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I.  INTRODUCTION

Saint Louis University has established three administrative Institutional Review Boards to protect the rights and welfare of human research subjects recruited to participate in research activities conducted under the auspices of Saint Louis University. 

The Institutional Review Boards, established by Saint Louis University, serve to assure that research on human subjects is planned and carried out in accordance with certain ethical principles and federal regulations.  Website links to the ethical codes are included in Section VI of this document.  A copy of the Saint Louis University Federal Wide Assurance of Compliance with DHHS Regulations for Protection of Human Research Subjects (FWA00005304) is available on the SLU IRB website, or may be obtained from the IRB office.

All faculty and students at Saint Louis University conducting research involving human subjects as defined in 45 CFR 46.102 must submit their research protocol to an Institutional Review Board (IRB) for review prior to commencing the project.  In order to assist investigators in deciding whether a planned activity constitutes research involving human subjects, the following federal definitions of research and human subjects are provided:  

· Research means a systematic investigation, including research development, testing and evaluation, designed to develop or contribute to generalizable knowledge.
· Human subject means 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.

In other words, research involving human subjects is any activity which has the intent of securing information from humans for the purpose of advancing generalizable knowledge.  Such activity may or may not differ in a significant way from customary practice. 

A research project generally is described in a protocol that sets forth explicit objectives and formal procedures designed to reach those objectives.  The protocol may include therapeutic and other activities intended to benefit the subjects, as well as procedures to evaluate such activities.  Research objectives range from understanding normal and abnormal physiological, psychological, or social phenomena, to evaluating diagnostic, therapeutic, or preventive interventions and variations in services and practices.  The activities or procedures involved in research may be invasive or noninvasive and may include surgical interventions, removal of body tissues or fluids, administration or application of chemical substances, randomization of subjects, modification of diet or daily routine, strenuous physical exertion, alteration of environment, observation, administration of questionnaires or tests, review of records, etc.

In assuring compliance with the Saint Louis University Federal Wide Assurance to DHHS, the University requires that, prior to initiation, all research projects involving humans as subjects or human material be reviewed and approved by the IRB.  Whenever an investigator is uncertain as to whether the study falls under IRB jurisdiction, an informal letter (or e-mail) describing the proposed activities can be sent to the IRB.  The IRB will then send a response to the investigator advising whether or not the research activity constitutes human subjects research.  This process benefits both the investigator and Saint Louis University.  Research that will involve human subjects should not be initiated until the IRB review process has been completed and approval has been provided.   The investigator should always err on the side of caution and communicate openly with the IRB.
II.  IRB Training and Education

In accordance with federal requirements and guidelines and Saint Louis University Institutional Review Board Standard Operating Procedures, education on the use of human subjects in research is mandatory at Saint Louis University. All faculty, staff, students, and collaborating researchers who are involved in the use of human subjects in research must either complete the course of instruction offered by the Collaborative Institutional Review Board Training Initiative (CITI) Human Subjects Training at the web site given below or provide documentation of having completed a comparable human subjects research training course. 

Investigators utilizing the CITI training to satisfy mandatory education requirements must complete all required modules, regardless of where the research is being conducted.   Investigators can register to take the course on line at http://www.citiprogram.org/.  There is a course for biomedical research and a course for behavioral and social science research. Investigators must complete at least one of the courses as it relates to their research. 
Investigators who have completed a human subjects research training course other than CITI may provide a copy of their training certificate with the SLU IRB application. The SLU IRB will determine whether the non-CITI training course satisfies the mandatory education requirement.  
III.  REVIEW MECHANISM
A.
Exempt Review of Protocols:  Research activities in which the only involvement of human subjects will be in one or more of the categories listed under 45CFR46.101 (b) qualify as exempt.   Such research may include observation; survey or interview procedures; research conducted in commonly acceptable educational settings, involving instructional techniques, curricula, educational tests (cognitive, diagnostic, aptitude, achievement); the use of existing data (for more than two subjects), records, pathological or diagnostic specimens, wherein the subjects cannot be identified or linked with the data; and research involving taste and food quality testing and consumer acceptance studies.

Even if a study may qualify as exempt, researchers must complete and submit the appropriate Exempt form in eIRB. The determination of exemption may only be made by the IRB, not the researcher.  Exempt studies do not require continued IRB monitoring.  However, any changes made to exempt research must be submitted as an amendment in eIRB and approved by the appropriate IRB.  Also, the investigator should notify the IRB upon completion of their exempt research.
B. Expedited Review of Protocols:  Under 45 CFR 46.110, certain minimal risk research which meets specific criteria can receive approval upon review by the IRB Chairperson or an IRB Member Designee of either Board, but is subject to full board review at the request of any IRB member and requires continued monitoring by the IRB.  General areas include research on human matter which can be collected in a non-invasive manner (e.g. hair, sweat, saliva, etc.); data collected non-invasively (e.g. weight, sensory acuity, EKG, EEG, etc.); limited blood sampling; certain dental plaque; voice recordings; exercise by healthy subjects; use of retrospective data and specimens; and non-deception psychological research.  

The investigator must submit the appropriate Research form in eIRB.  As part of their preparation for submission to the IRB, the investigator must attain Departmental Chair review (Faculty Advisor review for students) and for unfunded, investigator-initiated studies, scientific/peer review by a colleague or Protocol Preparation Committee (PPC).  After the IRB receives the complete electronic submission, and the IRB Chairperson or IRB Member Designee concludes that the research falls within the parameters for expedited review, other aspects of human subject protection will be reviewed (e.g. risk-benefit ratio, informed consent requirements) and a determination made for approval.  If the IRB reviewer deems it necessary for the protocol be reviewed by the full IRB (e.g. the protocol is more than minimal risk), the protocol will be reviewed at the next convened IRB meeting.  Also, an expedited submission may not be disapproved by an IRB Chair or Designee without full board review.
C.
Full Board Review of Protocols:  All research activities that do not meet the criteria for exempt or expedited review must be reviewed by the appropriate IRB at a convened IRB meeting.

As part of their preparation for submission to the IRB, the investigator must attain Departmental Chair review (Faculty Advisor review for students) and for unfunded, investigator-initiated studies, scientific/peer review by a colleague or Protocol Preparation Committee (PPC).   Protocols received after a deadline may not be reviewed for that scheduled meeting.  

Protocols should be prepared carefully and go through a pre-review by the department chairperson or advisor.  While preparing protocols, an investigator should read and follow the ethical codes included in these Guidelines, in fulfilling the responsibility to protect the human beings who will be the subjects of the research.  Completed electronic submissions should include the hypotheses and aims of the study; the methodology, measurements and analyses to be carried out, a description of selection (inclusion/exclusion) criteria, procedures for contact and recruitment, an explanation of potential benefits to subjects and/or society vs. possible risks/side effects and means for minimizing the risks/side effects, and a consent form following the Saint Louis University model and containing the elements of informed consent, if applicable.  Incompletely described proposals will be returned to the principal investigator.

The Research form, the Consent Form, and any appended material (e.g. subject recruitment, surveys, etc), should be submitted in the electronic submission system, eIRB, according to the established protocol submission deadlines set by that IRB.  Please note that Scientific/Protocol Preparation Committee review procedures may necessitate earlier submittal. IRB meetings are scheduled on the first and third Tuesday afternoon of each month.  Meeting dates and deadlines are posted on the IRB website.  This timing between deadline dates and meeting dates allows for IRB reviewers to become familiar with the project as described in the protocol and to make recommendations to the full IRB.  When holidays necessitate rescheduling deadlines or meetings, adequate notice is provided to the University community.  

In approving research, which proposes the inclusion of human subjects, the IRB must determine that:

(1) the risks to subjects are minimized by using procedures which are consistent with sound research design and do not unnecessarily expose subjects to risk; and 

(2) the risks to the subject are outweighed by the potential benefit to the subject and by the importance of the knowledge to be gained; and

(3) the rights and welfare of the subject are protected by using adequate and appropriate methods to obtain informed consent.

In order to enhance the review process, the IRB relies on all members of the University community with sufficient information to review proposals in assuring that experimental protocols are properly designed and in seeking advice as to whether the state of the science justifies the use of human subjects at the particular time.  This occurs when expertise is known to be available with an individual, when other reviewers are unavailable or overloaded, when Protocol Preparation Committee members are overloaded, or for other reasons determined by the Chairperson of either IRB.  The University extends this policy to seeking outside review by consultants when necessary.  Comments or appropriate distillations of comments will be supplied to an investigator for consideration in strengthening the proposal.

The investigator will be notified promptly by letter of the IRB’s action on each proposal.  The investigator must respond in writing within 60 days from the date of the action letter.  If there is no response within 60 days, the IRB office will administratively withdraw the proposal from further consideration.

IV.  TYPES OF IRB ACTIONS

A.
Full Approval: If the proposal is fully approved, the investigator will be notified by letter for paper submissions and by an email from eIRB for electronic submissions.  Instructions will be provided in the letter or e-mail concerning further reporting requirements.  Information is also available on the IRB website. Continuing progress reports as well as immediate reports of unanticipated or serious adverse events are required on all IRB-monitored human research projects.
B.
Contingent Approval: If the proposal is contingently approved, the Board will set specific conditions under which a protocol can be approved.  Studies which are contingently approved require additional information or minor revision.  When the convened IRB stipulates specific revisions requiring simple concurrence by the investigator, the IRB Chair or another IRB member designated by the Chair may subsequently approve the revised research protocol and/or consent form on behalf of the IRB under expedited review procedure.  Contingently approved studies do not, usually, require further discussion by the full IRB. Investigators will be notified by letter for paper submissions and by an email from eIRB for electronic submissions when proposals are contingently approved.
C.
 Deferred: Investigators will be notified by letter for paper submissions and by an email from eIRB for electronic submissions when proposals are deferred.  Only when the convened IRB requests substantive clarifications or modifications regarding the protocol or informed consent documents that are directly relevant to the determinations required by the IRB under 45 CFR 46.111, IRB approval of the proposed research will be deferred.  Deferred proposals require significant revision and resubmittal for full IRB review.  Investigators must submit the proposal by the usual deadlines.

D.
Tabled: Investigators will be notified by letter for paper submissions and by an email from eIRB for electronic submissions when proposals are tabled.  Tabled proposals are unable to be reviewed due to the omission of required documentation to make any determination concerning the research.  Investigators must resubmit a complete proposal for full board review by the usual deadlines.  
E.
Disapproval:  Disapproval is a rare action, necessary only when the research risks outweigh the benefits to study participants; the conduct of the protocol is not adequately justified in the subject population; or other, significant problems exist, specific to the protocol.  The decision to disapprove only takes place at a convened IRB meeting.

F.
Suspension or termination: The IRB has the authority to suspend or terminate human research that is not being conducted in accordance with the IRB's decisions, conditions, and requirements or that has been associated with unexpected serious harm to subjects.  Any suspension or termination of approval shall include a statement of the reasons for the IRB’s action and shall be reported promptly to the investigator, the appropriate institutional officials and government agency.

G.
Emergency Exemption Provision:  Saint Louis University policy allows for an emergency exemption provision for one-time emergency use of an investigational drug or medical device. Written documentation by the investigator of the emergency situation must be submitted to the IRB using the Emergency Treatment form and filed in the IRB office and in the Saint Louis University Hospital or Cardinal Glennon pharmacy.  Included in this documentation should be the patient's condition, therapies already tried, and justification for the use of the experimental drug or device (i.e. in what kinds of conditions the drug/device has been used previously), and the expected outcome in the situation described.  Any subsequent use of an investigational substance must be preceded by IRB approval of a fully developed protocol.  Please review The Guidelines for Emergency Use of Test Articles for further information.
V.  IRB REPORTING REQUIREMENTS

A.
New Protocols: Proposed research projects, which will involve the use of human beings as subjects, should be reviewed by the IRB and approved before the protocol is initiated.  


B.
Changes in Approved Protocols:  Should there be a change in an approved protocol, it should be brought directly, before implementation, to the attention of the IRB Office.  A Change in Protocol Form should be used for protocols existing on paper forms and an amendment should be submitted in eIRB for electronic protocols.
C.
Continuing Review and Study of Notice Completion:  At the end of the IRB-approved project period (usually a year), a continuing review request must be submitted in eIRB for review and for continuance of approval to be provided.  Non-exempt research cannot go on without continued approval. Investigators will be reminded at least two months in advance of the required information and timing for continuing review.  The required information includes a progress report describing the number of subjects studied, a description of any unanticipated or serious adverse events, and other information as directed by the IRB.  A final report must be submitted at the completion of the project.

D.
Serious Adverse Events and Unanticipated Problems:  Research investigators are responsible for reporting promptly to the IRB any unanticipated problems which may involve risks to the human subjects or others, or any serious adverse events events, such as deaths, which are the result of participation in the research.  The IRB should be notified in writing within three days of any life threatening adverse event, subject death (whether related to the study or not), or legal action taken as a result of a subject’s participation on a study.   Serious Adverse Events and Unanticipated problems should be reported in writing to the IRB within seven days on existing paper protocols. Protocols submitted electronically should use the Serious Adverse Event form in the system. (If the Unanticipated problem is not an SAE, submit on the report form.)      
E.
Noncompliance:  Members of the University community (i.e. faculty, staff, and students) have the responsibility for reporting promptly to the IRB any serious or continuing noncompliance with the University's human research review requirements and/or determinations made by the IRB.

If any investigator suspects research misconduct, he/she can report such misconduct anonymously on the SLU Confidential Hotline at 877-525-5669
F.
Rehearings:  Any investigator dissatisfied with the IRB's decisions, conditions, or requirements is entitled to a rehearing at a subsequent IRB meeting at which time the investigator should be present for purposes of questioning and further discussion.

VI.  ETHICAL PRINCIPLES AND GUIDELINES

A.
Title 45 Code of Federal Regulations Part 46 - Protection of Human Subjects


 http://www.hhs.gov/ohrp/humansubjects/guidance/45cfr46.html 
B.
The Belmont Report


http://www.hhs.gov/ohrp/humansubjects/guidance/belmont.html 
C.
The Declaration of Helsinki


http://www.fda.gov/ohrms/dockets/dockets/06d0331/06D-0331-EC20-Attach-1.pdf 
D.
The Nuremberg Code


http://ohsr.od.nih.gov/guidelines/nuremberg.html
E.
Ethical Principles of Psychologists and Code of Conduct


http://www.apa.org/ethics/code.html 

F.
Title 21 Code of Federal Regulations Part 50 – Protection of Human Subjects


http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/CFRsearch.cfm?CFRPart=50
G.
Title 21 Code of Federal Regulations Part 56 – Institutional Review Boards


http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/CFRsearch.cfm?CFRPart=56
H.
Title 21 Code of Federal Regulations Part 312 – Investigational New Drug Application

http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/CFRSearch.cfm?CFRPart=312
VII. IRB FORMS AND GUIDANCE

A. IRB Website
https://www.slu.edu/research/faculty-resources/research-integrity-safety/institutional-review-board-irb/
B. eIRB Protocol Submission System Website
https://eirb.slu.edu/
C. Tips for Choosing the Appropriate IRB Form

https://www.slu.edu/research/faculty-resources/research-integrity-safety/institutional-review-board-irb/irb_assets/tips_for_choosing_appropriate_irb_application.docx
D. Post IRB Approval Submission

https://www.slu.edu/research/faculty-resources/research-integrity-safety/institutional-review-board-irb/irb_assets/post_irb_approval_requirements.doc
E. IRB Brochure
https://www.slu.edu/research/faculty-resources/research-integrity-safety/institutional-review-board-irb/irb_assets/is_your_project_human_subjects_research.pdf
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