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This University of Richmond IRB Policy Guide has been written to reflect IRB policies and practices, as well as federal and state laws and regulations that govern the protection of human subjects of research.  The University of Richmond IRB website (http://irb.richmond.edu) has been designed to be a more accessible and “user friendly version” of these same policies.   An electronic, searchable version of this policy can be found under “Policies and Resources” at the UR IRB website.
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Additional information regarding the IRB process and human subjects’ protection is posted on the University’s IRB website.  The website and these policies are meant to be and should be consistent.  Anyone noting inconsistencies or errors is encouraged to bring them to the attention of the IRB Chair.

After this Policy Guide has been adopted or revised by a vote of the IRB, the Chair of the IRB is authorized to make minor corrections and updates as necessary.  Any such changes will be reported to the IRB in writing at a convened meeting or via email, at which time the Board may provide additional direction to the Chair.

1. The IRB at the University of Richmond at a Glance

All University of Richmond research involving human subjects must be approved by the University of Richmond Institutional Review Board (IRB) for the Protection of Human Subjects of Research.  To qualify as human subject research, an activity must be:

(1) research, which is defined as a systematic investigation designed to develop or contribute to knowledge*, and (2) involve human subjects.  Classroom research involving human subjects also usually falls under IRB jurisdiction.  Involvement of human subjects generally means some form of interaction, including the collection of personally identifiable records about a person.  At the University of Richmond, such interaction often involves surveys, interviews and some experiments involving minimal risk.  While some human subject research is exempt from regulation, only the IRB can classify research as “exempt,” therefore all research proposals involving human subjects must be submitted to the IRB for its review.

The University of Richmond IRB consists of a Board which is appointed by the President of the University.  The President serves as the signatory official for the University of Richmond, which has a written agreement with the United States Department of Human Services Office for Human Research Protections (OHRP).  This assurance agreement stipulates that all human subject research at the University of Richmond will adhere to the “Common Rule” which is a set of regulations governing human subject research.  The President also appoints an IRB Chair who serves on the Board.  These members serve indefinite terms and are listed at the IRB website home page at http://irb.richmond.edu/ under “IRB Overview.”
In addition to following the regulations prescribed by the Common Rule and other federal laws and regulations, the University of Richmond IRB has adopted some policies for educational or other purposes.  One of these policies is that all research involving interactions with human subjects be submitted to the IRB for review.  Another University of Richmond policy (common in higher education and “strongly recommended” by OHRP) is that all researchers working with human subjects must complete some training.

When conducting human subject research, a researcher must submit a proposal to the IRB prior to beginning research.  Approval will not be given retroactively by the IRB.  Directions for submitting proposals can be found on the IRB homepage.  The proposal may be submitted electronically or in hard copy form.  Typically, the IRB meets eight times a year.  Investigators must plan their research in order to receive Board approval.  Prior to having a proposal approved, researchers must complete online coursework on human subject protection.  Students, faculty, and staff may register for the required coursework at http://www.citiprogram.org .  However, it is strongly suggested that researchers follow the registration instructions on the IRB website to ensure that they take the correct courses and receive appropriate credit for their training. For more information on the IRB and human subject protection at the University of Richmond please contact the current Chair of the IRB, Dr. R. Kirk Jonas at 484-1565 or irb@richmond.edu.
*The federal definition stipulates “generalizable” knowledge.  In order to protect subjects and train researchers, the UR IRB does not require the “generalizable” objective. 
2. GOALS OF THE HUMAN SUBJECTS PROTECTION PROGRAM AT THE UNIVERSITY OF RICHMOND

The principal goal of the human subjects’ protection program at the University of Richmond is to protect human subjects of research conducted at the University of Richmond or by researchers affiliated with the University of Richmond.  Protection of subjects is the responsibility of the faculty, students and staff who conduct research and of the administrators who oversee the programs of research.  Oversight of the human subjects’ protection program is provided by the University of Richmond Institutional Review Board (IRB) for the Protection of Human Subjects of Research.

Another important goal of the human subjects’ protection program is that the University of Richmond be in compliance with its Federalwide Assurance Agreement with the U.S. Office for Human Subjects Protections (OHRP).  Compliance with this formal agreement signed by the University President and administered by the Office of Research Compliance and Integrity under the supervision of the Provost, entails applying the ethical principles of the 1979 Belmont Report to all human subjects’ research, regardless of its funding source.  This agreement also stipulates that the University of Richmond will apply the federal policy know as “the Common Rule” to “all of its human subjects research” as well as subparts B, C, and D of the HHS regulations at 45 CFR 46.  In addition, the University of Richmond’s IRB policies are designed to conform with §32.1-162.16-.20 of the Code of Virginia and other State laws related to the protection of human subjects of research. 
Other goals of human subjects’ protection at the University of Richmond include the objective of ensuring that students and faculty at the University understand the concepts of human subjects’ protection.  To accomplish this goal, the IRB has supplemented the basic provisions of federal regulation to more broadly expose the University community to the ethical principles of human subject protection.  This is permissible under federal regulation, as institutions are provided broad latitude in their implementation of basic federal regulations.  Federal regulations are generally considered a “floor” and not a “ceiling” on human subject protections.
3. TYPES OF IRB REVIEW

3.1 Definition of Human Subject Research. In general, the University of Richmond Institutional Review Board (IRB) has jurisdiction over research involving human subjects.  The federal government defines research as “a systematic investigation designed to develop or contribute to generalizable knowledge” (45CFR46, 102(d)).  (As noted in Section 7 of this Policy Guide, however, the University of Richmond IRB does not require that research contribute to “generalizable” knowledge for it to be reviewable.) The federal definition reads:

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.
If such research involves obtaining information about “a living individual” (45CFR46, 102(f)), then the activity is human subject research.  This definition follows:
(f) 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.
Most human subjects’ research at the University is “social and behavioral research” (SBR) which occurs in the social and behavioral sciences and sometimes in the humanities.  Little biomedical research involving human subjects is done at the University of Richmond.  Because human subjects’ research at the University of Richmond almost exclusively involves SBR, the University’s policies generally will focus on this type of research.  In accordance with federal regulations, all such human subject research must be reviewed and approved or exempted by the IRB prior to the initiation of the research.

This policy guide addresses four types of IRB reviews: exempt, expedited, full Board, and continuing review.  In addition, if an activity is determined not to be research, the IRB can designate that activity as “not reviewable research.”  Generally, an activity that fits the definition of research and involves living human beings will fall into one of the following four review categories.
3.2 Exempt Reviews.  Some research involving human subjects is exempt from the provisions of Title 45, Part 46.  However, the Board (or Chair) must review the proposed research and provide the exemption to researchers.  Researchers cannot determine on their own that their research is exempt.  Federal regulations list six categories of exempt research (see 45 CFR 46.101(b)).  These six exemptions are quoted below.

(b) Unless otherwise required by department or agency heads, research activities in which the only involvement of human subjects will be in one or more of the following categories are exempt from this policy:
     (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 six categories listed above are subject to a wide range of interpretations and caveats.  For example, a study may be exempt under one category but non-exempt because of other criteria.  For example, a survey is often exempt.  However, many surveys are not exempt.  As stated above, “survey procedures” are generally exempt 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.
Consequently a non-confidential survey that could put a respondent’s reputation at risk is not exempt.
In addition, if a research survey poses discomfort or anxiety to subjects, it may not be exempt.  Also, the University of Richmond IRB (and other IRBs) has the authority to define the extent of its jurisdiction.  Consequently, research that might be exempt at one institution might be non-exempt at another.  It must be remembered that – in many ways – federal regulations are a floor and not a ceiling on the protection of human subjects.
While federal regulations specify what types of research are eligible for exemption, it is the responsibility of the University of Richmond’s IRB, not the researcher, to make this determination. 

3.3 Expedited Review.  Under some circumstances, generally research involving “minimal risk”, an expedited review may be used.   “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.” (Text is quoted from 45 CFR 46.012(i).)  As discussed elsewhere in this UR IRB Policy Guide, there are many factors that may increase risk level beyond the “minimal risk” threshold.  Proposals that address illegal behavior by subjects (such as underage drinking or drug use) are more than minimal risk because they may expose subjects to criminal liability.  Other examples of factors that could increase the risk level beyond minimal risk include threats to reputation, financial standing or employability.  Questions that elicit responses to life events that are so upsetting that they may cause significant distress might also increase the level of risk.

Typically an expedited review consists of review by the Chair and/or other members of the IRB.  Research cannot be disapproved using the expedited process.  However, review may be delayed until a proposal can be reviewed by a full IRB meeting.  Also, additional information can be requested as part of an expedited review.  Researchers at the University of Richmond should be cognizant of the fact that the University of Richmond IRB typically does not meet in the summer.  Consequently, proposals should be submitted in a manner that acknowledges this schedule.  Studies eligible for expedited review must present no more than minimal risk to subjects and fall into one of nine federally defined research categories.   Persons doing no more than minimal risk research must be aware that their research cannot be expedited unless it is minimal risk and falls into one of these nine categories.  The categories are explained in a special OHRP guidance.  Categories 6-9 are most applicable at the University of Richmond.  These categories are quoted below.

(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. (NOTE: Some research in this category may be exempt from the HHS regulations for the protection of human subjects, as noted in 45 CFR 46.101(b) (2) and (b) (3). This listing refers only to research that is not exempt.)

(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.

The Institutional Review Board has authorized the Chair to make determinations as to whether or not a proposal is subject to expedited review.  The Chair must report in writing all expedited reviews made in the interim between convened meetings of the Board.  The Chair must also make the files related to such expedited reviews available for review by the Board.  Most expedited review files will be retained in the form of electronic copies that are cross referenced with a filed hard copy of the notice of action email.
An online expedited review worksheet has been developed for use by University of Richmond researchers.  The form is available online at the IRB website.  

3.4 Full Board Review.  Studies that do not meet the criteria for an expedited review must be reviewed by the full Board at a convened meeting.  If in doubt about the form of the review required, the Chair will most often bring a proposal to the full Board for its review.  Factors taken into consideration in making such a decision will include the level of risk to subjects, the nature of the proposal, and the subject population.  For example, a study that might otherwise be expeditible would likely be taken to the full Board if it involved vulnerable subjects, such as children, prisoners, or persons who are mentally impaired.  In appropriate circumstances, the Board may convene by some form of conferencing technology.  Such a convening would have to involve agreement in advance by a majority of Board members either by a meeting vote or email consensus.  More information on full Board reviews is contained in other sections of this guide, especially Section 8 “Meetings of the IRB.”
3.5 Continuing Review.  The IRB will exercise continuing review over human subjects’ research by requiring annual renewals of all research proposals, including research that has been determined to be exempt.  The continuing review process for proposals must be performed in accordance with the November 10, 2010 OHRP Guidance on IRB Continuing Review of Research.  The following materials will be required for IRB review, whether the continuing review is made by expedited review or by review of the convened board.  OHRP requires that all IRB members should at least receive and review a protocol summary and a status report on the progress of the research that includes the materials below.  Thus, researchers renewing a project should usually provide: 

· a brief project summary (this may be an email that communicates the proposal and other material required below to the IRB);

· a copy of the research proposal previously approved by the IRB (if there are no changes to the research) or a copy of the revised research proposal with changes highlighted for IRB review;

· a report that the research is proceeding in accordance with the IRB-approved protocol;

· the number of subjects accrued (total subject enrollment);

· the number of subjects who discontinued their participation and a summary of the reasons for the withdrawals, if known;

· a summary of any unanticipated problems (in many cases, such a summary could be a simple brief statement that there have been no unanticipated problems);
· available information regarding any adverse events that may have occurred  (the report might simply state that there have been no adverse events or that adverse events have occurred at the expected frequency and level of severity as documented in the research protocol, the informed consent document, and any investigator brochure or advertisement);

· a summary of any complaints about the research since the last IRB review;

· a summary of any recent literature that may be relevant to the research, if any, and any amendments or modifications to the research since the last IRB review;

· any relevant multi-center trial reports (if applicable);

· any other relevant information, especially information about risks associated with the research; and

· a copy of the current informed consent document and any newly proposed consent documents.

3.6 Not Reviewable Research.  The IRB, by expedited or full board review, may make a determination that an activity is “not reviewable research.”  There could be several reasons for such a determination, but all of the following conditions would generally need to be met. 
· The data will be collected anonymously.  Anonymity means that even the researcher cannot determine the identity of a respondent.  Researchers should note that interviews cannot be “anonymous,” as the person conducting the interview will generally know (or could discern) the identity of the subject.  For research using the University community as a convenience sample, this generally means that very few demographics should be collected.  For example, if only an age-range and sex are reported, a respondent’s identity generally cannot be established.  The person collecting the data should be certain that, even within a relatively small group, the identity of a respondent cannot be inferred.  When there is no personally identifiable information being collected then the activity, by definition, is not human subjects’ research.  Persons collecting such data need to exercise caution.  If, for example, there are very few women or 18 year olds in a class, then persons reviewing the data may easily be able to determine who a respondent would be.  If responses can be linked to even one respondent, then the data are no longer anonymous and personally identifiable information is being collected.  Any research-like activity where personally identifiable information is being collected should be referred to the IRB for a determination.  It should be noted that the collection of data does not include asking students questions in class or on tests, which are pedagogical activities not subject to IRB review.
· There is no intent to publish the data in any form.  When collected data will be used only for teaching purposes, the activity generally will not be construed as research.  For example, if an instructor collects data from students in the class to train those students in the use of spreadsheets or data analysis and those data never leave the classroom, then the activity is not reviewable research. The instructor should exercise judgment in the selection of topics and questions with regards to the possible sensitivity of respondents to the material.  Information should not be collected that could expose a respondent to civil or criminal liability or damage to financial standing, employability or reputation. (Note that future use of such data is limited.  It cannot be used in publications, posted on the web, used in poster presentations at the Student Symposium, etc. as the subjects will not have been consented.)  Research that results in limited dissemination (e.g. the results only being provided to the professor) would likely be reviewable research, but would generally qualify for expedited review and perhaps exemption.
· The questions are “minimal risk” and should pose no risk of harm whatsoever to the respondents.  As the primary purpose of an IRB is the protection of human subjects of research, the IRB will have less interest in activities such as surveys or interviews that have no risk to subjects.  For example, a survey conducted in the dining hall regarding food preferences would not be reviewable research.  Any interest that the IRB might have in the protection of subjects from a “research-like” activity is not present in such a survey.  However, even anonymous surveys that deal with “risky topics” should be reviewed by the IRB because there is the possibility that a respondent could be harmed simply by taking the survey.  Anonymous surveys on topics such as suicide ideation, body image, sexual assault and similar topics might be harmful to certain respondents.  For example, were the previously mentioned dining preference survey to collect demographic information on respondents’ weight and body image, the IRB would have an interest in reviewing the research.
· Under certain circumstances, a research activity involving only coded private information or secondary analysis of de-identified data may be determined to not be human subjects’ research.  Such projects should be submitted for IRB review to determine if they meet the criteria promulgated by OHRP in its October 16, 2008 Guidance on Research Involving Coded Private Information.
Determination that Research is Not Reviewable.   A person conducting a survey or collecting information that they believe is not reviewable research can receive a written determination on the matter from the IRB Chair by submitting in writing summary information on the topic.  The person should submit a detailed letter or email to the IRB Chair explaining the project.  In some cases, the IRB may ask for the submission of additional information including an expedited research proposal.  Generally, investigators should not themselves make the determination as to whether or not a project constitutes human subject research.  

Note to readers.  The review of classroom research activities is an area of evolving interest to IRBs.  Many universities are promoting undergraduate research activities.  The reach of these research activities has been magnified as students can submit the results of their research for publication, or publish their research themselves on the web.  Consequently, a research project whose audience may have been limited to the instructor or the classroom can now be submitted to a global audience.  This magnifies the risk to subjects and increases the responsibility of the student researcher and the faculty advisor.  It is likely that the University of Richmond IRB policy on the subject of classroom/student research will evolve.  Your comments on this (and other) topics are welcome.  Please submit them to the IRB Chair at irb@richmond.edu or to another member of the IRB listed at http://irb.richmond.edu/overview/members.html .
3.7 What is Not Human Subjects Research?  While a determination as to whether or not an activity is human subjects research should often be referred to the IRB, there are numerous areas of research that are clearly not human subject research and do not need to be submitted to the IRB for review.  Among the areas that are not human subject research are the following:

· Research that does not “involve obtaining information about living individuals.”
 See 45 CFR 46.102(d).  Thus, most research in the physical sciences and history is not considered human subject research.  (Note that oral histories are subject to IRB review.)
· Research that does not “involve intervention or interaction with the individuals” and the information collected is not “individually identifiable (i.e. the identity of the subject is or may not be ascertained by the investigator or associated with the information.”)   See 45 CFR 46.102 (f) (1) and (2).

· Research that involves only data and information from secondary sources, such as published books, census data, etc. 
4. HOW TO SUBMIT A PROPOSAL 

Any research involving human subjects at the University of Richmond must receive the IRB’s written approval or exemption before research can begin.  The IRB will provide such approval or exemption only after consideration of a written proposal.  While the Chair or other members of the IRB may occasionally provide verbal advice to researchers, only a written notice of action can be construed to reflect IRB approval or exemption.

Written notices of IRB action will generally be provided to investigators via email by the Chair of the IRB.
4.1 Delivery of proposals to IRB. Researchers submit proposals directly to the IRB Chair.  Proposals are usually submitted to the IRB Chair in electronic form.  While hard copies may be submitted, electronic copies are preferred.  See the IRB website for deadlines related to scheduled meetings of the IRB.

a. Copies may be emailed to the Chair of the IRB at: irb@richmond.edu . When necessary, the IRB Chair will ensure that copies are made for dissemination to IRB members.
b. As a rare alternative to an electronic submission, 11 copies of a paper proposal may be brought to:

Chair

University of Richmond IRB

Provost’s Office

Room 202, Maryland Hall

University of Richmond, VA 23173

c. An online Word document in template form can be used for proposals eligible for expedited review (see definitions later in this policy). The expedited form should only be used for simple proposals involving minimal risk to participants.  The form can be accessed at: http://irb.richmond.edu/submitting-proposals/expedited-review/index.html Persons using this form should complete it and email it (along with other required materials, such as surveys and consent forms) to the IRB Chair at irb@richmond.edu .

d. Instructions for persons completing IRB proposals for review by the convened IRB can accessed at: http://irb.richmond.edu/submitting-proposals/full-proposals/index.html.

4.2 Content of Research Proposals.  Proposals will vary in content and scope depending on the nature of the research and its potential risks to human subjects.  Examples of completed and approved proposals can be found at the IRB website at: http://irb.richmond.edu/submitting-proposals/index.html .  Proposals should generally include the following information:

a. Date of the submission.

b. The title of the research proposal.

c. The name and contact information (phone number and email address) of the Principal Investigator (PI).
d. Conflict of interest information (if applicable to the researcher.  A conflict of interest statement is general applicable only if the researcher has a financial conflict of interest.  See http://www.hhs.gov/ohrp/regulations-and-policy/guidance/financial-conflict-of-interest  or federal the federal guidance letter on this matter.

e. The names of all researchers participating in the study.  If a faculty member intends to involve students in the execution of a research project, the names of the students should be included.

f. Department or program in which the research is based (e.g. Psychology).

g. Qualifications of the Principal Investigator as they relate to the competence of the researcher to conduct the proposed research.

h. The approval of the advising faculty member (if student research).  If the proposal is submitted electronically, it will be forwarded to the faculty advisor by the Chair of the IRB.  The faculty advisor will be asked to reply with a statement similar to the following.  “I am the faculty advisor for this research proposal.  I have reviewed the proposal and approved its submission to the IRB.” 

i. A brief summary of the study, including purpose, participants, and methods (usually not to exceed 200 words).

j. A literature review as it relates to the goal of the study.

k. Detailed information on the study proposal, including:

i. Study hypothesis or objective.  What is the purpose of the study?

ii. What are the overall benefits of the study?

iii. Benefits and risks of the study to study subjects.  This section should include a detailed and discussion of benefits and risks.  For student projects, the benefits may be principally the educational experience of the researcher with no direct benefits to subjects.
iv. Study procedures.  How will the study be carried out?  This section will likely be the largest part of the proposal.
a. Description of procedures.  In this section, the researcher should explain in detail how the study will be carried out.
b. Description of the subject populations.
c. Approximate anticipated number of subjects to be recruited for the study.

d. Rationale for inclusion or exclusion of subjects.
e. Recruitment procedures, including copies of recruitment materials.

f. Discussion of investigators’ interaction with subjects.

g. Provisions for confidentiality and/or anonymity of subjects, including a data protection/disposition plan.  Researchers should be aware that anonymity of subjects (meaning that not even the researcher can discern a subject’s identity) is difficult to achieve. 
h. Special consideration regarding the collection of sensitive information, such as sexual behavior, drug use, or any information that, if revealed, could result in legal, reputational or employment problems for a subject.
i. Discussion of how results will be disseminated.  Will results be restricted to the classroom?  Used in the Student Symposium?  Submitted for publication? Posted on the internet?  Researchers should be aware that some journals require the approval of an IRB as a condition of approving the publication of research involving human subjects.

l. Discussion of how the consent of subjects will be obtained.  Researchers should remember that consent is primarily a process that is documented by the consent form (see IRB website for examples of consent forms). Signed consent forms are generally required for adult subjects (persons 18 and over).  For persons under 18 years of age, the consent form must be signed by the subject’s parents/guardians, with the child providing “assent” on a separate form.  Much research is now conducted using electronic surveys utilizing the internet.  Generally, internet consent can be obtained by describing the study, its risks, etc., and including a procedure/statement similar to the following: “I have read and understand the study description and by clicking below and completing the survey, I am indicating my agreement to participate in the study.”
i. Consent forms (including electronic consent) should generally include:

a. Purpose of the study, including the approximate amount of time that subject’s participation will take.  For example, the consent form might read “Your completion of the survey will take approximately 15 minutes.”
b. Benefits and risks to subjects.

c. Information on principal investigator(s) including contact information.  If the principal investigator is a student, information on the student’s advisor (including contact information) is also needed.
d. Voluntary participation statement, including the right of the participant to withdraw at any time.  In addition, voluntary participation includes the right of a subject to skip any questions that he or she does not wish to answer.
e. Confidentiality provisions.

f. How data will be used (classroom only, publication, posting on the internet, etc.).
g. Participants’ rights section, including contact information for the University of Richmond IRB.

h. An attestation that the subject is over 18 years of age.
i. Documentation of participants’ consent.
ii. More information on informed consent requirements may be found at OHRP’s Informed Consent Checklist at: http://www.hhs.gov/ohrp/policy/consentckls.html 
m. Copies of any surveys, questionnaires, or interview protocols to be used in the research, including internet questionnaires need to be included as attachments to the proposal.

n. Debriefing information (if required).  A debriefing process and instrument are always needed when “deception” is used in a study.  The general standard for a debriefing following deception is to return the subject to the same “state” that he or she is in before the deception.  For example, if the deception involves providing subjects with false information, the researcher would use the debriefing to inform the subject which specific information is false and why it was necessary to provide the false information.  If deception is used in a study, the researcher must request a waiver of full disclosure from the IRB.    Waivers of full disclosure may be approved only if four points are satisfied (see below).  In the request for waiver, the researcher must explicitly substantiate each of the following four statements.” 
i.
The research involves no more than minimal risk to the subjects;

ii.
The waiver or alteration will not adversely affect the rights and welfare of the subjects;

iii.
The research could not practicably be carried out without the waiver or alteration; and

iv.
The subjects will be provided with appropriate additional pertinent information after participation, including pertinent information on the fact and nature of the deception. 
o. Recruiting information (if applicable), including posters, emails and other relevant materials.

p. Certification of training.  See the section on required training in this IRB policy manual.

q. Information on grants associated with the research, if applicable.

r. Other materials as may be applicable or appropriate.
4.3 Continuing review applications.  Federal regulations require IRB review for ongoing research at least annually.  Typically, the University of Richmond IRB provides approval for a period of one year (the maximum allowed by federal regulations).  For ongoing research activities, principal investigators must follow the procedure outlined in Section 3.5 (Continuing Review) on page 8 of this Policy Guide.  This procedure basically provides for the submission of an updated proposal with the researcher’s reports on various elements of the study.  There is no longer a procedure by which a form may be submitted for the renewal of a proposal.  Researchers must allow sufficient time for IRB review prior to project renewal.

4.4 Amendments to an approved study.  When a researcher needs to revise, modify, or change an IRB-approved proposal, the amendments to that proposal need to be reviewed and approved by the IRB.  Amendments may be sent to the Chair of the IRB either in electronic or hard copy form.  The Chair will determine if the amendments need to be reviewed by the full Board or may be expedited.  Generally, a minor amendment (such as the addition of a new, related question to a survey) can be approved by the expedited process.  All proposed revisions should be (1) highlighted separately to focus on the revision/addition and (2) incorporated into the full protocol so that a complete, final copy is always on file.  Revisions should be sent to the Chair of the IRB.  Many minor revisions can be accomplished simply by requesting the change in an email.  For example, a principal investigator can add a researcher to the team simply by providing the new researcher’s name to the IRB Chair via email.  The “amendment” can be approved by an email from the IRB Chair.  Minor amendments approved by this process should be included in a revised proposal when the principal investigator submits the revised proposal prior to the expiration of the IRB approval.  See section 3.5 of this policy guide for details on renewing proposals.
4.5 Reporting unanticipated problems, including unanticipated adverse events.  Any unanticipated problems involving risks to subjects should be reported as soon as possible but always within three working days of the discovery of the occurrence to the Chair of the IRB.  The Chair will convene the IRB, if necessary, to appropriately address serious unanticipated problems.  If the safety of subjects is at risk, researchers can make appropriate changes as needed to protect subjects.  These actions and any changes to the approved protocol that are made to protect subjects must be communicated as soon as possible but always within three working days of the discovery of the occurrence to the IRB Chair and are subject to IRB review.  (NOTE: The provision for emergency action is contemplated principally for biomedical research.  The use of such a procedure is not likely to occur at the University of Richmond.)

4.6 Criteria for approval of proposals.  The University of Richmond IRB is not charged with or responsible for assessing the inherent value of research proposals.  The IRB recognizes that different disciplines will have differing criteria for what is important or worthwhile research.  The University of Richmond IRB will conform to the criteria set forth in 45 CRF 46.111 “Criteria for IRB approval of research.” These criteria are quoted in paragraphs (a) and (b) below.
 (a) In order to approve research covered by this policy the IRB shall determine that all of the following requirements are satisfied:
(1) Risks to subjects are minimized: (i) By using procedures which are consistent with sound research design and which do not unnecessarily expose subjects to risk, and (ii) whenever appropriate, by using procedures already being performed on the subjects for diagnostic or treatment purposes.
(2) Risks to subjects are reasonable in relation to anticipated benefits, if any, to subjects, and the importance of the knowledge that may reasonably be expected to result. In evaluating risks and benefits, the IRB should consider only those risks and benefits that may result from the research (as distinguished from risks and benefits of therapies subjects would receive even if not participating in the research). The IRB should not consider possible long-range effects of applying knowledge gained in the research (for example, the possible effects of the research on public policy) as among those research risks that fall within the purview of its responsibility.

(3) Selection of subjects is equitable. In making this assessment the IRB should take into account the purposes of the research and the setting in which the research will be conducted and should be particularly cognizant of the special problems of research involving vulnerable populations, such as children, prisoners, pregnant women, mentally disabled persons, or economically or educationally disadvantaged persons.
(4) Informed consent will be sought from each prospective subject or the subject's legally authorized representative, in accordance with, and to the extent required by §46.116.
(5) Informed consent will be appropriately documented, in accordance with, and to the extent required by §46.117.
(6) When appropriate, the research plan makes adequate provision for monitoring the data collected to ensure the safety of subjects.
(7) When appropriate, there are adequate provisions to protect the privacy of subjects and to maintain the confidentiality of data.
(b) When some or all of the subjects 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 subjects.
5. TRAINING REQUIREMENTS FOR IRB PROPOSALS

Since the September 9, 2008 meeting of the University of Richmond IRB, investigators involved in human subject research at the University of Richmond have been required to present certification to the IRB that they have completed training in human subjects’ protection.  Certification will be required prior to the IRB providing final approval for non-exempt research.  (OHRP “strongly recommends” required training for persons conducting human subjects’ research.)  To facilitate training at the University of Richmond, the University has subscribed to the Collaborative Institutional Training Initiative (CITI). Faculty, staff, and students may register for course modules at: https://www.citiprogram.org .  Faculty, staff and students registering for such training should first consult the University of Richmond IRB website for registration instructions to ensure that they receive appropriate credit for completed training.
5.1 Basic requirement for faculty and staff.  Faculty and staff must complete the following modules:

a. The University of Richmond (not a module, but a brief registration initiator that must be accessed)

b. The Belmont Report

c. Defining Research with Human Subjects – SBR

d. The Regulations and the Social Behavioral Sciences – SBR

e. Assessing Risk in Social and Behavioral Science – SBR

f. Informed Consent – SBR

g. Privacy and Confidentiality – SBR
h. Note – Other modules may be required by the IRB as applicable.  For example, a researcher working with children as subjects would likely be directed to complete modules on this protected subject population.
5.2 Basic requirement for students conducting research involving no more than minimal risk.  Students must complete the following modules:

a. The University of Richmond (not a full module, but a very brief registration initiator that must be accessed and completed)

b. Students in Research – SBR

c. Note – Other modules may be required by the IRB as applicable.  For example, persons doing research abroad will be required to complete modules on research outside the United States.  Persons doing research with children will be required to complete modules on performing research that involves children.

5.3 Requirements for IRB members.  The IRB shall set its own requirements for completion of training.  The IRB training requirement will consist of all of the training required of students, faculty, and staff plus other modules as the IRB prescribes.

Information on the registration for CITI modules can be found at the IRB website at: http://irb.richmond.edu/training-requirements/index.html . The IRB may require the completion of additional training when vulnerable populations are involved or other needs are indicated.

5.4 Other training requirements.  The training specified in this policy relates to human subjects research generally.  Researchers will often find that other training is a requirement of grants or special programs.  For example, the National Institutes of Health (NIH) requires that persons receiving NIH funding complete a course designed by NIH.  Effective January, 2010 the National Science Foundation (NSF) requires that persons (students, faculty, and staff) working on NSF funded research will need to have training in the responsible conduct of research.  Information for online courses on the responsible conduct of research is available at the University of Richmond IRB website at: http://irb.richmond.edu/training-requirements/conduct-of-research.html .  The University of Richmond currently offers responsible conduct of research training courses for the following areas: 
a.    Biomedical Responsible Conduct of Research Course

b.    Social and Behavioral Responsible Conduct of Research Course

c.    Physical Science Responsible Conduct of Research Course

d.    Humanities Responsible Conduct of Research Course.
6. ORGANIZATION AND RESPONSIBILITIES OF THE IRB AT THE UNIVERSITY OF RICHMOND

The President of the University of Richmond is the signatory official for the University’s assurance agreement with the U.S. Office for Human Research Protections.   The Institutional Review Board takes actions on IRB policies and matters that are not expeditible.  The Chair of the IRB is responsible for the day to day operation and administration of the IRB and for taking action on proposals that are expeditible.  Investigators (whether faculty members, staff members, or students) are ultimately responsible for the protection of subjects and for ensuring that the participation of subjects in research is voluntary and based on informed consent.  Responsibilities for various participants in the process for protecting human subjects of research are spelled out in detail below.
6.1 Responsibilities of Investigators.  Ultimately, the protection of human subjects is the responsibility of researchers or investigators conducting the research.  Investigators must make sure that they possess the knowledge and competence to carry out their research.  They must exercise judgment with regards to unanticipated events which may adversely affect subjects.  They must take action to terminate research if subjects are harmed and to report any such events as soon as possible but always within three working days of the discovery of the occurrence to the IRB.  Investigators must abide by international, federal, state and university policies involving the conduct of research with human subjects.  Investigators are encouraged to consult the University of Richmond IRB Website at http://irb.richmond.edu and the “OHRP Investigator Responsibility Frequently Asked Questions” at http://answers.hhs.gov/ohrp/categories/1567 .  It is important to note that undergraduates are permitted to be principal investigators at the University of Richmond.  While faculty advisors and the IRB will review and take action on students’ proposals, the students who are principal investigators are ultimately responsible for the protection of the human subjects of their research.  For this reason, student research involving human subjects is generally limited to research involving no more than “minimal risk” to subjects.
The terms researcher and investigator are used interchangeably in this IRB Policy Guide.
6.2 Responsibilities of the President as Signatory Official.  The President of the University of Richmond reviews and signs the Federalwide Assurance (FWA) document, which is the University’s formal agreement with the U.S. government regarding research with human subjects.  Such an agreement is generally required before an institution can receive federal funds in support of research activities.  The University’s FWA document states that the University of Richmond will be guided by the ethical principles of the Belmont Report and that the University “elects to apply” to all of human subjects’  research “the Common Rule and subparts B, C, and D of the HHS regulations at 45 CFR part 46.” In addition, the President appoints an IRB administrator (the Chair of the IRB) and members of the IRB.  Appointments are typically based on recommendations made by the IRB Chair in consultation with the Board and various department and program chairs on campus.  The President also states in the assurance agreement that “providing research investigators, IRB members and staff, and other relevant personnel with appropriate initial and continuing education about human subject protections will help ensure that the requirements of this Assurance are satisfied.” To promote compliance with this Assurance, the President directed the IRB to develop a mandatory training program for University researchers working with or collecting data about human subjects.  Action on the President’s directive was taken by the IRB in September of 2008 and is the basis for the IRB’s educational requirements.  (It should be noted that such training requirements are strongly recommended by OHRP and are typical for universities in the United States.)

6.3 Responsibilities of the Institutional Review Board (IRB) for the Protection of Human Subjects of Research.  Members of the Institutional Review Board (IRB) are appointed by the University President for indefinite terms.  Membership of the IRB must conform to the provisions of Section 46.107 and consist of at least five members, including at least one non-affiliated (or community) member. The current University of Richmond IRB consists of 10 members in order to cover the broad range of research subjects studied in the various schools of the University.  Alternate members are appointed to ensure continuing expertise on the Board.  Both regular and alternate members of the IRB must be registered with OHRP.

Members of the IRB are responsible for reviewing and acting on all research proposals submitted to the IRB, unless the proposals are acted on through the expedited process.  Members are required to attend scheduled and called meetings of the IRB and to prepare themselves for such meetings by reviewing proposals and other materials referred to them in advance of the meeting.  Members are responsible for completing training on human subjects’ protection and for determining training requirements for other University researchers.  Members of the IRB are responsible for the review and approval of University of Richmond policies related to the protection of human subjects of research.  IRB members are responsible for recusing themselves on votes where they have a conflict of interest and such recusal shall be noted in meeting minutes.  Other responsibilities of members, such as serving on IRB subcommittees, may be elective.  Basic regulatory responsibilities of Institutional Review Boards are outlined in the sections detailed below (principally in Sections 46.108 and 46.109 of 45 CFR 46.)  The Board may assign itself other responsibilities that it deems appropriate for the protection of human subjects of research.

The Institutional Review Board serves as an advocate for the human subjects of research, ensuring that the Belmont Report’s principles of respect for persons, beneficence, and respect for persons are adhered to.
Institutional Review Boards derive their authority from federal law and regulations (See 45 CFR 46.109).  Responsibilities of Institutional Review Boards include, but may not be limited to, the functions and operations detailed in the following sections of 45 CFR 46:

· 46.108 – IRB Functions and Operations
· 46.109 – IRB Review of Research

· 

 HYPERLINK "http://www.hhs.gov/ohrp/humansubjects/guidance/45cfr46.html" \l "46.110" 

46.110 – IRB Expedited Review Procedures

· 
46.111 – Criteria for IRB Approval of Research
· 46.112 – Review by Institution
· 46. 113 – Suspension or Termination of IRB Approval of Research
· 46.114 – Cooperative Research
Researchers should be aware that much federal guidance on IRB responsibilities has been established through reviews of IRB practices by the Office for Human Research Protection (OHRP) and that OHRP often disseminates information through policies published on its website, training activities, and the publication of “OHRP correspondence” providing guidance on specific topics that it publishes on its website.  Often it is necessary for an IRB to visit multiple sources of authority before exercising its judgment in the review of a proposal.
As noted earlier, an institution signs an “assurance agreement” with the federal government.  The University of Richmond has signed an assurance agreement which extends the conditions of the “Common Rule” to all of its research, whether it is federally funded or not.  Federal rules and regulations are a “floor,” not a “ceiling,” for the protection of human subjects.  An institution’s IRB can adopt policies that go beyond those required by the federal regulations in 45 CFR 46 and other sources.  The University of Richmond has adopted policies specifically related to research at the University.  These policies are identified in this IRB Policy Guide and more specifically in Section 7 of this guide.

The University of Richmond IRB has determined that it may invite non-IRB members to participate in the review process when it deems that their expertise is needed.  Meeting practices of the IRB are more fully described in Section 8 of this guide, “Meetings of the IRB.”
In summary, the IRB is responsible for reviewing and approving or disapproving research proposals.  The Board can also require researchers to make changes to their studies.  The IRB can suspend or terminate its approval of research and has the right to observe and verify that research is being conducted in accordance with its conditions of approval. As specified in Section 46.116 of 45 CFR 46, the Board may require documentation of informed consent or may waive the requirements for documentation of informed consent.
6.4 Responsibilities of the Chair of the IRB.  The Chair of the IRB is appointed by the signatory official of the IRB, the President of the University of Richmond.  The responsibilities of the Chair of the IRB are designated by the signatory official, the IRB, and this IRB Policy Guide.  In addition, the Chair directly reports to the University of Richmond Provost and receives assignments from the Provost.

Currently, the Chair has been delegated the following duties and responsibilities:
a. Serve as the University of Richmond’s liaison to the U.S. Office for Human Research Protections (OHRP), including:

i. Preparation of the University’s Federalwide Assurance Agreement (FWA) with the OHRP for the University President’s periodic review and signature.

ii. Ensuring that the FWA is always up to date.

iii. Preparing the IRB’s organizational registration forms for OHRP and ensuring that the University’s registration is up to date.

iv. Preparation of necessary materials to be submitted to OHRP through the OHRP Electronic Submission System, such as information on the IRB’s administration, Board membership and alternates, and other information.

v. Submission of reports as required or necessary (reports of noncompliance, adverse events, etc.)

vi. Communication with OHRP staff on questions or matters of interest to the IRB.

vii. Staying up to date on OHRP policies and procedures and communicating relevant information to the Board and the University research community.

b. Serve as a voting member of the IRB.

c. Chair meetings of the convened Institutional Review Board.
d. Provide or coordinate administrative support for IRB meetings.

e. Prepare and maintain minutes of IRB meetings and other records as required by 45 CFR 46.115 IRB Records.  Submit these minutes to members of the IRB for their review, correction (if necessary), and approval.  Maintain electronic and hard copy versions of minutes.  (See Section 8 “Meetings of the IRB” and Section 9 “Records of the IRB” for more detail on minutes and meetings.)
f. Prepare notices of IRB meeting actions and communicate these notices of action to researchers via email.
g. Receive proposals and perform expedited reviews in categories as allowed by the University IRB and in accordance with OHRP guidance and University policy.  (Note, in some cases other members of the IRB may be designated to take expedited action on a proposal.  In such cases, the member will provide appropriate records to the Chair for filing.)  Normally, the IRB Chair will take the following actions on an expeditible proposal:

i. Receive the proposal and establish both a full electronic file (in permanent University “Exchange” folders) and a partial paper file on the proposal.  The paper file may consist only of a record of the IRB notice of action (typically an email), which provides sufficient information by which the electronic file can be located.  Electronic Exchange records are part of a limited access folder maintained by the Office of the Provost.

ii. Determine whether or not expedited action may be taken on a proposal.  (The Chair may consult with other members of the IRB in making such a determination.) If it is determined that the proposal must be reviewed by the convened IRB, the Chair will so inform the researcher and place the proposal on the agenda for the next IRB meeting.

iii. If applicable, determine that a student researcher’s faculty advisor has reviewed the proposal and approved its submission to the IRB.

iv. Determine the appropriate action for a proposal reviewed by the expedited process.  Such actions may include:

1. Approval.

2. Approval with conditions.

3. Exemption.

4. Request for more information.

As stated in OHRP guidance dated August 11, 2003, “In conducting expedited review, the IRB reviewers may exercise all of the authorities of the IRB except that they may not disapprove the research.”
v. Ensure that the researchers have completed training as required.  (Training is required for approved proposals.)

vi. Prepare a notice of action informing the researcher of the expedited action.  Email the researcher(s) a copy of the notice of action.  A notice of action will include:

1. The date of the IRB action.

2. The action taken by the IRB.

3. The time period to which the action applies. (IRB actions are to be reviewed dependent on the level of risk but not less than once a year according to 45 CFR 46.109(e).)
4. Any conditions of approval.  Conditions of approval must be addressed by the researcher prior to full IRB approval.  On most IRB actions of “approval with conditions,” the IRB Chair is authorized to review the researcher’s revisions and make a final determination.  Where the Board determines that additional review by the convened Board is necessary, that determination will be part of the Board’s action.  The Chair may also elect to refer revisions to the convened Board.
5. The reasons for the IRB’s action, if appropriate.

6. Directions to report any changes to the research to the IRB and receive IRB approval before implementing those changes.

7. Directions to report any adverse events involving subjects to the IRB Chair as soon as possible but always within three working days of the discovery of the occurrence and to suspend research under such circumstances.

8. Contact information for the investigator to use in contacting the IRB Chair.

9. Other information as required.

vii. Complete the file for the proposal, including a copy of the proposal, a copy of the notice of action, all correspondence (typically in email form) related to the proposal, and other items that may be relevant (such as information related to decision, e.g. the rationale for the expedited action or an exemption).

viii. Include relevant information regarding the expedited review on a spreadsheet to be presented to the convened Board at its next meeting.  This information should include:

1. The date the proposal was received.

2. The name of the principal investigator.

3. The applicant’s category (student, faculty, staff, other).

4. The faculty advisor, if applicable.

5. The course for which the research was prepared, if applicable.

6. The title of the proposal.

7. A brief summary of the methods used in the proposal (i.e. survey, interviews, experiment, etc.).

8. Comments on the proposal (e.g. minimal risk survey providing confidentiality to subjects).

9. Date of notice of action to applicant.

10. Action taken (i.e. approval, exemption, returned for more information).

h. Make determinations of exempt research in accordance with 46.101(b) when appropriate or refer such determinations to the full Board.  Such determinations may be made as notices of action.  Such notices may be provided either when a proposal or request for renewal has been submitted.

i. Reply to queries on whether or not IRB review is necessary.  In some cases the Chair may independently determine that an activity is not reviewable research and may inform the researcher of such a determination.  Such determinations will be filed as responses to queries in the IRB’s email records.  Paper files will generally not be maintained as responses to queries.  On occasion, the Chair may reply verbally to a query when the matter is very clear cut.  (For example, if a researcher asks if an IRB review is necessary to use published data from the U.S. Census Bureau, a verbal response would likely be given.)  At the Chair’s discretion, he or she may elect to report to the convened IRB a determination that an activity is not reviewable research.  The IRB Chair may use such instances as opportunities to document determinations that he or she may think to be of interest to the convened board.
j. Develop and maintain a system of educating and training University researchers on the protection of human subjects of research.

k. Serve as the University’s administrator for the Collaborative Institutional Training Initiative (CITI) program.

l. Serve as a resource for the University of Richmond research community on the protection of human subjects.  Make presentations to university groups as requested (when feasible).

m. Report the findings and actions of the IRB to the Provost and the President as appropriate.  The Chair will normally make a verbal report to the Provost monthly and may provide the Provost with an agenda for each convened meeting of the IRB.  Other reports may be generated on an as needed basis.  Any reports of noncompliance, adverse events, or other matters of importance will be made to the Provost and the President of the University in writing.

n. Other duties as assigned by the President, the Provost, or the Board.

7. UNIVERSITY OF RICHMOND SPECIFIC POLICIES
Most of the policies of the University of Richmond regarding human subjects protections have been taken from or derived from federal regulations involving human research protections.  In that sense, they are derivative of the Common Rule and 45 CFR 46.

In addition to the policies found in 45 CFR 46 and other federal and state regulations and guidance, an institutional review Board also has the authority to adopt additional policies and procedures, provided that these are consistent with law.  Such additional policies are common.  For example, many universities (including the University of Richmond) require training for persons doing research with human subjects.  The University of Richmond IRB has made the following policy choices, which are specific to the University of Richmond, although they are often also found at other colleges and universities.  Many of these policies may be amended by the IRB as it sees fit.
7.1 Application of the Common Rule to all research.  The University of Richmond, through its assurance agreement with the OHRP has voluntarily decided to apply the “Common Rule” to all human subject research at the University, regardless of its source of funding.  This assurance has been made by the University of Richmond Signatory Official (the University President) and cannot be changed by the IRB.

7.2 Students may be principal investigators, usually for no more than minimal risk proposals.  At some universities, the role of the student investigator is to assist a faculty member who serves as the principal investigator.  It is the policy of the University of Richmond that students may be permitted to be principal investigators of research activities.  While faculty advisors and the IRB will review and take action on proposals, students who are principal investigators are responsible for the protection of the human subjects of their research.  Typically, the IRB will only approve proposals involving no more than “minimal risk” to research subjects where students are the principal investigator.  “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.”  (From 45 CFR 46.102(i).)  As discussed elsewhere in this UR IRB Policy Guide, there are many factors that may increase risk level beyond the “minimal risk” threshold.  Students have often submitted proposals that address illegal behavior by subjects (such as underage drinking or drug use).  A proposal that collects information on illegal activity is more than minimal risk and likely would require a faculty principal investigator.  Other examples of factors that could increase the risk level beyond minimal risk include threats to reputation, financial standing or employability.  Questions that elicit responses to life events that are so upsetting that they may cause significant distress might also increase the level of risk. 

7.3 Training requirements.  The IRB requires training for all researchers conducting approved human subjects research at the University of Richmond.  Requirements range from one course module (for students doing no more than minimal risk research) to several courses for faculty and staff.  Researchers may be required by the IRB to complete additional modules under some circumstances.  (For example, an investigator doing research with school children would likely be required to complete the “Research with Children – SBR” CITI module.  Investigators doing research abroad usually would be required to complete modules related to international research.)  The IRB will also require training of itself, which will include as a minimum all training required of students, faculty and staff.  See section 5 of this UR IRB Policy Guide for more information on training requirements.

7.4 Definition of human subject research to be set by IRB.  The determination of whether or not an activity is classified as human subjects research will be made by the University of Richmond IRB.  Some proposals that might not rise to the federal definition of research (“a systematic investigation … designed to develop or contribute to generalizable knowledge”) may be reviewed by and acted on by the IRB to ensure that potential subjects are not harmed by a research-like activity and to promote learning by members of the University of Richmond community.  Some research will clearly not be human subject research (e.g. use of Census data or published secondary sources).  However, if the researcher is in doubt, he or she should query the Chair of the IRB.  If the Chair is in doubt as to whether or not an activity is human subject research, he or she will take the matter to other members of the Board or the convened IRB.

7.5 Classroom research assignments involving human subjects, though not contributing to generalizable knowledge, may be subject to IRB review.  While the federal definition of research is “a systematic investigation, including research development, testing and evaluation, designed to develop or contribute to generalizable knowledge,” an institution is expected to exercise its judgment in the application of its responsibility to protect human subjects.  Some classroom projects may involve extensive intervention and/or interaction with human subjects and may employ research methods which could be potentially harmful to human subjects.  Consequently, the IRB reserves the right to review classroom projects that involve research with human subjects.  The IRB regards experience with the proposal process and knowledge of human subject protection to be a part of the educational process.  Many “minimal risk” classroom research projects can be reviewed using the expedited process.  The Chair is authorized by the IRB to work with faculty members and researchers on classroom assignments involving minimal risk.  The Chair, at his or her discretion, may refer a classroom assignment to other members of the IRB or to the convened IRB for advice.  The Chair may require CITI training for classroom assignments at his or her discretion.  Where the Chair issues a notice of action on a classroom assignment, he or she will report that action to the convened IRB at its next regularly scheduled meeting as an “expedited action.”  The IRB may classify as “exempt” classroom research projects when they meet the criteria for exemption.  However, the Board will routinely require (even if by expedited review) that students conducting any research with human subjects complete the basic “Students in Research – SBR” module and others as applicable.  It is the position of the IRB that students are in the best position to protect subjects if they are informed about the basic principles of human subject protection.  Classroom research projects that do not extend beyond the classroom may be classified as “not reviewable research.”  Such projects would have to meet the criteria at Section 3.6 of this IRB Policy Guide, except for the criteria of anonymity.  Generally, a classroom project would classify as “not reviewable research” if the activity did not extend beyond the classroom (e.g. class members only interview or survey each other), the topic is minimal risk, and the results of the activity are not reported beyond the classroom.  Such activities will be viewed as teaching or pedagogy and not research.  Instructors are responsible for the conduct of such activities and should be mindful that some “risky topics” could be harmful to students, even in the classroom setting.  Such risky topics include matters such as suicide ideation, body image, sexual assault, etc.  Instructors and students need to be mindful that data gathered without IRB approval or exemption cannot later be used as part of a research project.   Electronic materials that are only accessible to the class (e.g. password protected Banner Web and Blackboard postings) are not considered publications and are regarded as “not reviewable research” in the same manner as other classroom-only activities related to teaching research practices.
7.6 Research involving children, prisoners and other vulnerable populations.  Researchers working with vulnerable populations should expect their proposals to be reviewed by the convened IRB and not by the expedited review process.

7.7 Research with children.  Researchers must be aware that research involving children is not covered by the Common Rule but by 45 CFR 46 Subpart D.  Regulations involving children are stricter than the Common Rule.  While the criteria for using the expedited review process “apply regardless of the age of the subject, except as noted,” it will be rare when the University of Richmond IRB uses the expedited process for studies involving children.  Researchers should expect a full Board review and schedule their research activities accordingly.  The University of Richmond expedited review form should not be used for research involving children as research subjects.  Simple observation of children in classroom settings without interaction with or intervention will not be regarded as reviewable human subjects’ research. Minor changes to proposals approved by the convened Board may be reviewed using the expedited process at the discretion of the Chair.  Other considerations involving research with children include the following:

Age – a child is a person under 18 years of age.  Federal regulations involving research with children leave the definition of children to the 50 states.  OHRP guidance states that “Children are defined in the HHS regulations as … persons who have not attained the legal age for consent to treatments or procedures involved in the research, under the applicable law of the jurisdiction in which the research will be conducted." See 45 CFR 46.402(a).  In Virginia, the age of majority is 18 and a child is legally defined as a person who is under 18 years of age.  As there are students at the University of Richmond who are under 18 years of age, researchers cannot assume that all students are of legal age to provide informed consent.  Consequently, studies should generally state that the research is limited to persons 18 years of age and older.  Consent forms should include a statement whereby subjects attest that they are 18 or older.  The definition of a child may differ when doing research abroad.  (In some countries, a child is defined as a person who is under 20 years of age.)  It is the responsibility of the researcher to determine the age of consent in the countries where they may be doing research.  Information on human research protections abroad can be found in OHRP’s 2013 Edition of the International Compilation of Human Research Standards.  This compilation of standards is revised annually. 
Minimal Risk.  Many of the additional protections afforded children involve the concept of “minimal risk.”  Federal regulations define minimal risk as research where “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.”  The permissible circumstances under which research involving more than minimal risk to subjects who are children are detailed in federal regulations in Subpart D and in the other regulations referenced there.  As noted elsewhere in this guide, researchers should expect proposals involving children to be reviewed by the full Board even if the proposal involves minimal risk to the subjects.

Parental/guardian consent and subject assent are required when children are research subjects.  When children are used in research projects, the consent of the parent/guardian is required, as well as the assent of the child.  Because children (1) may not be capable of comprehending a study and its risks and (2) are not legally of age to provide their own consent, federal regulations require that the consent to participate in a research study must be provided by the parents or guardians of the child.  Researchers preparing proposals involving children must include consent forms for the parents and assent forms for the child.  Consent means the “legally effective informed consent” of a research subject.  Assent means the affirmative agreement of the child to be involved.  The IRB may waive assent under very limited and specific conditions.
7.8 Research with prisoners.  Researchers must be aware that research involving prisoners is not covered by the Common Rule but by 45 CFR 46 Subpart C.  Regulations involving prisoners are stricter than the Common Rule.  While the expedited process can be used for prisoners, OHRP recommends that such proposals be reviewed by the convened IRB.  University of Richmond policy is that researchers should not use the expedited form for proposals involving prisoners.  It will be rare when the University of Richmond IRB uses the expedited process for any studies involving prisoners.  Researchers should expect a full Board review and schedule their research activities accordingly.  Normally exemptible criteria do not apply to research involving prisoners.  Minor changes to proposals involving prisoners that have been approved by the convened Board may be made using the expedited process.  Research involving prisoners requires (45 CFR 46.304) that the IRB’s membership is specifically constituted to address concerns raised when dealing with this population.  In practice, this means that the IRB will need to include “a prisoner representative with appropriate background and expertise to serve in that capacity…” 
7.9 Research with pregnant women.  Research with another vulnerable population, pregnant women, is governed by Subpart B of 45 CFR 46. Subpart B also applies to human fetuses, neonates of uncertain viability, or nonviable neonates. The additional protections related to pregnant women as subjects generally apply to biomedical research.  It is the policy of the University of Richmond IRB that non-biomedical research (such as research involving surveys or interviews) does not generally have to inquire as to whether or not a subject is pregnant.  However, if common sense would indicate that a research activity involving more than minimal risk would present additional risk to a pregnant woman, then the researcher and the IRB should take that risk into consideration.

7.10 Research with workers; scholarship athletes regarded as workers.  According to CITI training, workers are increasingly regarded as a vulnerable population.  Researchers should be aware that “employability” (46.101(b)(2)(ii) is one of the specific considerations to be taken into account when making a determination regarding whether or not research is eligible for exemption.  The IRB will review proposals involving workers to ensure that the employability of subjects is not put at risk as a result of their participation in the research.  Where there is some risk to employability, the IRB will require that a rigorous consent process inform workers of the potential risks associated with participation in research.  For the purposes of human subject protection, the University of Richmond IRB will consider a person on scholarship (such as a student athlete) to be a worker and will assess the potential loss of a scholarship as a threat to employment.

7.11 Training when vulnerable populations are involved.  The University of Richmond IRB will require any researchers doing research involving children, prisoners, or other vulnerable populations to complete additional CITI training modules as a condition of approval.  When vulnerable populations are involved, the IRB Chair or Board may require CITI training for exempt research and for classroom projects.
7.12 IRB Chair authorized to take expedited action.  The IRB has adopted the policy that the Chair may exempt, approve, approve with conditions, or return proposals for more information proposals that meet the expedited review criteria.  The Chair may not disapprove a proposal using the expedited process, but may return an incomplete proposal for more information.  Only the Board can disapprove a proposal.  The Chair must report in writing to the Board all exemptions and expedited actions at its next regularly convened meeting.  The Chair will make the records of all such expedited proposals available at such Board meeting upon the request of any member.  The Board will act “receive” or “not receive” the report or some portion of the report of expedited actions.  If the Board votes to “not receive” a portion of the report, the Board may review that proposal and take action as it sees appropriate.  Other experienced members of the IRB may also be designated to make expedited determinations.  The IRB Vice-Chair is authorized to make expedited determinations at any time that the Chair is unavailable.    Any expedited determination must be reported in writing to the full board at its next convened meeting.  The Vice-Chair or another member taking an expedited action could inform the Chair of such action via email and the Chair could include that report on the regular expedited report with an annotation as to which board member took the expedited action.
7.13 The Chair is a voting member of the IRB. The Chair is a voting member of the Board and is expected to participate in its deliberations.  The Chair will discharge other responsibilities in accordance with OHRP guidance and section 6 of this UR IRB Policy Guide.

7.14 The Board authorizes the Chair to prepare notices of action based on the decisions of the convened Board.  The typical procedure for notifying researchers of Board actions will be for Chair to provide such notification.  Typically, the Board will discuss, deliberate and decide on proposals at a convened meeting.  The Chair will take notes on the Board’s decision and read the decision of the Board aloud at the meeting.  Subsequent to a motion and a second, the Board will vote on the proposed action as read by the Chair.  Votes of each member will be recorded for each vote.  The Chair will prepare and notify in writing researchers of the convened Board’s action.  Notices of action will be available for review by any member of the Board at his or her request. 
7.15 The University of Richmond of Richmond IRB authorizes its Chair to approve resubmitted and revised proposals that have been “approved with conditions” by the convened Board.  The IRB may “approve with conditions” research proposals, consistent with OHRP’s: November 10, 2010 “Guidance on IRB Approval of Research with Conditions.”  As noted in this policy guidance:
By IRB approval with conditions (sometimes referred to as “conditional approval” or “contingent approval”), OHRP means that at the time when the IRB reviews and approves a research study (or proposed changes to a previously approved research study), the IRB requires as a condition of approval that the investigator (a) make specified changes to the research protocol or informed consent document(s), (b) confirm specific assumptions or understandings on the part of the IRB regarding how the research will be conducted, or (c) submit additional documents, such that, based on the assumption that the conditions are satisfied, the IRB is able to make all of the determinations required for approval under the HHS regulations at 45 CFR 46.111 and, if applicable, subparts B, C, or D of 45 CFR part 46.  With respect to research reviewed and approved with conditions by the IRB at a convened meeting, note that because the IRB is able to make all these determinations, the IRB may designate the IRB chairperson (and/or other individual(s) with appropriate expertise or qualifications) to review responsive materials from the investigator and determine that the conditions have been satisfied, and further review by the IRB at a subsequent convened meeting would not be necessary.
It is the University of Richmond’s policy that the Chair or another designated member has the authority to determine if the conditions of approval have been met and does not need to bring every proposal that has been approved by the Board back to the Board for its consideration during a convened meeting.  However, the Board may specifically direct that a proposal that is “approved with conditions” be returned for review by the convened Board.  In such cases, the minutes will reflect such a decision.  The Board may also designate a subcommittee or a Board member to assist the Chair in the preparation of notices of action, including the development of conditions of approval.  The Chair is authorized to determine when a notice of action is ready to be sent to a researcher and is not required to take a formal vote of a subcommittee when preparing a notice of action.  All notices of action sent to researchers are reviewable by any Board member(s) upon request.

7.16 Consent may be required for exempt studies.  The Board may approve proposals involving the consenting of subjects, even if the research may be technically exempt.  The Board may take such action in the interests of protecting subjects and encouraging researchers to become more familiar with the concept of informed consent.  If a proposal is approved, the consenting of subjects will be required.  If a proposal is exempted, it is still possible – but unlikely – that subjects will be required to provide informed consent.
7.17 Exempt proposals must be resubmitted annually.  In exempting proposals, the Board will require that – if the research is continuing – the proposal be resubmitted after one year.   If no changes to the proposal are made, the researcher needs to resubmit the proposal, addressing the progress of the research, as detailed in Section 3.5 of this Policy Guide.  If changes to the proposal are made, the proposal will have to be resubmitted, highlighting the changes and addressing the progress of the research, as detailed in Section 3.5 of this Policy Guide.  (The reason for this policy is that the researcher may alter the proposal in a way which he or she may not consider important that alters the risk level of the research.  The Board may, at some point in the future develop a separate process for administering proposals that are exemptible.)

7.18 Engagement in research at another institution.  When a researcher requests IRB approval to become engaged in a study conducted at another institution and approved by that institution’s IRB, the investigator can submit a copy of that institution’s research proposal along with an email or letter explaining the nature of the investigator’s participation.  It will not be necessary for the investigator to prepare a new University of Richmond proposal.  However, the IRB or the IRB Chair may request whatever additional materials it deems necessary from the investigator, including a full proposal.  Expedited approvals (or other actions) of requests to participate in research at other institutions will be reported by the IRB Chair on the expedited report.
7.19 Board determinations specific to proposals.  While the Board will seek to make consistent and predictable decisions regarding proposals, it recognizes that each research proposal presents a unique set of benefits and risks to potential subjects.  Nothing in these policies and procedures and no previous action of the IRB shall be viewed as constraining the Board from taking action on a specific proposal that the Board concludes is necessary for the protection of human subjects of research.

7.20 Proposals from researchers outside of the university.  The Board will decide on a case by case basis whether or not to take action on proposals submitted by persons not affiliated with the University of Richmond.  In cases where another entity requires local IRB approval before recruiting subjects at the University of Richmond, the decision as to whether or not to participate will be entirely at the discretion of the IRB.  However, the IRB will largely base its determination on whether or not the University of Richmond becomes “engaged” in the research, as defined by OHRP Guidance on Engagement of Institutions in Human Subjects Research.    When a University of Richmond researcher is engaged in a study (e.g. a national survey), the regular criteria for review will apply.  If a member of the faculty, staff, or student body only forwards information on a study to others at the University, that person will generally be considered “involved” and not “engaged” in research.  On request, the IRB Chair will provide a written determination as to whether an activity constitutes “engagement” or “involvement.”  Research “engagement” requires IRB review.  Research “involvement” generally does not require IRB review.    It is not the responsibility of the IRB to review every data request made of the University under the terms of the Federal Educational Rights and Privacy Act (FERPA). 

7.21 Internet research.  The IRB recognizes that internet-based or online surveys complicate issues such as the documentation of consent, the identification of underage participants, and other matters.   To help provide clarity to researchers, the IRB has made the following judgments.  The IRB will encourage researchers (especially students) to conduct only minimal risk research when using internet surveys.  Where research is greater than minimal risk, the IRB may require researchers to use services which can provide greater assurance of anonymity and/or confidentiality, though these services often come at a cost.  For minimal risk research, the IRB will allow researchers to certify age and consent by including the basic elements of consent, followed by a statement such as the following.  “I have read and understand the study description and the preceding explanation of the consent process.  By clicking below, I certify that I am 18 years of age or older and that I have read the [relevant materials] and I agree to participate in the study.”  The IRB will discourage the use of open-ended responses on minimal risk surveys because of the risk of subjects providing information that could raise the risk level of the research. Because of the inherent risks of misrepresentation and the limited opportunities to debrief participants, the IRB will generally discourage internet studies involving deception.  The IRB will generally disapprove any internet research involving the use of personally identifiable information such as Social Security numbers because of the inherent dangers in compromising such information.  Because of the difficulty of researchers knowing when data collected over the internet has induced distress, the IRB will require researchers to present a strong case that the benefits of more than minimal risk research outweigh the risks.
7.22 Jurisdiction of the IRB.  The principal jurisdiction of the IRB is the protection of human subjects of research.  The IRB will more specifically define its jurisdiction through policies such as this UR IRB Policy Guide.  The IRB may not become directly involved in the every aspect of proposals.  For example, the IRB (or the Chair) may approve proposals with typographical or other errors if these errors are not deemed to be relevant to the protection of human subjects.  The IRB may become involved in the purpose and substance of proposals when determining whether the benefits of the research outweigh the risks.  Where risks are more than minimal, the IRB will require evidence that the research presents benefits which exceed the risks involved to subjects.  Where a proposal presents no discernible benefit at all, the IRB may request additional information of the investigator, as “no benefit” would be outweighed even by “no more than minimal risks” and thus risks would exceed benefits .

7.23 Engagement versus involvement.  At the April 14, 2009 IRB meeting, the Board concluded that merely forwarding email or other announcements of research activities for the purpose of recruiting subjects did not constitute “engagement” of the University of Richmond in research and did not require IRB review.  However, additional involvement (such as consenting subjects) would constitute engagement and require IRB review.  The IRB’s decision was based on OHRP guidance provided in October 16, 2008.  This guidance will inform future IRB decisions on the issue of “engagement” versus “involvement.”  Any researcher with questions on this subject should contact the Chair of the IRB or an IRB member.

7.24 Translation of consent forms.  The IRB has discussed inherent difficulties in determining whether translations of questions and consent forms are true representations of the English versions reviewed by the Board.  At its May 5, 2009 meeting, the IRB agreed that it would require researchers to certify to the IRB that the translations submitted as part of the proposal are a true representation of the content and spirit of the translated material.  The IRB may take further action to satisfy its interest in this requirement as it sees fit.
7.25 Adoption of additional policies.  As federal regulations are seen as a “floor” and not a “ceiling”, the Board may adopt additional policies as it sees fit.  Generally these will be policies that serve to protect the rights of research subjects and promote the educational interests of the University of Richmond community.  The absence of a specific policy on a given matter does not in any way restrict the ability of the IRB to exercise its judgment in the protection of human subjects.

7.26 Research that is Not Reviewable.  Some research is not reviewable and does not need to be submitted to the IRB for review.  Examples of such research would be science experiments where there is no involvement of human subjects, research that relies exclusively on previously published material, such as Census data or books, and general observations of activities or events where the researcher is not systematically collecting information on living persons.  If a researcher is in doubt as to whether or not an activity is human subjects’ research, he or she should contact the IRB Chair or an IRB Board member.  Also see Section 3.6 of this Policy Guide.
7.27 Withdrawal of Subjects from Research Activities.  It is the position of the University of Richmond IRB that subjects should be able to withdraw consent from research participation at any time during the research process.  This is consistent with OHRP regulations, the Nuremburg Code, and good research practice.  The University of Richmond IRB also advises researchers not to seek to persuade subjects to remain in a study or attempt to negotiate the “partial use” of a subject’s response.  Reason being, such negotiation could easily be construed as coercion.  Researchers seeking an exception to this policy must submit a request to the IRB in writing, justifying their rationale for seeking the continued inclusion of a subject(s) who has requested that his or her   participation as a subject be ended.  Such exceptions may only be considered by the convened IRB and are not eligible for the expedited review process. The IRB recognizes that consent may not be feasibly withdrawn after the completion or publication of a study.

7.28 “Market Research.”  Federal regulations do not differentiate “market research” carried out by business entities from other research activities.  However, it can be assumed that most market research would not meet the federal research definition as an activity that is “a systematic investigation designed to develop or contribute to generalizable knowledge.”   Market research on products is generally not regarded as human subject research.   When, however, research shifts from a focus on a specific product or products to a focus on human opinions regarding the product or products, the activity may well shift to one that is indistinguishable from human subjects’ research.  For example, a market research study on shopper behaviors and motivations may be indistinguishable from a psychological study of the same subject.  Further, the collection of extensive demographic data can be so specific as to become individually identifiable information.  Market research activities that do not meet the criteria of “non reviewable research” established in section 3.6 of this IRB Policy Guide should be submitted to the IRB for review.   
8. MEETINGS OF THE UNIVERSITY OF RICHMOND IRB

The University of Richmond IRB will hold regularly scheduled meetings for the purposes of reviewing and acting on proposals, setting policies, conducting oversight, and fulfilling its other responsibilities.  This section lays out meeting policies and procedures.

8.1 Announcement of meetings.  Meetings will generally occur on the second Tuesday of the month at 12:30 p.m. during the academic year.  Meeting dates will be set by the Chair with the agreement of the Board.  Additional meetings will be scheduled as necessary.  Meetings dates will be posted on the IRB website (http://irb.richmond.edu) under “IRB Overview/ Schedules and Deadlines.”  Meetings will also be announced regularly in Spider Bytes and other media.

8.2 Distribution of agenda and other meeting materials.  The Chair will arrange for the distribution of an agenda and copies of proposals approximately one week prior to each meeting of the IRB.  The Chair may, with the concurrence of the members, produce a revised agenda at the meeting, including some additional materials, provided that there is sufficient time to review the materials.

8.3 IRB quorum.  The University of Richmond IRB usually consists of 10 members.  The University President may appoint more or fewer members at his or her discretion.  A quorum for a Board of ten appointees is six members.  Designated alternates appointed by the President may count towards a quorum if the member for whom the alternate is appointed is not present.  If the number of appointed members (without an alternate member) changes, quorum requirements may change with it.  For example, if there are only nine appointed members of the Board, the quorum requirement would be five.

8.4 Alternate members.  The IRB will normally have several alternate members, including an alternate for its unaffiliated member.  The President will appoint such members and their names will be submitted to OHRP by the IRB Chair.  Alternate members have the full rights and responsibilities of a regular member when serving on behalf of the regular member.  A regular member and his or her alternate may both attend meetings, but only one of the two may vote on any given matter at a time.

8.5 Discussion of proposals.  Each member will have carefully read each proposal brought before the Board. The committee, in its deliberation, will apply the criteria set forth in 45 CFR 46.111, as follows:
§46.111 Criteria for IRB approval of research.
(a) In order to approve research covered by this policy the IRB shall determine that all of the following requirements are satisfied:
(1) Risks to subjects are minimized: (i) By using procedures which are consistent with sound research design and which do not unnecessarily expose subjects to risk, and (ii) whenever appropriate, by using procedures already being performed on the subjects for diagnostic or treatment purposes.
(2) Risks to subjects are reasonable in relation to anticipated benefits, if any, to subjects, and the importance of the knowledge that may reasonably be expected to result. In evaluating risks and benefits, the IRB should consider only those risks and benefits that may result from the research (as distinguished from risks and benefits of therapies subjects would receive even if not participating in the research). The IRB should not consider possible long-range effects of applying knowledge gained in the research (for example, the possible effects of the research on public policy) as among those research risks that fall within the purview of its responsibility.
(3) Selection of subjects is equitable. In making this assessment the IRB should take into account the purposes of the research and the setting in which the research will be conducted and should be particularly cognizant of the special problems of research involving vulnerable populations, such as children, prisoners, pregnant women, mentally disabled persons, or economically or educationally disadvantaged persons.
(4) Informed consent will be sought from each prospective subject or the subject's legally authorized representative, in accordance with, and to the extent required by §46.116.
(5) Informed consent will be appropriately documented, in accordance with, and to the extent required by §46.117.
(6) When appropriate, the research plan makes adequate provision for monitoring the data collected to ensure the safety of subjects.
(7) When appropriate, there are adequate provisions to protect the privacy of subjects and to maintain the confidentiality of data.
(b) When some or all of the subjects 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 subjects.
8.6 IRB voting.  A majority vote of participating members decides the action, provided that a quorum is present.  For example, if six members are present at the meeting, a vote of 4-2 would be adequate to take action.  The names of members and their votes will be recorded as part of the minutes. Actions available to the IRB are enumerated in 45 CFR 46.109.  These actions include:

8.6a. Approving the proposal as submitted.

8.6b. Approving the proposal with conditions for modification.  An approval with conditions does not need to be resubmitted to the entire Board.  The Chair or a subcommittee can review the modifications and approve the modified proposal, unless the Board directs that the proposal be resubmitted for review by the convened Board.

8.6c. Disapproving a proposal.  The Chair or an IRB subcommittee cannot disapprove a proposal. Only the convened Board can disapprove a proposal.  Disapproval will take place by a recorded vote of the Board.  However, the Chair and/or an IRB subcommittee can prepare and send a notice of the Board’s disapproval without the convened Board reviewing the final notice of action that is sent to a researcher. A resubmitted proposal that was previously disapproved by the Board must be returned to the Board for review, unless the extent of revisions in the resubmission qualifies the new proposal for expedited review.  (For example, were a proposal to be modified so that it posed no more than minimal risk, met other criteria for expedited review, and did not contain provisions that the convened IRB had found problematic, expedited action might be taken.)

8.6d. Not acting on a proposal.  Reasons for not acting on a proposal may include the absence of necessary information on which to base a decision, the need for more time to review the proposal, lack of Board consensus on a course of action, determination that project does not meet the conditions of human subjects’ research, or other reasons as determined by the IRB.  When no action is taken, the Chair will notify the researcher that no action has been taken and provide other such information as directed by the Board.  The proposal will be addressed at such time as the IRB determines what course of action should be taken.  If approval is needed and no action is taken by the board, the Chair will notify the researcher of the status of his or her proposal and inform the researcher that he or she must wait for IRB approval to proceed with his or her research.  If a researcher submits a substitute proposal, it will be evaluated on its own merits.  Such a proposal may qualify for expedited review.
8.6e. Appointing subcommittees.  In some cases the IRB may take an action at a convened meeting and empower a subcommittee to finalize the notice of action to the researcher.  When such an action is taken, the date of IRB action will be the meeting date of the convened IRB.  The minutes of the IRB will reflect the named members of the subcommittee and the language provided by the subcommittee in its written notice of action to the principal investigator.

8.6f. Other action as appropriate to the proposal or situation.  

8.7 Notifying principal investigators of IRB actions.  Based on the action of the convened IRB, the Chair will provide notices of action to principal investigators regarding their proposals.  A notice of action will include:

· The date of the IRB action.

· The action taken by the IRB.

· The time period to which the action applies.

· Any conditions of approval or exemption.
· Directions to report any changes to the proposal prior to the implementation of those changes.

· Directions to report any adverse events involving subjects to the IRB Chair as soon as possible but always within three working days of the discovery of the occurrence.
· Contact information for the investigator to use in contacting the IRB Chair.

·  Other information as directed by the Board.
8.8  IRB minutes.  Minutes will be recorded and maintained by the IRB Chair in accordance with 45 CFR 46.115(a) (2).  The Chair will generally prepare notes during the meeting that reflect the position(s) of the IRB.  The Chair will read or summarize the notes to the Board before each vote.  The meeting minutes will reflect IRB notices of action.  The meeting minutes will reflect the discussion and votes of the convened Board.  The notices of action will be communicated to the principal investigator by means of email.  The Chair will maintain electronic copies of these records on the University of Richmond’s Netfiles electronic storage system and will also retain print copies of these actions for three years from the date of the expiration of the effective date of the notice.  (Thus, if a proposal is approved on September 2, 2009, the approval is effective until September 1, 2010 and the records will be retained at least until September 1, 2013.)  In adopting this records retention requirement, the IRB acknowledges that records may not have been retained in this manner prior to September 8, 2009. The Chair will submit a draft version of the minutes to other members of the IRB for their review within one week of the meeting.  The minutes of each IRB meeting must be approved by a recorded majority vote at the next convened meeting of the IRB.  The minutes will include all actions of the IRB and the basic rationale for those actions.  The IRB will include in its report to the investigators the rationale for its decisions on proposals or policies.

8.9  Report of expedited actions by the Chair.  The IRB may take expedited actions in accordance with the Code of Federal Regulations at 45 CFR 46.110(a).  Normally such actions will be taken by the Chair, but other members on occasion may provide expedited reviews.  Categories eligible for expedited review may be found at: http://www.hhs.gov/ohrp/policy/expedited98.html .  These categories may change on occasion.  Expedited actions must be reported to the next convened meeting of the IRB.  The Board vote on expedited actions will be whether or not to “receive” the report of the Chair.  If the Board disagrees, it may vote to reconsider the action taken.  If such reconsideration is made, the Chair will notify the researchers of the new action of the Board.

8.10 IRB confidentiality.  The discussions of the IRB are considered confidential.  The minutes of the IRB will also be considered confidential, although they are subject to review by OHRP or other appropriate federal entities (e.g. NIH).  The minutes will generally not include the identities of persons making arguments for or against a proposal.  The principle of IRB confidentiality will not, however, be a basis for obscuring IRB decisions.  The IRB will attempt to communicate clearly to researchers the basis for its decisions.  Reports to researchers will not be considered a breach of IRB confidentiality.  The Chair may exercise discretion in making IRB minutes available to researchers or other University personnel.  The Chair will report to the convened Board instances where minutes have been made available to non-IRB members.  Review of draft IRB minutes may be made by email.  Members should not forward these drafts to non-IRB members or make them otherwise available for review by non Board members.  The IRB Chair may report on any board matters, including confidential discussions, to the University of Richmond Provost or the University of Richmond President.  When such reports are made, the Chair will inform the IRB at its next convened meeting or by other means as he or she deems appropriate.

8.11 Conduct of meetings.  IRB meetings will generally follow an agenda prepared by the Chair and circulated to the Board prior to the meeting.  Revisions may be made to the agenda at the request of the Chair or any Board member.  Normally the order of the agenda will be:

· Review of the minutes of the preceding meeting.

· Review of expedited actions of the Chair since the last meeting. 

· Review of proposals.

· Review of other business.

· Adjournment.

If a meeting does not adjourn, but business cannot continue because a required quorum is lost, the minutes of the next meeting will reflect the loss of the quorum and the delay or termination of the meeting.

8.12 Attendance of others at IRB meetings.  Researchers or other persons may be invited to attend a meeting of the IRB for the purposes of answering questions or providing information to the IRB.  Non-Board members will be asked to absent themselves when the Board discusses and votes on a proposal.

8.13 Changes to meeting procedures.  The IRB may change its meeting procedures at any time when it is judged to be in the interest of protecting human subjects of research.  When the Board digresses from its normal procedures, the exception and the rationale for that exception shall be included in the meeting minutes.  If any member objects to the exception, that member may request a vote and a majority vote of the Board will be required to digress from normal meeting procedures.

8.14 IRB Meetings Convened by Telephone Conference Call.  There may be rare occasions when the IRB may choose to meet by telephoned conference call.  This U.R. policy will comply with the HHS Guidance Letter of March 28, 2000 which is available online at: http://www.hhs.gov/ohrp/policy/irbtel.pdf . The HHS policy letter states that “Wherever possible, OPRR strongly recommends that such meetings take place with all participating IRB members physically present. However, OPRR recognizes that circumstances sometimes warrant conducting IRB meetings via telephone conference call.”  The policy letter goes on the state that

 Effective immediately, OPRR will recognize as “convened” those IRB meetings conducted via telephone conference call, providing that each participating IRB member (i) has received all pertinent material prior to the meeting, and (ii) can actively and equally participate in the discussion of all protocols.  Minutes of such meetings must clearly document that these two conditions have been satisfied in addition to the usual regulatory requirements … 
The above requirements apply to meetings of the University of Richmond IRB which may involve telephone conference calls or an equivalent technology, such as videoconferencing.  The University of Richmond IRB’s policy is that such meetings conducted via conference call may consist of some or all IRB members.  (For example, one member may be asked to participate via telephone connection or the entire meeting may be conducted by means of a conference call.)  The intent of the IRB is that this policy be used rarely and principally between regular convened meetings of the IRB.  This policy should not be interpreted by IRB members as a vehicle for participating in regular convened meetings for which a quorum is physically present or for which an alternate member may be physically present.
9. RECORDS OF THE IRB

The IRB Chair maintains both hard copy records (required by law) and electronic copies.     Records must be retained at least three years from the date of project completion, as required by 45CFR46.115 (b) except in those instances specified elsewhere in this chapter.  The University of Richmond IRB will comply with the records required in 45CFR46.115 (b) that are detailed there.

9.1 Hard Copy Records

· A hard copy file of OHRP records related to the University of Richmond IRB is to be maintained indefinitely.

· A hard copy file of project files is to be maintained for proposals approved by the convened IRB, referenced by the lead Principal Investigator name.  Most expedited review files will be retained only in the form of electronic copies that can be cross referenced with (only) a filed hard copy of the notice of action email.

· Copies of IRB meeting records are maintained for each meeting of the convened board.  Meeting records should include an agenda, all materials and proposals sent to members prior to the meeting and given to members at the meeting, meeting minutes, recorded votes on any matters, and a copy of all of the actions (e.g. proposals) brought before the IRB.  The IRB minutes on individual proposals will generally be reflected in the conditions of approval or other notes on each proposal.

9.2 Electronic Records

Electronic records are filed in a permanent folder co-owned by the Provost’s Office and titled “IRB”. Records of this folder contain three subfolders: 1. [IRB] Administration, 2. [IRB] Approved Proposals, and 3. [IRB] Proposals Under Review.  Details on these folders will reside on an “IRB Knowledge Base” to be developed by the IRB Chair and periodically reviewed by the Board.

An IRB Outlook mailbox (irb@richmond.edu) will contain all of the email correspondence related to actions of the IRB that pertain to records maintained by the IRB.  All notices of action are sent to researchers via email.  Some hard copies are also printed and filed by project, as stated above.  Currently only the IRB Chair, personnel in the Provost’s office and the Office of Information Services have access to this folder.


Subfolders, whose titles are generally self-explanatory, include the following:

· IRB Actions and emails. These are the main IRB folders.  They contain e-records of all IRB correspondence, actions, and files of documents that have been communicated electronically to the IRB.  Relevant emails from this folder also may have been printed out and included in the project files.  These records should be cross-checked with hard copy files annually.  Each academic year’s actions are filed by year (for example, “AY 2012-2013 IRB ACTIONS”).

· IRB Chair.

· IRB International Questions.

· IRB Meetings.  This file contains emails related to each meeting of the IRB.  The file also includes electronic records of meetings, such as meeting minutes.

· IRB Members.  This file contains correspondence with IRB members.  Member correspondence related to specific proposals may also be filed under IRB Actions.

· IRB President’s Office.  Correspondence to and from the office of the President of the University of Richmond related to the IRB.

· IRB Queries and Questions.  Some matters do not rise to the level of proposals.  Queries and questions may be included here and in the IRB Actions subfolders.

· IRB Training.

· IRB Website.

· Other IRB folders are included on Exchange as needed by the Chair.

9.3 Retention of IRB Records and IRB-approved Proposal Records

· IRB research proposals and related action are to be stored for at least three years after the completion of the research in accordance with federal regulations at 45 CFR 46.115(b). That language pertains to “The records required by this policy ...” and for purposes of storage would relate to research considered to be human subjects research under the provisions of 45 CFR 46 and this University of Richmond IRB Policy Guide. 

· To familiarize students with human subjects’ protection and the IRB process, the University of Richmond has extended its jurisdiction to student research, which is typically “non-generalizable” and thus would not constitute an activity covered by 45 CFR 46.  Student research proposals may be destroyed after the semester or academic year in which they are produced.  The IRB regards this process as providing additional subject protection as one of the main risks to research subjects is the inadvertent compromise of research records through neglect.

· Faculty and staff researcher records shall be stored for at least three years after the completion of the research in accordance with federal regulations at 45 CFR 46.115(b).  The media on which the records are stored shall be in accordance with the storage provisions in the approved research proposal.

· Faculty and staff members are authorized to convert existing research records from paper files to electronic files.  The provisions by which these conversions shall be made will be detailed in an IRB Knowledge Base to be developed by the IRB Chair and periodically reviewed by the Board.  

· At its discretion, the University of Richmond IRB can retain any records for an indeterminate period of time. 

10. UNIVERSITY OF RICHMOND COMPLIANCE WITH FEDERAL GUIDANCE ON WRITTEN IRB PROCEDURES

10.1 Federal Requirements.  The University of Richmond is required by OHRP guidance dated January 15, 2007 to have specific “required elements of written Institutional Review Board (IRB) procedures…”  The guidance provides substantial detail on what must be included in such procedures.  As the University of Richmond is not a major research university, many of the required elements of IRB procedures will likely not be encountered.  This section of the University of Richmond’s IRB policies specifically addresses each “required element.” 
 (UR policy follows in italicized typeface.)
1. The procedures which the IRB will follow for conducting its initial review of research; See sections 6.3, 6.4, 7.12, 7.18, 7.19, 7.20, 7.21 and Section 8 of this UR IRB Policy Guide.
2. The procedures which the IRB will follow for conducting its continuing review of research; See section 3.5 of this UR IRB Policy Guide.  
3. The procedures which the IRB will follow for reporting its findings and actions to investigators and the institution; See sections 6.4, 7.14, 7.15, 8.7, and 8.9 of this UR IRB Policy Guide for reports to investigators and the institution.
4. The procedures which the IRB will follow for determining which projects require review more often than annually; The UR IRB will normally review projects annually.  The IRB will determine on a case by case basis which projects require review more often than annually.  Any member of the IRB may suggest review more often than annually.  If adopted, the period of review will be specified in the IRB notice of action to the investigator.
5. The procedures which the IRB will follow for determining which projects need verification from sources other than the investigators that no material changes have occurred since previous IRB review; The UR IRB will determine on a case by case basis which projects need verification from sources other than the investigators that no material changes have occurred since previous IRB review.  Any member of the UR IRB may suggest additional verification.  In cases where additional verification is needed, the IRB will typically form a subcommittee to develop a plan of verification.
6. The procedures which the IRB will follow for ensuring prompt reporting to the IRB of proposed changes in a research activity, and for ensuring that such changes in approved research, during the period for which IRB approval has already been given, may not be initiated without IRB review and approval except when necessary to eliminate apparent immediate hazards to the subject; The UR IRB will inform investigators of their responsibility to inform the IRB of any changes or unanticipated adverse events in every notice of action that is sent to investigators.  See sections 4.5 and 6.4g (vi) 4 of this UR IRB Policy Guide. and
7.  The procedures for ensuring prompt reporting to the IRB, appropriate institutional officials, any Department or Agency head, and OHRP of:

  a. Any unanticipated problems involving risks to subjects or others (hereinafter referred to as unanticipated problems); As noted elsewhere in this policy guide, researchers are directed to report any problems to the IRB Chair as soon as possible but no later than three working days of the discovery of the occurrence.  Any reporting of a problem will be assessed by the IRB Chair and (if appropriate by the full board), to determine if the problem is an “unanticipated problem,” “an adverse event,” “serious or continuing noncompliance,” or should be subject to a “suspension or termination of IRB approval.”  The IRB Chair should be consulted to assist in the evaluation of such problems.  The Chair will report any such consultations to the IRB at its next convened meeting or via email in a timely manner.  The reporting of unanticipated problems will vary based on the nature and severity of the problem.  It is the responsibility of any member of the University community with appropriate knowledge to bring unanticipated problems involving human subjects’ research to the attention of one or more of the following persons: the principal investigator of the project, any member of the IRB, the Chair of the IRB, the Provost of the University of Richmond (if appropriate), or the President of the University of Richmond (if appropriate).  Any of the persons listed above may initiate a report to the Compliance Division of the Office for Human Research Protections (OHRP) at the discretion of the UR IRB.
  b. Any serious or continuing noncompliance with 45 CFR Part 46 or the requirements or determinations of the IRB; See section a above, and

  c. Any suspension or termination of IRB approval;” See section a above.
10.2 Guidance on Operational Details.  The same OHRP guidance noted in section 10.1 (above) provides that the IRB provide “Guidance on Operational Details.”  This guidance is provided in this IRB Policy Guide in the sections noted above and elsewhere in this IRB Policy Guide.  The federal guidance provides substantial detail on what must be included in such procedures.  As the University of Richmond is not a major research university, many of the required elements of IRB procedures will likely not be encountered.  This section of the University of Richmond’s IRB policies specifically crosswalks “required elements” with current University of Richmond IRB policies.
Federal Requirements Cross-walked with University of Richmond Policies.  OHRP guidance on required policies is presented in the following sections, with the University of Richmond’s applicable policy following it in italicized type.  The section may also reference a preceding section of this University of Richmond policy where appropriate.  The format of the remainder of this section will present OHRP guidance on required policies in regular type and the corresponding University of Richmond policy in italicized type.  The enumeration of paragraphs in this section of the UR IRB Policy Guide is different from that used elsewhere as it follows the enumeration of the federal guidance quoted herein.

The “Guidance on Operational Details” section of the OHRP January 15, 2007 Guidance Document follows:
Written IRB procedures should provide a step-by-step description with key operational details for each of the above procedures. Important operational details for the above procedures should include:

(1) a description of any primary reviewer system used for initial review, continuing review, review of protocol changes, and/or review of reports of unanticipated problems or of serious or continuing noncompliance. The University of Richmond does not have a primary reviewer system.  All reviews must be brought to the IRB Chair or the full Board.  Protocol changes and/or review of reports of unanticipated problems or of serious or continuing noncompliance should be reported to the Chair of the IRB.

(2) lists of specific documents distributed to primary reviewers (if applicable) and to all other IRB members for initial review, continuing review, review of protocol changes, and review of reports of unanticipated problems or of serious or continuing noncompliance.  IRB members will be given a complete copy of all documents presented for full Board review.  All documents will be maintained by the Chair and available for IRB member or institutional official review. Generally these documents will include the research proposal, consent forms, surveys, and recruiting materials.  Other materials will be distributed as appropriate.
(3) details of any process (e.g., a subcommittee procedure) that may be used to supplement the IRB’s initial review, continuing review, review of protocol changes, and/or review of reports of unanticipated problems or of serious or continuing noncompliance.  The full Board will designate any subcommittees appointed to supplement the IRB review.  The Chair is designated the authority to appoint subcommittees or other entities when it is not feasible for the full Board to act.  When the Chair initiates such a process, he or she will report such action to the IRB at its next meeting.

 (4) the timing of document distribution prior to IRB meetings.  Documents will be distributed no less than 24 hours prior to a UR IRB meeting.  The normal schedule for distribution will be as follows: proposals will be submitted to the IRB one week before a scheduled meeting; these proposals will be distributed to IRB members 3 to 5 days before the meetings.  However, the Board may receive documents at the time of its meeting, provided that such documents are of such length and complexity that they can reasonably be reviewed and acted on at the time of the meeting.  Some materials will be emailed to UR IRB members, especially in cases where the proposal may contain a special visual or auditory element.
 (5) the range of possible actions taken by the IRB for protocols undergoing initial or continuing review and protocol changes undergoing review.  In accordance with §46.109, the IRB “shall review and have authority to approve, require modifications in (to secure approval), or disapprove all research activities covered by this policy.” In addition, the University of Richmond IRB can take the following possible actions: exempt, approve with conditions and return for more information.  Exemptions will follow the categories as established by federal regulation.  When a proposal is returned as “approved with conditions,” the IRB chair or a designated subcommittee will have the delegated authority to issue a final approval.  When a proposal is returned for more information, the process will start over with the full range of actions available to the IRB and the IRB Chair.  The IRB Chair will have the authority to take any of the preceding actions on expeditible proposals (except disapproval), and will report such actions at the next meeting of the IRB. 
(6) a description of how expedited review is conducted and how expedited approval actions are communicated to all IRB members.  The IRB Chair, on his or her own authority, or in consultation with members will determine expedited reviews as appropriate.  The Chair will communicate such actions to researchers in writing and will communicate a written summary report of all such expedited actions to the IRB at its next scheduled meeting.  At a minimum, the Chair’s summary will include the name of the investigator, the date of the receipt of the proposal, the title of the proposal, the action taken by the Chair and the date of the action.  See Section 8 of this UR IRB Policy Guide for more details.
(7) a description of the procedures for: 

(a) communicating to investigators IRB action regarding proposed research and any modifications or clarifications required by the IRB as a condition for IRB approval of proposed research.  The IRB will communicate modifications or clarifications as “conditions of approval.”  Such action will be made in writing, usually by an email sent by the Chair of the IRB.  The investigator’s response to the conditions of approval will be made in writing, typically by submitting a revised proposal.  When the Chair (and/or a subcommittee) determines that the conditions of approval have been met, a written notice of action will be sent by the Chair to the investigator by email.  See Section 8 of this UR IRB Policy Guide for more details.
(b) reviewing and acting upon investigators’ responses.  The Chair, and/or a subcommittee, may take action as appropriate on investigators’ responses.  The Chair will make a record of such responses and actions.

(8) a description of which institutional office(s) and official(s) are notified of IRB findings and actions and how notification to each is accomplished.  Institutional office(s) and officials(s) will be notified of specific IRB findings and actions on an as-needed basis.  The Chair of the IRB will meet regularly (usually monthly) with the Provost to inform him or her of actions requiring more formal notification.  (See Section 6 of this UR IRB Policy Guide.)  The Chair of the IRB will notify the signatory official (the President of the University) of actions as required.  Typically, the President and the Provost would not be notified of routine actions of the IRB.  However, the President and Provost will always be notified in writing (usually via email) of unanticipated adverse events, reports of continuing noncompliance, or similar actions.

(9) a description, if applicable, of which institutional office(s) or official(s) is responsible for further review and approval or disapproval of research that is approved by the IRB; please note that, in accordance with HHS regulations at 45 CFR 46.112, no other institutional office or official may approve research that has not been approved by the IRB.  This will occur on an as-needed basis.   Other office(s) or officials(s) will be informed as necessary of further action, if any, which needs to be taken.  The IRB may direct the researcher(s) to notify appropriate officials or it may take action on its own, typically by action of the Chair.  For example, CAPS or the residential deans may need to be informed of a pending need for their involvement.

(10) a specific procedure for how the IRB determines which protocols require review more often than annually, including specific criteria used to make these determinations (e.g., an IRB may set a shorter approval period for high-risk protocols or protocols with a high risk: potential benefit ratio).  The IRB will determine on an as-needed basis which protocols require review more often than annually.  Specific criteria for such review may include (1) high-risk protocols, (2) protocols with more than minimal risk to subjects, (3) protocols involving vulnerable populations, (4) protocols submitted by researchers who have encountered problems in the past, and (5) other criteria as the IRB may deem to be appropriate.

(11) a specific procedure for how the IRB determines which projects need verification from sources other than the investigators that no material changes have occurred since previous IRB review, including specific criteria used to make these determinations (e.g., such criteria could include some or all of the following: 

(a) randomly selected projects; 

(b) complex projects involving unusual levels or types of risk to subjects;

(c) projects conducted by investigators who previously have failed to comply with the requirements of the HHS regulations or the requirements or determinations of the IRB; and

(d) projects where concern about possible material changes occurring without IRB approval have been raised based upon information provided in continuing review reports or from other sources);

The IRB may determine the need for verification from sources other than the investigators when (b), (c) or (d) apply. The IRB may also exercise its discretion in determining the need for such verification.
(12) a description of what steps are taken to ensure that investigators do not implement any protocol changes without prior IRB review and approval, except when necessary to eliminate apparent immediate hazards to subjects (e.g., this might be addressed through training programs and materials for investigators, specific directives included in approval letters to investigators, and random audits of research records).  Every IRB notice of action will inform researchers that they may not implement protocol changes, except when necessary to eliminate apparent immediate hazards to subjects, without prior IRB approval. All approval or exemption notices will inform investigators that they must report any adverse events involving subjects must be reported to the Chair of the IRB as soon as possible but no later than three working days after the discovery of the occurrence.
(13) a description of which office(s) or institutional official(s) is responsible for promptly reporting to the IRB, appropriate institutional officials, any supporting Agency or Department heads, and OHRP any: 

(a) unanticipated problems.  Any person with knowledge of unanticipated problems should report them to the IRB Chair or another member of the IRB if the Chair is not available.  In the event that timely action needs to be taken and the Chair is not available, unanticipated problems should be reported to a Vice Chair (if one is designated) or a former Chair (if one is still serving on the Board).  If there is no Chair, Vice Chair or former Chair, such reports should be made directly to the University Provost.

(b) any serious or continuing noncompliance with 45 CFR Part 46 or the requirements or determinations of the IRB,  The Chair, an IRB member, or any person with knowledge of serious or continuing noncompliance should make such a report promptly to the appropriate party in accordance with the OHRP’s Compliance Oversight Division and the policies at http://www.hhs.gov/ohrp/policy/advevntguid.html  or subsequent guidance as appropriate. 

(c) any suspension or termination of IRB approval.  Such report should be made by the Chair of the IRB to the appropriate Institutional Official or to OHRP as required.
(14) a description of the required time frame for accomplishing the reporting requirements in the preceding paragraph.  The reports referred to in paragraph 13 above should be made in a timely manner.  See OHRP guidance on timeliness at: http://www.hhs.gov/ohrp/policy/incidreport_ohrp.html.  As noted in the guidance, “The regulations at 45 CFR 46.103(a) and (b) (5) do not specify a time frame for reporting, except "promptly." For a more serious incident, this may mean reporting to OHRP within days. For a less serious incident, a few weeks may be sufficient. It may be appropriate to send an initial report, and indicate that a follow-up or final report will follow by a specific date; or when an investigation has been completed or a corrective action plan has been implemented.”  As noted elsewhere in this UR IRB Policy Guide, any adverse events involving subjects must be reported to the Chair of the IRB as soon as possible but no later than three working days after the discovery of the occurrence.
(15) the range of possible actions taken by the IRB in response to reports of unanticipated problems or of serious or continuing noncompliance.  The range of possible actions may include: guidance to the researchers, including required training; submission of a new proposal; direction by the IRB to discontinue research; or other actions as deemed appropriate to the circumstances.  Where sufficient concern exists on the part of the IRB, it may also inform other appropriate officials at the University such as the department chair, the dean of the applicable school, the Provost, or the President.  Reports will be made to OHRP as previously discussed in this policy.

ADDITIONAL OHRP GUIDANCE RELEVANT TO WRITTEN IRB PROCEDURES
A. Guidance Relevant to Initial and Continuing Review
(1) Requirement for Review of Research by the IRB at Convened Meetings. In accordance with HHS regulations at 45 CFR 46.108(b), initial and continuing reviews of research must be conducted by the IRB at convened meetings at which a majority of the members of the IRB are present, including at least one member whose primary concerns are in nonscientific areas (i.e., a quorum), except where expedited review is appropriate under HHS regulations at 45 CFR 46.110(b)(1) and under OHRP guidance at: http://www.hhs.gov/ohrp/policy/exprev.html .
The preceding is the policy of the University of Richmond IRB.   

Approval of research is by a majority vote of this quorum.  Should the quorum fail during a meeting (e.g., loss of a majority through recusal of members with conflicting interests or early departures, or absence of a nonscientist member), the IRB may not take further actions or votes unless the quorum can be restored.   The preceding is the policy of the University of Richmond IRB.

(2) Research Review Materials 
(a) Initial Review Materials. HHS regulations at 45 CFR 46.111 set forth the criteria that must be satisfied in order for the IRB to approve research. These criteria include, among other things, determinations by the IRB regarding risks, potential benefits, informed consent, and safeguards for human subjects. In conducting the initial review of proposed research, IRBs must obtain information in sufficient detail to make the determinations required under HHS regulations at 45 CFR 46.111.   Materials should include the full protocol, a proposed informed consent document, any relevant grant application(s), the investigator's brochure (if one exists), and any recruitment materials, including advertisements intended to be seen or heard by potential subjects. Furthermore, for HHS-supported multicenter clinical trials, the IRB should receive and review a copy of the HHS-approved sample informed consent document and the complete HHS-approved protocol, if they exist. Unless a primary reviewer system is used, all members should receive a copy of the complete documentation. These materials should be received by members sufficiently in advance of the meeting date to allow review of this material.  The preceding is the policy of the University of Richmond.  It should be noted that no proposals involving clinical trials have been brought to the University of Richmond IRB in recent years.  Should such a proposal be received, the IRB will take such actions as necessary to insure an appropriate review.  Such actions might include the inclusion of ad-hoc reviewers from other IRBs or the use of an independent IRB for such proposal(s).  The University of Richmond does not use a primary reviewer system, although the Chair is empowered to make determinations of exemption and to complete expedited reviews as noted elsewhere in this policy.

If the IRB uses a primary reviewer system, the primary reviewer(s) should do an in-depth review of all pertinent documentation (see previous paragraph).All other IRB members should at least receive and review a protocol summary (of sufficient detail to make the determinations required under HHS regulations at 45 CFR 46.111), the proposed informed consent document, and any recruitment materials, including advertisements intended to be seen or heard by potential subjects. In addition, the complete documentation should be available to all members for review.  The University of Richmond does not use a primary reviewer system.  All actions of the Chair are reported to the IRB as noted elsewhere in this policy.  Full documentation of expedited reviews is brought to the next convened meeting of the IRB following the expedited action.  All IRB files related to proposal documentation are available for review by all members of the IRB upon request.

(b) Continuing Review Materials. Continuing review of research must be substantive and meaningful. The IRB must ensure that the criteria set forth by HHS regulations at 45 CFR 46.111 are satisfied at the time of continuing review. The procedures for continuing review by the convened IRB may include a primary reviewer system.

In conducting continuing review of research not eligible for expedited review, all IRB members should at least receive and review a protocol summary and a status report on the progress of the research that includes: 

· the number of subjects accrued;

· a summary of any unanticipated problems and available information regarding adverse events (in many cases, such a summary could be a simple brief statement that there have been no unanticipated problems and that adverse events have occurred at the expected frequency and level of severity as documented in the research protocol, the informed consent document, and any investigator brochure);

· a summary of any withdrawal of subjects from the research since the last IRB review;

· a summary of any complaints about the research since the last IRB review;

· a summary of any recent literature that may be relevant to the research and any amendments or modifications to the research since the last IRB review;

· any relevant multi-center trial reports;

· any other relevant information, especially information about risks associated with the research; and

· a copy of the current informed consent document and any newly proposed consent document.

At least one member of the IRB (i.e., a primary reviewer) also should receive a copy of the complete protocol including any modifications previously approved by the IRB. Furthermore, upon request, any IRB members also should have access to the complete IRB protocol file and relevant IRB minutes prior to or during the convened IRB meeting.  The requirements above regarding continuing review materials are the policy of the University of Richmond IRB.  Much of the research at the University of Richmond is completed by the end of the IRB approval period.  Where period of research is extended the IRB will inform investigators of the requirements for continuing review.  Every IRB notice of action will include a statement that the action of the IRB is applicable for a period of no more than one year, after which the researcher must submit a request for IRB action.

The minutes of IRB meetings should document separate deliberations, actions, and votes for each protocol undergoing continuing review by the convened IRB.  See Sections 8 and 9 of this UR IRB Policy Guide.

When reviewing research under an expedited review procedure, the IRB Chair (or designated IRB member(s)) should receive and review all of the above-referenced documentation, including the complete protocol.  It is the policy of the UR IRB that the Chair receive and review the documentation cited above.  It is also the policy of the IRB that a fully completed form, with the appropriate attachments, can be used as the complete protocol for expeditible proposals.

For additional details about OHRP’s guidance on continuing review, see http://www.hhs.gov/ohrp/policy/continuingreview2010.html .
The University of Richmond IRB delegates most continuing review responsibilities to the Chair.  Where more intensive continuing review is required, the IRB will either designate a subcommittee for such purpose or the full Board will participate in the review.
(3) IRB Review in Emergency Situations. HHS regulations do not permit human subject research activities to be started, even in an emergency, without prior IRB review and approval (see 45 CFR 46.103(b) and 46.116(f) and OHRP guidance at http://www.hhs.gov/ohrp/policy/irbgd107.html .)  All human subject research activities at the University of Richmond must be reviewed by the IRB prior to initiation. The above emergency situations are highly unlikely at the University of Richmond as it is not affiliated with a medical research facility.  In the event that such a situation is encountered, the IRB will convene to review such a situation.

(4) Contingent Approval of Research. Convened IRBs often set conditions under which a protocol can be approved. OHRP notes that when the convened IRB requests substantive clarifications or modifications regarding the protocol or informed consent process/documents that are directly relevant to the determinations required by the IRB under HHS regulations at 45 CFR 46.111, IRB approval of the proposed research must be deferred, pending subsequent review by the convened IRB of responsive material.


As required by 45 CFR 46.111, the University of Richmond IRB will defer approval and consider a revised proposal at a convened meeting.  The UR IRB may also delegate reviews and approval of contingent approvals to the Chair or an IRB subcommittee.  See Section 7.15 of this IRB Policy Guide for details.
(5) Conflicting Interest. HHS regulations at 45 CFR 46.107(e) stipulate that no IRB member may participate in the IRB’s initial or continuing review of a project in which the member has a conflicting interest, except to provide information requested by the IRB. OHRP recommends that except when requested by the IRB to be present to provide information, IRB members absent themselves from the meeting room when the IRB reviews research in which they have a conflicting interest, and such should be noted in the IRB meeting minutes.

University of Richmond IRB members make known to the board any potential conflicts of interest that result from financial interests, such as outside income from funders of research.  IRB members will recuse themselves from voting on proposals in which they have a conflict of interest.  A conflict of interest will not be considered to exist when an IRB member teaches or has experience or expertise in a given area, or is a faculty advisor on a student research proposal.  A research proposal for which an IRB member is the principal investigator will be considered a conflict of interest and the member will not vote on the action and will not count as part of the quorum on the action.  Members who recuse themselves from voting on an IRB matter will not be required to absent themselves from the meeting room unless the issue of the member’s presence is raised (either before or during the meeting).  The IRB may amend or adapt this policy at a sitting meeting when common sense indicates that a conflict of interest does or does not exist.  Such action will be documented in the minutes of that IRB meeting.  IRB members should read the University of Richmond’s conflict of interest policy and ensure that they are in compliance with it (http://hr.richmond.edu/employees/policies/conflict.html).  For the purposes of service on the IRB, a member desiring clarification of whether or not a conflict of interest exists should disclose and resolve the issue with the Chair of the IRB.  Such disclosure shall take the form of at least one written query to the IRB Chair. 

(6) Initial and Continuing Expedited Review. OHRP recommends that documentations for initial and continuing reviews conducted under an expedited review procedure include: (a) the specific permissible categories (see http://www.hhs.gov/ohrp/policy/exprev.html) justifying the expedited review; and (b) documentation of the review and action taken by the IRB chairperson or designated reviewer and any findings required under the HHS regulations.

The preceding is the policy of the UR IRB.  Examples of justification follow:

· This proposal was conducted under an expedited review because the research proposed is an oral history, eligible for expedited review under 45 CFR 46.110(7). 

· The action taken by expedited review is to exempt the proposed research under 45 CFR 46.101(b)(2) which states that surveys and interviews are exempt unless disclosure of responses could pose risk of criminal or civil liability or possibly be damaging to the subjects’ financial standing, employability, or reputation.

· The action taken by expedited review is to exempt the proposed research under 45 CRF 46.101(b)(2) which states that research involving normal educational practices in established educational settings is exempt from 45 CFR 46 requirements.

B. Guidance Relevant to IRB Records and Documentation
(1) IRB Protocol Records. IRB protocol records must include all the information stipulated by HHS regulations at 45 CFR 46.115(a) (1), (3), (4), and (7).

The preceding is the policy of the University of Richmond.  Records will be stored electronically on "Exchange" files and/or in hard copy form in the office of the IRB Chair.  See Section 9 of this IRB policy guide for detailed policies on IRB records.
(2) Minutes of IRB Meetings. The minutes of IRB meetings must include all the information stipulated by HHS regulations at 45 CFR 46.115(a) (2). The minutes of IRB meetings should document, among other things:
(a) Separate deliberations, actions, and votes for each protocol undergoing initial or continuing review by the convened IRB.

(b) The vote on all IRB actions including the number of members voting for, against, and abstaining. In order to document the continued existence of a quorum, OHRP recommends that votes be recorded in the minutes using the following format: Total = 15; Vote: For-14, Opposed-0, Abstained-1. 

The preceding is the policy of the University of Richmond IRB.  IRB minutes will be prepared by the Chair or the designee of the Chair and circulated among IRB members for their review in draft form on a timely basis (normally within one week).  The Chair will incorporate changes and additions as necessary and will present the minutes to the next convened meeting of the IRB for its approval.  See section 8 of this policy guide for more detail on IRB meetings.
(3) Documentation of Findings. HHS regulations at 45 CFR 46.116(d) require that the IRB make and document four findings when approving a consent procedure which does not include, or which alters, some or all of the required elements of informed consent or when waiving the requirement to obtain informed consent. OHRP recommends that when approving such a waiver for research reviewed by the convened IRB, these findings be documented in the minutes of the IRB meeting, including protocol-specific information justifying each IRB finding.

The IRB will include protocol-specific information justifying a finding where some waiver of informed consent is granted.  For example, a waiver of written informed consent might be given on an international research project where subject might not be literate.  A waiver of some element of informed consent might be given when some measure of deception is used and full informed consent would negate the purpose of the research.  (In such cases, a debriefing will be made in which the subjects are informed of the nature of the deception and the reasons for it.)  Waivers of informed consent will be infrequent for approved proposals.

Similarly, where HHS regulations require specific findings on the part of the IRB, such as: 

(a) approving a procedure which waives the requirement for obtaining a signed consent form [see 45 CFR 46.117(c)];

(b) approving research involving pregnant women, human fetuses, or neonates (see 45 CFR 46.204-207);

(c) approving research involving prisoners (see 45 CFR 46.305-306); or

(d) approving research involving children (see 45 CFR 46.404-407); the IRB should document such findings. 

OHRP recommends that for research approved by the convened IRB, all required findings be fully documented in the minutes of the IRB meeting, including protocol-specific information justifying each IRB finding. 

UR IRB minutes and notices of action document findings and information as specifically required by HHS and other applicable regulations.

For research reviewed under an expedited review procedure, these findings should be documented by the IRB Chairperson or other designated reviewer elsewhere in the IRB record.

The UR IRB Chair or appropriate reviewer will document findings in a written notice of action.

(4) Documentation of Risk and Approval Period. IRBs must determine which protocols require continuing review more often than annually, as appropriate to the degree of risk [see 45 CFR 46.103(b) (4) and 46.109(e)]. OHRP recommends that the minutes of IRB meetings clearly reflect these determinations regarding risk and approval period (review interval).

The above is the policy of the University of Richmond IRB.  Unless specifically stated otherwise in the minutes, approvals shall be for a period of one year.  The following conditions of approval will be included in all notices of action.

“If your project has been approved by the University of Richmond Institutional Review Board for the Protection of Human Participants (IRB), this approval is based upon the conditions listed below.  It is your responsibility to ensure that your research adheres to these guidelines.

1. IRB approval is for a period of one year only.  If a research project extends beyond one year from the date of this letter, a request for renewal of approval must be filed.
2. Any substantive changes in the research project must be reported to the Chair of the IRB.  Changes shall not be initiated without IRB approval except where necessary to eliminate apparent immediate hazards to the subject.  Based on the proposed changes, a new review may be necessary.

3. Any adverse reaction or other complication of the research which involves real or potential risk or injury to the subject must be reported to the Chair of the IRB as soon as possible but no later than three working days after the discovery of the occurrence.
(5) Retention of IRB Records. HHS regulations at 45 CFR 46.115(b) require that IRB records be retained for at least 3 years, and records relating to research which is conducted be retained for at least 3 years after completion of the research. All records must be accessible for inspection and copying by authorized representatives of HHS at reasonable times and in a reasonable manner.

IRB records will be retained for at least three years after the IRB action.  Records for approved research which is conducted will be retained for at least 3 years after completion of the research. Examples:

· The record of a disapproval of research made on May 13, 2013 will be retained at least until May 13, 2016.

· The record of a research project approved on May 13, 2013 for a period of one year will be retained at least until May 13, 2017.

· Minutes of IRB meetings will be retained for at least four years following the adoption of the minutes.  For example, the minutes of an April 18, 2013 meeting approved on May 13, 2013 will be retained at least until May 13, 2017.

Records will be maintained in locked cabinets in the office of the IRB Chair and will be accessible to HHS, the Provost, the UR IRB signatory official, and members of the IRB.  For more details on the records of the IRB see Section 9 of this policy guide.
C. Guidance Relevant to Review of Protocol Changes
(1) Requirement for Review of Proposed Protocol Changes by the IRB at Convened Meetings. In accordance with HHS regulations at 45 CFR 46.108(b), review of proposed protocol changes must be conducted by the IRB at convened meetings at which a majority of the members of the IRB are present, including at least one member whose primary concerns are in nonscientific areas, except where expedited review is appropriate under HHS regulations at 45 CFR 46.110(b) (2).

Any substantive changes to research protocols will be reviewed in convened meetings except for the approval of minor changes which will be reviewed as described in the paragraph below.

(2) Expedited Review of Minor Changes. OHRP recommends that institutions adopt policies describing the types of minor changes in previously approved research which can be approved under an expedited review procedure in accordance with HHS regulations at 45 CFR 46.110(b)(2).

In order for the IRB to focus its attention on the protection of human subjects and not administrative minutiae, the IRB delegates to its Chair the authority to approve minor changes to previously reviewed research.  The Chair shall communicate such changes to the investigator in written form (usually email).  Examples of minor changes include small changes in the wording of questions on surveys, the correction of minor errors (such as listing an incorrect phone number or email address), the correction of a reference or citation, etc. , the addition of qualified members to the research team and the addition of like questions or procedures to an approved research protocol. If the Chair is in doubt as to the significance of a change, he or she may consult with another member of the IRB for guidance.  As noted above, the Chair is also authorized to review and approve changes made in accordance with the conditions of approval made by the IRB.  The Chair will report in writing the expedited approval of amendments to the full IRB at its next convened meeting of the IRB.
(3) Protocol Revisions. OHRP recommends that each revision to a research protocol be incorporated into the written protocol. This practice ensures that there is only one complete protocol with the revision dates noted on each revised page and the first page of the protocol itself. This procedure is consistent with the procedure used for revised and approved informed consent documents which then supersede the previous one.

The above is the policy of the IRB.  Revisions to such protocols may be made and submitted to the Chair in electronic form.  The Chair will include a hard copy of the revisions in the paper files of the IRB.

D. Miscellaneous Guidance
(1) Procedures for Determining Exemptions.  OHRP recommends that institutions adopt clear procedures under which the IRB (or some authority other than the investigator) determines whether proposed research is exempt from the human subjects regulations [see 45 CFR 46.101(b)]. Documentation should include the specific category justifying the exemption.

It is the policy of the University of Richmond IRB that only the IRB or the IRB Chair may determine what research involving human subjects is exempt from review.  Normally, such exemptions will be made in writing, except for cases when common sense would indicate that such documentation is not necessary.  
(2) Informed Consent Documents: Approval and Expiration Dates. OHRP recommends that IRBs affix the approval and expiration dates to all approved informed consent documents and stipulate that copies of these dated documents must be used in obtaining consent.  This procedure helps ensure that only the current, IRB-approved informed consent documents are presented to subjects and serves as a reminder to the investigators of the need for continuing review.  The University of Richmond IRB will designate, as appropriate, consent documents that require expiration dates. 
(3) Applicability of State and Local Laws to HHS-Supported Research. The HHS regulations do not affect any applicable State or local laws or regulations which provide additional protections for human subjects [see 45 CFR 46.101(f)]. OHRP recommends that written IRB procedures describe applicable State and local laws and regulations relevant to the conduct of human subject research.

The University of Richmond IRB Policy Guide contains information on the applicable State and local laws relevant to the conduct of human subject research in Section 11 of this Policy Guide.

(4) Additional Considerations. Institutions may wish to consider including additional pertinent information in their written IRB procedures, such as the following: 

(a) important definitions (e.g., the definition of research, human subject, and minimal risk); Definitions are included in the IRB Policy Guide and may be amended and added to as appropriate.

(b) a description of procedures for implementing other relevant Federal regulations that apply to human subject research (e.g., FDA and HIPAA regulations); Such circumstances are infrequent at the University of Richmond and procedures will be determined on as needed basis.

(c) procedures for selecting and appointing the IRB chairperson and members in order to satisfy the requirements of HHS regulations at 45 CFR 46.107; The IRB Chair will nominate members to the IRB signatory official (the University President) after consultation with some other members of the IRB, and other university officials as appropriate (e.g. a department chair or dean).  The President will authorize via email the appointment of such persons.  The IRB Chair will inform OHRP of such actions using the electronic notification system, as required by OHRP.

(d) procedures for training and educating IRB members and staff and investigators; See Section 7 of this IRB policy guide for training requirements.  All IRB members, staff, and investigators performing approved research will be required to approve designated CITI training.  Baseline training was approved by the IRB at its September 2008 meeting and is specified there.  The IRB will designate additional CITI or other training as it deems necessary.  The IRB Chair has the authority to change the baseline training menu to reflect changes in CITI course offerings.  (For example, if a specific CITI course is updated and the title changed, the IRB Chair can change the training baseline to reflect that change.)  The IRB does not presently require training for exempt research but may elect to make such training a condition of approval if it deems it appropriate.

(e) a description of the required elements of informed consent and criteria for waiving or altering these requirements; Descriptions of this are contained in various sections of this policy guide and on the IRB website.  It is the policy of the University of Richmond IRB that required elements may vary based on the level of risk of a proposal and the specific risks posed by the research.

(f) procedures for ensuring that the IRB possesses sufficient knowledge of the local research context.  The IRB will include among its members a variety of members qualified to make such general assessments.  The IRB Chair may solicit the advice of other persons as necessary to ensure sufficient knowledge of the local research context.  On international studies, the IRB may require a researcher to receive the approval of a local IRB.  It is the experience of the University of Richmond IRB that this is not always possible because some areas of the world only have biomedical IRBs and in some cases none at all.  When a student participates in SIT research abroad, the IRB will seek approval of the appropriate SIT IRB.

Paragraph (f) above is the final element of the OHRP Guidance on Written IRB Procedures.   This concludes Section 10 of the University of Richmond IRB Policy Guide, “University of Richmond Compliance with Federal Guidance on Written IRB Procedures.”  

11. STATE LAWS AND REGULATIONS:  LAWS IN VIRGINIA RELATED TO THE PROTECTION OF HUMAN SUBJECTS OF RESEARCH

The Commonwealth of Virginia has a human subject research law.  This law begins with Section 32.1-162.16 of the Code of Virginia, which provides definitions of human subject research, consent, and other terms.  However, the most important section of relevant Code of Virginia provision is Section 32.1-162.20 which essentially states that federal statutes are applicable to human subject research in Virginia.  Consequently, Virginia statute largely mirrors 45 CRF 46 and refers to the Code of Federal Regulations (CFR) in several sections.  For example, Virginia law in Section 32.1-162.17 (Exemptions) of the Code of Virginia is – for the most part – taken word for word from the exemption section of 45 CFR 46.


Virginia statutes do, however, offer clarification on some points where there is ambiguity in the federal regulations.  While federal statutes take precedence over state statutes, Virginia laws on human subject protection appear to have been written largely to provide guidance where federal statutes are silent.  For example, in paragraph 5 of 32.1-162.16 (Definitions), the state statute provides an operational definition of “legally authorized representative.”  In addition, State law provides the definition of a “child” where research is involved.  Section 1-207 of the Code of Virginia states that a “child,” “juvenile,” “minor,” or “infant” … “means a person less than 18 years of age.”  Because federal regulations leave the definition of “children” to the states, any research at the University of Richmond must recognize that for research (and other purposes) someone under 18 is a child under the law.  This is very important for researchers who use students at the University of Richmond as subjects.  In any research (exempt or nonexempt) subjects must be 18 years of age or older.  If a subject is less than 18 years of age, the subject cannot provide informed consent.  In such cases, parental/guardian consent must be obtained, along with the assent of the subject.  Even if a researcher is conducting minimal risk, exempt research, he or she must be careful to ascertain that the subjects are 18 or older.  It is not uncommon for 17 year olds to attend the University of Richmond.  For research purposes, the 17 year old is a child and the provisions of 45 CFR 46, Subpart D: Children must be adhered to. (Even a legally “emancipated” minor does not have the specific statutory authority under Section 16.1-334 of the Code of Virginia to provide informed consent and should not be used as a research subject.  A researcher should consult with the Chair of the IRB or the University General Counsel if a student makes a claim to be an emancipated minor.)
  


Researchers at the University of Richmond should be aware that state statutes establish “Human Research Review Committees” (HRRC’s) in State institutions.  The HRRC is comparable to an IRB and in most agencies the HRRC is the IRB for the State institution.   The Code of Virginia requires (in Section 32.1-162.19, paragraph D) that “every person engaged in the conduct of human research or proposing to conduct human research shall affiliate himself with an institution or agency having a research review committee, and the human research which he conducts or proposes to conduct shall be subject to review and approval by such committee…”  This language does not contradict the University of Richmond’s policy.  Indeed, it provides another source of authority for the actions of the IRB.


Basic provisions of the Code of Virginia related to the protection of human subjects of research include the following:


§ 32.1-162.16. Definitions.

§ 32.1-162.17. Exemptions.

§ 32.1-162.18. Informed consent.

§ 32.1-162.19. Human research review committees.

§ 32.1-162.20. Applicability of federal policies. 


This section of the University of Richmond handout does not replicate state law in every form.  Persons with question on Virginia law should consult with the Chair of the IRB or the University of Richmond counsel.

12. EXAMPLES OF POSSIBLE IRB DETERMINATIONS AND ACTIONS

Examples are provided below to guide the IRB or institutional officials involved in such decisions.  These examples do not limit the action of the IRB or institution in any way.
1. An annual renewal for a minimal risk study is due on December 14, 2013.  The researcher forgets to submit the application for renewal until January 3, 2014, claiming that her teaching and grading responsibilities precluded her timely submission of the report.  During this time, several surveys associated with the study were submitted online.  There is no suggestion that subjects have been harmed.  What action should be taken?   The IRB should require that the researcher submit a new proposal on a timely basis and suspend the collection of data until the new proposal has been approved.  While the IRB would have to approve a renewal application submitted on time, it should not accept a late renewal.  The IRB acts on the new application based on its merits, but includes in its notice of action a statement that the researcher must adhere to deadlines imposed in the notice of action.  Depending on the nature of the survey, the IRB may determine that surveys submitted prior to the IRB renewal may or may not be used in the research.  The IRB further informs the researcher that future lack of adherence to deadlines may involve appropriate sanctions. No report to OHRP is required.
2. A researcher studying underage drinking receives three surveys with identifying information.  Rather than removing the identifiers from the records, the researcher places these records into what he designates as a “special action” file for longitudinal analysis.  Later, a student complains to the IRB that she has been selected for follow-up review regarding her underage drinking.  The student complains that the consent form promised confidentiality and wants to know what has been done with information that she reported on related behaviors while under the influence of alcohol.  What action should be taken?  The IRB should inform the investigator that the research project is suspended.  The department chair is informed.  The IRB appoints a subcommittee to conduct a follow-up review.  A preliminary report of noncompliance is made to OHRP.  The results of the follow-up review are reported to OHRP.

3. A person affiliated with the University of Richmond is providing free legal services to minors incarcerated by the Virginia Department of Juvenile Justice.  The person sees interesting trends in the backgrounds of these juveniles and begins to collect family history background and other data on the incarcerated juveniles.  The person requests help from a colleague in the Department of Computer Science to run a regression analysis testing the relationship between severity of abuse in the home and the severity of crime for which the juvenile is convicted.  The colleague in Computer Science asks for a copy of the proposal that was approved by the IRB.  “What IRB?” is the response.  The Computer Science colleague reluctantly reports this noncompliance to the IRB Chair.  What action might be taken?  The IRB Chair contacts the person and directs him to stop collecting data.  The IRB creates a subcommittee to review the matter.  While the person collected the information in ignorance but “in good faith,” human subjects’ protections have been ignored in multiple ways.  The IRB makes a preliminary report to OHRP, the department chair, and the IRB of the Department of Juvenile Justice.  A full report to OHRP follows.
4. A department wants to assess how much time its students spend studying for the courses it teaches.  The department wants to use the study to makes its course offerings more consistent. One of the questions asks if excessive homework has ever made the student contemplate suicide.  The researcher performing the study wants to present a paper on his or her research. Is this reviewable research? Looking only at the first two sentences, the research might be appear to be non-reviewable or exempt research, as it is an assessment of the department’s local practices.  However, the question on suicide would make the study reviewable and would greatly increase the conditions of approval for the proposal.  The fact a member of the department wants to present a paper on the study also elevates the activity from an internal assessment of the department to a research activity. The IRB would require that the researcher(s) submit a full proposal to the IRB before it made a determination.
5. An IRB-approved study of more than minimal risk involves a faculty principal investigator and student co-investigators.  The faculty principal investigator leaves the University of Richmond. The student co-investigators want to know if they can continue work on the project.  What should take place? If no alternate faculty PI can be found, the IRB approval is terminated and the study is terminated.  Reason being that a student co-investigator cannot assume the role of principal investigator on a study that involves more than minimal risk.  This termination should be explained by the IRB Chair in a brief report to the IRB and included in the minutes of the next meeting.  No report to institutional officials or OHRP is required.
6. An investigator turns in a proposal renewal one week late.  Is this noncompliance? While this is a valid example of noncompliance, it does not rise to the level of a reportable incident.  In this case, the Chair of the IRB would confer with the researcher and determine what – if any – activities occurred during the one week of “lapsed” continuing review.  The Chair would advise the researcher that a new proposal must be submitted and must include information required for renewal, such as the number of subjects accrued and whether or not there have been any problems with the research.  The researcher would be directed to cease his or her research until a new proposal is received and approved by the IRB.  The IRB would act on the new proposal as appropriate.  This noncompliance would not rise to the level of an incident to be reported to OHRP.
7. A minimal risk survey of the freshman class experience is proposed as a means of improving services to new University of Richmond students.  Is this survey exempt from IRB review and how would the exemption be handled? The Chair would ask that the proponents prepare an expedited proposal.  Given that the survey is for the purpose of internal assessment and not research, the Chair would likely provide an exemption.  The Chair would provide a written notice of exemption.  The effect of such an exemption is that the administrators conducting the survey would not need to “consent” respondents.  In some cases, a survey used for internal assessment would not require the preparation of a proposal.  For example, if the dining center wanted to survey users on their satisfaction with dining services, the survey would not need to be reviewed by the IRB.  
8. The survey in the example above is being conducted, but the office conducting the survey wants to present its findings at conferences, comparing it to similar surveys elsewhere.  Is this exempt and how would it be handled?  The activity is research and would not be exempted.  If the survey is eligible for expedited review, the Chair might take action.  The Chair might also refer the proposal to the Board for its consideration, depending on the nature of the proposal and its level of risk.  Also, if a researcher wanted to add information about respondents to the survey, IRB review would likely be necessary.  For example, a survey linking satisfaction with dining services to student weight gain would be classified as reviewable research and a proposal would need to be submitted to the IRB.
9. Do persons conducting exempt assessments have to complete the training required by the IRB? No. The training requirement is for persons conducting non-exempt research.  Activities such as a program assessment are not considered research as defined by the federal government or the University of Richmond.  Therefore, a proposal that involved an exempt activity (assessments, normal classroom activities, research involving publicly available data) would not receive an IRB approval, but an IRB exemption.  Note that the determination that a study is exempt must be made by the IRB, not the individual conducting the research.

10. A student is assisting a professor with an IRB-approved psychology research project.  Does the student have to take an IRB training module?  Yes. Students assisting in the conduct of human subject research must take required training.
11. A teacher in a public school is seeking a Master of Education degree at the University of Richmond. As part of a research course, the teacher wants to use the students in his classroom as a convenience sample to see on which of two standardized tests the students score better.  The teacher has administered the tests to his classes before to help prepare them for taking the Standards of Learning tests.  Does the teacher need to submit the research proposal to the IRB and will the study require the consent of the students’ parents and the students’ assent?  After all, the teacher has already used these tests in the classroom without having to receive any permission.  Yes. Intent is everything in this example.  When the teacher was using the test instruments before, he was giving practice tests intended solely to help the students.  Now, the teacher wants the students to help him.  Many students suffer test anxiety, so there is some risk involved.  Parents may be confused as to why their children are being tested.  While the activity (a graduate school class exercise) may not meet the federal standard of research, the University of Richmond IRB has determined that any research involving children must be reviewed by the IRB.  However, a teacher who writes a paper on his or her normal classroom activities (without using data on students) is not conducting research and such an activity would not be reviewable.

12. A student proposal involves interviewing classmates about their social activities, including whether or not they use illegal drugs.  What should take place?  The IRB should evaluate the proposal and likely would direct that the question on illegal drug use be removed.  Reason being, the interviews potentially involve self-reports of illegal activity, which would make the research more than minimal risk. 
13. When to consult the IRB?  See the following table for an example of how similar research topics would receive differing levels of IRB review.

	13. When to Consult IRB?  It can be difficult to know when a research project is “reviewable” by the IRB.  The example below is not intended to serve as a general guide, but should give researchers some insights into when a proposal should be reviewed by the IRB. 

	

	Student Research Project on Study Habits: Should it be Submitted to the IRB?



	Example 1. A student’s paper
	Reviewable?
	Likely IRB action
	Comments

	
	
	
	

	A student wants to write a paper on study habits at UR.  She has frequently talked to her roommate and friends about the subject.  She writes her paper and even quotes a couple of her friends who have made statements such as “I have never, ever been able to study in my dorm room.”
	There would be no need to submit this to the IRB.
	None.  This would not come to the IRB for review.
	Even though the student has talked to other people, the project on its face doesn’t meet any of the usual criteria that define research.
  The activity is not systematic or designed.  Still, the student should be accurate and considerate in quoting persons.  However, because “subjects” were not consented, this material cannot be used later in a research paper. EXAMPLES FOLLOW.


	Example 2. An expansion of the paper using other class members, subjects and results restricted to the classroom
	Reviewable?
	Likely IRB action
	Comments

	
	
	
	

	The student gets an A on her paper and thinks about expanding it.  She asks her professor if she can survey members of the class.  The survey focuses on whether or not students are able to study in dormitories.  Using a Likert scale where 1=Always and 5=Never, questions such as the following are used in the survey: 
(1) I study in the library.

(2) I study in my dorm room.

(3) I study in the Commons.

(4) I study in study halls.

The student also collects some demographic information on subjects, such as their SAT scores and GPA averages.  The survey results are presented to the class in aggregate form.  The written paper only goes to the professor.  It is never to be published or posted on the web.
	Because this activity is not in any sense “generalizable research,” and the activity is entirely confined to the classroom and is of minimal risk, there is no need to submit it to the IRB for review.
	None.  Because this does not come to the IRB, it would take no action.
	The student’s professor may consider whether or not the project merits IRB review.  Because the project is a form of classroom teaching, with no chance that it will be submitted for publication or posted on the web, the activity is effectively confined to the classroom.  Because the proposal never goes to the IRB, it is the responsibility of the professor to ensure that the student knows that the activity should not be published in any form (e.g. posted on the student’s website or Facebook page).  While this example is innocuous, the professor might consider consulting the IRB if the information being collected could potentially distress students, collect information that could be “damaging to the subjects’ financial standing, employability, or reputation” or otherwise prove problematic. For example, the collection of information on the use of stimulants to study might warrant IRB review.

EXAMPLES CONTINUE.




	
	
	
	

	Example 3. Taking the project beyond the classroom
	Reviewable?
	Likely  IRB action
	Comments

	

	The student gets an A on her class research project and thinks about expanding it for submission to the A&S Student Symposium.   She decides to do a convenience survey of 100 randomly selected UR students.  The survey focuses on whether or not students are able to study in dormitories.  Using a Likert scale where 1=Always and 5=Never, questions such as the following are used in the survey: 

(1)  I study in the library.

(2)  I study in my dorm room.

(3) I study in the Commons.

(4) I study in study halls.

The student also collects some demographic information on subjects, such as their SAT scores and GPA averages.
	Because this is a systematic study that involves activities outside of the classroom, including collecting data about living persons, it should go to the IRB for review.  The student would fill out the expedited IRB form.  Subjects would need to provide informed consent.
	Provided that there are adequate safeguards for preserving the confidentiality of responses (many students would not want their GPAs posted at the Student Symposium), the IRB would likely approve or exempt the proposal using the expedited process (approval by the Chair or a designated Board member.)  As with every study, the IRB would want to ensure that the benefits of the research outweigh the risks of the research.
	Even though the intent of this student project is not to produce “generalizable” results, the University of Richmond IRB has established a policy that classroom and student symposium research activities are reviewable.  The IRB can take expedited action on the proposal because it is minimal risk and meets the criteria for expedited review.  By getting IRB approval, the student could submit the results of her research for publication.

EXAMPLE CONTINUES.

	

	Example 4. Asking if students use stimulants to help them study
	Reviewable?
	Likely  IRB action
	Comments

	

	The student is now a junior and decides to do a follow-up study.  In addition to the questions previously asked, the student includes several questions related to the use of stimulants while studying, including the following question:  “Have you ever used a stimulant, such as a non-prescribed but controlled drug, to help you study?”
	If the “stimulants” involved the potentially illegal use of a drug, this proposal would have to go to the convened IRB for a determination as it is no longer “minimal risk.”  If the stimulants in question were coffee, tea, an energy drink, etc. the proposal could be expedited.
	The IRB might approve a question on the use of a non-prescribed drug, provided that subject anonymity is provided.  Anonymity means that no one (including the researcher) can ascertain the identity of respondents.
	The level of risk has risen for many reasons.  Anonymity would be necessary to ensure that subjects would not be at risk for criminal liability.  Research records are generally “discoverable” by law enforcement officials.  Moreover, disclosure of the subjects’ responses could potentially be “damaging to the subjects’ financial standing, employability, or reputation.” 
EXAMPLES CONTINUE.


	Example 5. Asking if students have ever contemplated suicide because of study pressures
	Reviewable?
	Likely  IRB action
	Comments

	

	Disappointed that the IRB has required strict procedures for anonymity that will complicate the administration of the survey, the researcher takes a different direction and submits a previously approved survey with one additional question: Have you ever been so concerned about your studies that you contemplated suicide?
	This would have to go to the convened IRB for a determination as it is not “minimal risk.”
	The IRB would probably not approve a student research proposal that included a question on suicide ideation.
	While the IRB might approve a proposal involving suicide ideation from an experienced faculty researcher, it is unlikely that it would approve such a request from a student.   While each proposal is judged on its own merits, the considerable risks to subjects would weigh heavily on the IRB.  

	

	As demonstrated by the examples above, a student paper on study habits could range from “not reviewable” research to virtually “not approvable,” depending on the questions asked and the methodology used. 



 In its decision chart “Is an Activity Research …” OHRP’s first question is “Is the activity a systematic investigation designed to develop or contribute to generalizable knowledge? [45 CFR 46.1019d)].  (Boldface type is in the OHRP decision rule.)  The University of Richmond’s IRB has determined that research does NOT need to contribute to generalizable knowledge to be reviewable.
13. FREQUENTLY ASKED QUESTIONS

 1.  What is the University of Richmond’s IRB?  The IRB is the acronym for the Institutional Research Board for the Protection of Human Subjects of Research.  The IRB is established to protect the rights and welfare of human research subjects. The IRB was formerly administered by the School of Arts and Sciences.  However, as more proposals began to come from investigators outside of the School of Arts and Sciences, the IRB was moved to the Office of the Provost, effective July 1, 2007.

2.  What are the responsibilities of the IRB?   The responsibilities of the IRB are to protect human subjects and to ensure that research at the University of Richmond complies with federal regulations governing the conduct of human subjects research as spelled out in the HHS Regulations for the Protection of Human Subjects at title 45 Code of Federal Regulations Part 6, and in other federal regulations as applicable.
3.  What are the objectives of human subject research oversight?  The objectives, briefly summarized, are “respect for persons” (informed consent, protecting privacy and maintaining confidentiality; also, safeguards to protect vulnerable populations), “beneficence” (an IRB assessment of risks and benefits of proposed research; minimization of risks to subjects, with the benefits of the research exceeding the risks, and “justice” (ensuring that selection of subjects is equitable).  These objectives are enumerated in the 1979 Belmont Report which is a concise statement of ethical principles and guidelines for research involving human subjects

4.  My research only involves administering a survey to people, do IRB rules apply?  Yes.  Surveys involve interaction with living human beings for research purposes.  Some surveys can be minimal risk and might be "exempted" or "expedited."  Other surveys can collect sensitive information, however, that could be damaging to a subject if the subject’s responses were linked to him or her.  In some cases, the surveys themselves might touch on topics that can upset and therefore potentially harm subjects.  IRB rules have been interpreted as having a very broad application.  Any research involving contact with persons (either directly or by survey or some other means) or collecting personally identifiable information about a person should be submitted to the University of Richmond IRB for review.  Some research may be exempted from the requirements of OHRP (or other federal agency) regulations, but this exemption must be granted by the IRB in writing.  Also, an institution's IRB has the authority to adopt protections that exceed those of OHRP, which should be regarded as a "floor" and not a "ceiling."

5.  How can I follow IRB rules and conduct my research in a timely manner?  Becoming familiar with IRB rules in advance can promote the submission of applications in a timely manner.  In addition, the University of Richmond has an expedited review process that can either approve or exempt “minimal risk” research in a timely manner.  More information on the expedited process is available online at http://irb.richmond.edu .
6.  Who are the members of the University of Richmond IRB and how are they selected?  IRB members are appointed by the University President and represent varying backgrounds to promote complete and adequate review of research activities commonly conducted by the University of Richmond.  A list of members can be found online.  Members serve indefinite terms.

7.  What is “informed consent”?  Informed consent refers to the voluntary choice of a capable individual to participate in research based on an accurate and complete understanding of, among other things, its purposes, procedures, risks, benefits, alternatives, and any other factors that may affect a person's decision to participate.  Extensive federal guidance on informed consent can be found at http://www.hhs.gov/ohrp/policy/consent/index.html .
8.  When can the use consent form be waived?  The use of a signed informed consent form can only be waived by the IRB, generally when there is no more than minimal risk to the subject and where the use of a form could breach the subject’s confidentiality.  The HHS Informed Consent Checklist provides details on waivers and other informed consent procedures.  In addition, there are procedures by which informed consent can be obtained for online surveys, for which a signed consent form would not be possible.  Generally this can be done by including the consent information as part of the online survey and including a statement similar to the following.  “By clicking on ‘Continue’ I am providing my informed consent to participate in this study and I attest that I am at least 18 years of age.”
9.  I have a classroom project that involves teaching through the use of a survey.  Does this need to go through the IRB?  In-class research is covered by IRB rules and regulations.  This is an area where the University of Richmond IRB has chosen to exceed the protections provided in OHRP regulations.  OHRP regulations typically apply to research that contributes to "generalizable knowledge."  The University of Richmond IRB considers classroom research to be reviewable by the IRB for many reasons.  Going through the IRB review process contributes to students' education and the protection of research subjects.  However, if the use of the survey is entirely confined to the classroom (that is, the students in the class are surveying each other under the supervisor of the faculty member) then the activity is considered a teaching/pedagogical activity and a proposal does not need to be submitted.  If the students survey anyone outside of the class (e.g. a roommate or other UR students), then then survey must be submitted to the IRB.
10. Does each student participating in a class research project have to submit a separate proposal to the IRB?  No.  This is at the discretion of the professor.  The process for classroom research can be streamlined.  For example, a professor can submit an omnibus research proposal that lists all of the students as researchers and specifies which components of the research each student will be responsible for.  Some professors require that each student submit a proposal to the IRB as part of their research training.  Faculty members are encouraged to contact the IRB Chair for examples of omnibus proposals.
11.  What is the responsibility of the investigator with regards to the IRB?  The principal investigator and other investigators have primary responsibility for protecting the rights and welfare of human research subjects. A brief training tutorial on investigator responsibilities has been developed by the U.S. Office of Human Research Protections.  This UR website provides information on the training requirements for persons doing research with human subjects at the University of Richmond.  All University of Richmond personnel (faculty, staff, and students) must complete required CITI training before conducting research with human subjects.
12.  Under what circumstances are activities such as surveys of persons exempt from IRB oversight?  There are a variety of circumstances under which activities such as surveys may be “exempt.” Generally, exempt surveys would collect no personally identifiable information and – even if disclosed – would not “reasonably place the subjects at risk of criminal or civil liability or be damaging to the subjects' financial standing, employability, or reputation.”  As a rule a researcher should not “self-exempt” his or her research, but should refer the matter of an exemption to the IRB.
13.  Are staff assessment surveys generally exempt from IRB review?  An internal staff assessment survey is generally exempt from IRB review.  For example, a survey only collecting data for an internal administrative matter, such as a user feedback survey, is usually exempt or even not reviewable research.  Examples of surveys that are not reviewable research would include a questionnaire at the dining center asking persons how they liked the food or one given out after an event asking whether or not attendees enjoyed it.  However, if the collector intends to use the data for research purposes or conference presentations, then the survey is no longer simply for internal assessment and may not be exempt from IRB review.  Only the IRB can determine if an assessment survey is exempt, but this can usually be done on an expedited basis.
14.  How long is an IRB approval effective?  By federal regulation (45 CFR 46.109(e)), an IRB can only provide approval for a period of up to one year.  Typically, the University of Richmond grants approvals for one year.  Renewals to proposals where there are no changes can be requested prior to the end of the approval period. Researchers are responsible for allowing enough time for the IRB to review a renewal application.
15. Do consent forms need to be translated if research is conducted abroad?  Yes.  If a subject is going to be interviewed or surveyed in a language other than English, the researcher needs to submit information on how the interviews will be conducted and copies of consent forms in the language(s) to be used.  It is the responsibility of the researcher to certify to the IRB that the translation is a true representation of the content and spirit of the English versions of the proposal and consent forms submitted to the IRB.
16. What is the difference in "engagement" in research and "involvement" in research?  "Engagement" in research requires IRB review and oversight.  "Involvement" in research may not involve IRB review and oversight.  This matter was clarified somewhat in an OHRP action in October, 2008 when OHRP provided new guidance on the engagement of persons or institutions in research.  Using this guidance, the UR IRB determined that simply forwarding emails that informed potential subjects about a study did not constitute "engagement."  However, were the person forwarding the emails to provide other assistance, such as the consenting of subjects, then the University would be engaged and IRB review would be required.  Persons with questions about whether their "involvement" in a research project constitutes reviewable "engagement" should contact the IRB Chair.  The participation of a member of the University of Richmond community as a research subject does not constitute the “engagement” of the University in the research and does not have to be reviewed by the UR IRB.  For example, a student or faculty member could participate in a medical experiment at VCU as a subject and would be under no obligation to inform the University of Richmond IRB. 
17. What is meant by the "Responsible Conduct of Research" (RCR)?   The "responsible conduct of research" refers to various topics related to ethically conducted research, such as human subject protection, the humane treatment of animals in research, conflict of interest, research misconduct, responsible authorship and publication practices, and other topics.  The U.S. Office of Research Integrity offers ORI programs and training in the responsible conduct of research and an online book on the subject.  A statement on the responsible conduct of research at the University of Richmond can be found on the Provost’s website under the Faculty Resources Tab.
18. What constitutes exempt research?  Exempt research is defined as research not covered by basic federal regulations.  Exempt research is spelled out in the provisions of 45CFR46.101 (b).  However, those provisions are preceded by the caveat “unless otherwise required…”  In practice, what is exempt and what is not exempt is essentially determined by an institution’s IRB.  At the University of Richmond, a determination that research is exempt may only be made by the IRB or by the Chair of the IRB when an expedited determination is allowed. While some universities have delegated some reviews to “exempt committees” or the like, the University of Richmond IRB has not delegated this responsibility and may require researchers conducting “exempt” research to comply with IRB procedures.  (Note: federal regulations provide a “floor” and not a “ceiling” for policies protecting human subjects.  Institutions can and often do provide for additional protections.)  The Chair will consult with other member(s) on his or her initial review of proposals when in doubt as to whether a proposal needs to be reviewed by the full Board.    When the Chair takes expedited action, he or she will inform the full Board of such actions in writing at the next meeting of the Board.
19. What is the University of Richmond’s policy regarding continuing review of research?   The IRB will inform researchers of their responsibilities to report to the IRB any changes to approved research proposals or where they have encountered any unforeseen the risks to subjects.  The IRB may designate research for more intensive review as it sees fit.  Such more intensive review may include (but not be limited to) the designation of a subcommittee to conduct continuing review of research.
20. How does the University of Richmond IRB determine that a researcher is not in compliance with federal, state and University policy?   The University will determine conditions by which a problem may be deemed to rise to the level of serious or continuing noncompliance.
21. Who is the Chair of the IRB? Dr. R. Kirk Jonas in the Office of the Provost is currently the IRB Chair.  He can be reached at rjonas@richmond.edu or by calling (804) 484-1565.
22.  Who is the designated “Institutional Official” for the IRB?  The University president, Dr. Edward Ayers, is the Institutional Official for the IRB.
23.  How can I suggest a FAQ for this website?  Email your suggestion to the Chair of the IRB, Dr. R. Kirk Jonas at rjonas@richmond.edu.






