures involved in research or clinical investigations, under the applicable law of the jurisdiction in which the research or clinical investigation will occur. For civil law purposes in Texas, including research related issues, individuals under the age of 18 are children unless emancipated by filing a petition and meeting the statutory requirements of Sec. 31 of the Texas Family Code.  


2 “Vulnerable Subjects/Participants” mean individuals who lack the capacity to provide informed consent or whose willingness to participate in research may be subject to undue influenced or coercion. Vulnerable subjects include, for example, children, prisoners, individuals with emotional or cognitive disorders/impairments, and economically or educationally disadvantaged persons. [45 CFR §56.107] [45 CFR §56.111(a)(3)] [45 CFR §56.111(b)] [21 CFR §56.107] [21 CFR §56.111(a)(3)] [21 CFR §56.111(b)].

 

