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**This approval is valid up to one year beyond the chairperson’s approval date.  An Annual Report is required and continuation of the study is contingent upon IRB approval.

To be sent to Dr. Kurt Schlichting, Chair, Institutional Review Board 

For the use of the Institutional Review Board.

__________ Subjects not at risk, project approved.

__________ Subjects at risk, project approved

__________ Subjects at risk, project not approved

Chairperson
Signature



Date

Policies and Procedures for Research Involving Human Subjects:

A.
 The Academic Councilxe "Academic Council" has accepted the following policies as a general framework for institutional policies intended to pro​tect the rights of human subjects in research conducted at Fair​field University:

1.
These policies will apply to research conducted by Univer​sity personnel or students which involves human subjects.  For the purposes of these policies, a human subject is defined as a "living individual about whom an investigator conducting research obtains: (1) data through intervention or interaction with the individual, or (2) identifiable private information."

2.
Investigators are expected to minimize risks to subjects by using procedures which are consistent with sound research design and which do not unnecessarily expose subjects to risk.

3.
Fairfield University will establish an Institutional Review Board (IRB) to ensure that rights of human subjects are pro​tected.

4.
Regulations from the Department of Health and Human Services currently in place will form the basis for Fairfield's insti​tutional policies.

5.
Any research request originating outside of the University will need to show that it was approved by the Rights of Human Subjects Committee of the organization where the research request originated.  If the originating organiza​tion has no such committee, the research request must be approved by Fairfield's IRB.

6.
Research activities which are exempt from coverage by DHHS regulations will also be exempt from coverage by Fairfield University's policies.

B.
The Academic Councilxe "Academic Council" has endorsed the following structure for a Human‑Sub​jects‑Research‑Review Procedure:

1.
The researcher will prepare a protocol describing (a) the proposed research; (b) the provisions for the protection of the rights and welfare of subjects, including but not limited to procedures to be followed for obtaining the informed con​sent of the research subjects, in conformity with University policies instituted to protect the rights of human subjects of research.

2.
The researcher will forward the research protocol to the University's Human Subjects Research Officer.  (If the researcher is a student, the researcher's faculty mentor will forward the protocol to the Human Subjects Research Officer).  The Univer​sity's Human Subjects Research Officer will play two roles:


a.
the Human Subjects Research Officer will represent the Univer​sity's interests in this area as they are affected by the proposed research (by insuring e.g. that applica​tions comply with federal guidel​ines, that the paperwork required of the institu​tion has been done, etc.);


b.
the Human Subjects Research Officer will insure the swift and fair operation of review procedures by com​municating with all parties involved, convoking the Institutional Review Board, etc.


The Human Subjects Research Officer will make no judgement on whether or not the protocol conforms with University policy.  Such judgement will be solely the responsibility of the Insti​tutional Review Board.

3.
The Institutional Review Board will have two roles:


a.
the Institutional Review Board will review the protocol describing the proposed research to be sure that it conforms with Univer​sity policy;


b.
the Institutional Review Board will review the research carried out to be sure that it has been carried out as it had been described in the protocol and has thus conformed with University policy.  Such review will be carried out at the conclusion of research if the research is com​pleted within a period of six months from its initial approval by the Institutional Review Board, or every six months and at the conclusion of the research if the research is carried out over a period of more than six months, and in either case more fre​quently if the Insti​tu​tional Review Board so deter​mines.


The Institutional Review Board's responsibility is limited to determining whether or not the proposed research conforms to University policy, and, if it does not, to explaining why it does not.  The Institutional Review Board shall make no other judgement on the proposed research.

4.
The University's Human Subjects Research Officer and the mem​bers of the Institutional Review Board will be appointed by the President, in conformity with Department of Health and Human Services regulations, and they shall serve indefi​nitely at the will of the President.

5.
No research involving human subjects may proceed unless the Institutional Review Board has determined that its proce​dures, as described in the protocol, conform to University policy.  If the Institutional Review Board determines that the proposed procedures are not in confor​mity with Univer​sity policy, it will indicate to the University's Human Subjects Research Officer the reasons for this determina​tion.  The Human Sub​jects Research Officer will then commun​icate this information to the researcher who will be encour​aged to resubmit an amended protocol for review.

6.
The Institutional Review Board will require that a research pro​ject be halted at any point when it determines that the research is not being carried out according to the proce​dures described in a previously approved protocol, or that the procedures described in the protocol are not in con​​formity with University policy.

7.
After a research project has been completed, if in reviewing the project the Institutional Review Board determines that the research was not carried out in conformity with the previ​ously approved protocol, it will make a record of this deter​mination for its files.  This determination will then be taken into account whenever the researcher submits a protocol for new or continuing research in the future.

8.
The decision of the Institu​tional Review Board in all cases will be final and not subject to appeal.  The Board will, however, always provide the Director of Research with rea​sons for its actions, and these reasons will be communi​cated to the researcher as described in section 5 above.

9.
The Institutional Review Board will be responsible for elaborating and modifying University policy in this area.  All state​ments of policy must be approved by the Director of Research and by the Academic Councilxe "Academic Council" before they become effec​tive.

10.
The Institutional Review Board will be responsible for deve​loping and modifying detailed procedures for reviewing research to ensure its conformity to University policy in this area.  All new procedures and all modifi​cations of earlier procedures must be approved by the Director of Research and by the Academic Councilxe "Academic Council" before they become effective.


AC: 5/15/89

xe "Human subjects"PREFACE

xe "Institutional Review Board"Institutional Review Board

Fairfield University


On July 12, 1974, the National Research Act (Public Law  93‑348) was signed into law.  The purpose of the law was to  identify the basic ethical principles that should underlie  the conduct of biomedical and behavioral research involving  human subjects and to develop guidelines which should be  followed to assure that such research is conducted in  accordance with these principles.  To assist the Secretary of Health, Education and Welfare (now  Health and Human Services), a National Commission for the Protection of Human Subjects of Biomedical and Behavior Research was established.  This commission deliberated over a period of four years on the ethical issues involved.  Their findings were published on April 18, 1979 under the title "The Belmont Report". It is this report that serves as the guide to Fairfield University's Institutional Review Board.


The Belmont Report states in part: "... assessment of the justifiability of research should reflect at least the following considerations (i) Brutal or inhumane treatment of human subjects is never morally justified. (ii) Risks should be reduced to those necessary to achieve the research objective.  It should be determined whether it is in fact necessary to use human subjects at all. (iii) When research involves significant risk of serious impairment, review committees should be extraordinarily insistent on the justification of the risk. (iv) ...a number of variables go into such judgements, including the nature and degree of risk, the conditions of the particular population involved, and the nature and level of the anticipated benefits.  The principle of justice gives rise to moral requirements that there be fair procedures and outcomes in the selection of research subjects.  Justice is relevant to the selection of subjects for research at two levels:  the social and the individual.  Individual justice requires that researchers exhibit fairness:  Thus, they should not offer potentially beneficial research only to some patients who are in their favor or select only 'undesirable' persons for risky research.  Social justice requires that distinction be drawn between  classes of subjects that ought, and ought not, to participate in any particular kind of research. ..."


On May 15, 1989 the Academic Councilxe "Academic Council" approved the establishment of an Institutional Review Board (IRB) at Fairfield.  In January 1990 the Rev. A.J. Kelley SJ, President of Fairfield University appointed six faculty members and one outsider to constitute the IRB at Fairfield.  It is the duty of the IRB to:

1. develop procedures for submitting research protocols for review.

2. determine if subject protocol is in conformity with University policy with regard to use of human subjects in research.


In addition, the IRB has the responsibility and authority to review, approve, disapprove or require changes in all research activities involving human subjects conducted on the campus and/or by University personnel off campus.  The IRB shall have authority to suspend or terminate approval of research that is not being conducted in accordance with the IRB's decisions, conditions and requirements or that has been associated with unexpected serious harm to subjects.


 Certain types of research activities are exempt under the law.  Research activities in which the only involvement of human subjects entails little or no risk are exempt.  The exempt activities fall into the following categories.

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

2. Research involving the use of educational test where subjects cannot be identified, directly or through identifiers linked to the subjects.

3. Research involving survey or interview procedures except under conditions where the subject can be identified or the topic deals with illegal activities or sensitive behavioral conduct.

4. Research involving the observation of public behavior except under conditions listed in item 3 above.

5. Research involving the collection or study of existing data, documents, records, etc. if these sources are publicly available. xe "Human subjects"Research proposals and surveys are to be reviewed by the Chair of the Institutional Review Board to verify that they qualify as exempt under the criteria stated above.


The basic requirement in all research dealing with human subjects is the requirement that the investigator obtain written informed consent from the subject or the subjects legal representative.  The procedure and limitations in obtaining this consent are outlined in this document.

xe "Human subjects"FAIRFIELD UNIVERSITY

Fairfield, CT

POLICY STATEMENT

with regard to

USE OF HUMAN SUBJECTS IN RESEARCH

Fairfield University is guided by the ethical principles regarding all research involving humans as subjects as set forth in the report of the National Commission for the Protection of Human Subjects of Biomedical and Behavioral Research entitled Ethical Principles and Guidelines for the Protection of Human Subjects of Research (the "Belmont Report").In addition, the requirements set forth in Title 45, Part 46 of the Code of Federal Regulations (45 CFR 46) will be met for all applicable Department of Health and Human Services (HHS)‑funded research and, except for the requirements for reporting information to HHS, all other research without regard to source of funding. The Institutional Review Board (IRB) has the responsibility and authority to review, approve, disapprove or require changes in appropriate research activities involving human subjects.


The IRB shall have authority to suspend or terminate approval of research that is not being conducted in accordance with the IRB's decisions, conditions and requirements or that has been associated with unexpected serious harm to subjects.


It is our policy that, all research will be reviewed and approved by an institutional review board which has been established under an assurance of compliance negotiated with HHS except for those categories specifically exempted by 45 CFR 46,  The involvement of human subjects in research covered by this policy will not be permitted until the IRB has reviewed and approved the research protocol and informed consent has been obtained.  Furthermore, the IRB's review of research on a continuing basis will be conducted at appropriate intervals but not less than once a year.


 Any research request originating outside of the University will need to show that it was approved by the Rights of Human Subjects Committee of the organization where the research request originated.  If the originating organization has no such committee, the research request must be approved by Fairfield's IRB. It is also our policy that unless informed consent has been specifically waived by the IRB no research investigator or principal investigator shall involve any human being as a subject in research unless the research investigator or principal has obtained the legally effective informed consent of the subject or the subject's legally authorized representative. Fairfield encourages and promotes constructive communication among the research administrators, research investigators, principal investigators, clinical care staff, persons responsible for curriculum areas, other institutional officials and human subjects as a means of maintaining a high level of awareness regarding the safeguarding of the rights and welfare of the subjects.

FAIRFIELD UNIVERSITY

Fairfield, CT

INSTITUTIONAL REVIEW BOARD

MEMBERSHIP:  


 In accordance with the compositional requirements of section 46.107 of 45 CFR 46 the membership is composed of at least five members, with varying backgrounds to promote complete and adequate review of research activities commonly conducted at Fairfield.  The Board shall include at least one member who is not otherwise affiliated with Fairfield and is not part of the immediate family of a person who is affiliated with Fairfield.  Members will be drawn from diverse backgrounds including consideration of their racial and cultural backgrounds and sensitivity to such issues as community attitudes, to promote respect for its advice and counsel in safeguarding the rights and welfare of human subjects.


When research is reviewed involving a category of vulnerable subjects (e.g., prisoners, children, individuals institutionalized as mentally disabled), each IRB shall include in its reviewing body one or more individuals who have as a primary concern the welfare of these subjects.


The membership shall be appointed by the President, and they shall serve indefinitely at the will of the President.

GENERAL PURPOSE:


To establish and publish, with the consent of the Academic Council, University policy with regard to research using human subjects.


To review protocols for all research proposals where human subjects are used that are conducted by University personnel or students.


The Institutional Review Board's responsibility in reviewing new proposals is limited to determining whether or not the proposed research conforms to University policy, and, if it does not, to explaining why it does not.  The Institutional Review Board shall make no other judgment on the proposed research.


The IRB shall have authority to suspend or terminate  approval of research that is not being conducted in  accordance with the IRB's decisions, conditions and  requirements or that has been associated with unexpected  serious harm to subjects. 

SPECIFIC DUTIES:

1. To develop procedures for submitting research protocols for review.

2. To determine if subject protocol is in conformity with University policy with regard to use of human subjects in research.

3. To review approved research projects on a continuing basis, at a minimum of once a year.

4. To report to the President of the University and the Academic Councilxe "Academic Council" any serious or continuing noncompliance by University investigators with the conditions outlined in the project as approved.

5. To report to the Secretary of Health and Human Services any serious or continuing noncompliance by University investigators who are funded by the Dept. of Health and Human Services.

FAIRFIELD UNIVERSITY

Assurance of Compliance with HHS Regulations for

Protection of Human Research Subjects

PART 1

Fairfield University, hereinafter known as the "institution," hereby gives assurance that it will comply with the Department of Health and Human Services (HHS) regulations for the Protection of Human Research Subjects (45 CFR 46, as amended on January 26, 1981) as specified below.

I.  Statement of Principles and Policies

A. Ethical Principles

1.This institution is guided by the ethical principles regarding all research involving humans as subjects as set forth in the report of the National Commission for the Protection of Human Subjects of Biomedical and Behavioral Research entitled Ethical Principles and Guidelines for the Protection of Human Subjects of Research (the "Belmont Report,").  In addition, the requirements set forth in Title 45, Part 46 of the Code of Federal Regulations (45 CFR 46) will be met for all applicable HHS‑funded research.

B.  Institutional Policy

1. Except for research in which the only involvement of human subjects is in one or more of the categories  exempted or waived under 45 CFR 46.101 (b) (1‑5) or 46.101 (e) of the HHS regulations, this policy is applicable to all research involving human subjects, and all other activities which even in part involve such research, if either:

a. the research is sponsored by this institution, or

b. the research is conducted by or under the direction of any employee or agent of this institution in connection with his or her institutional responsibilities, or

c. the research is conducted by or under the direction of any employee or agent of this institution using any property or facility of this institution, or

d. the research involves the use of this institution’s nonpublic information to identify or contract human research subjects or prospective subjects.

2. This institution acknowledges and accepts its responsibilities for protecting the rights and welfare of human subjects of research covered by this policy.

3. This institution assures that before human subjects are involved in research covered by this policy, proper consideration will be given to:

a. the risks to the subjects,

b. the anticipated benefits to the subjects and others,

c. the importance of the knowledge that may reasonably be expected to result, and

d. the informed consent process to be employed.

4. This institution acknowledges that it bears full responsibility for the performance of all research involving human subjects, covered by this policy.

5. This institution bears full responsibility for complying with federal, state or local laws as they may relate to research covered by this policy.

6. This institution encourages and promotes constructive communication among the research administrators, principal investigators, person responsible for curriculum area, research investigators, clinical care staff, human subjects, and institutional officials as a means of maintaining a high level of awareness regarding the safeguarding of the rights and welfare of the subjects.

7. This institution will exercise appropriate administrative overview carried out at least annually to insure that its practices and procedures designed for the protection of the rights and welfare of human subjects are being effectively applied.

8. This institution will consider additional safeguards in research when that research involves prisoners, fetuses, pregnant women, children, individuals institutionalized as mentally disabled, other potentially vulnerable groups and human in vitro fertilization.

9. This institution shall provide each individual at the institution conducting or reviewing human subject research (e.g. research investigators, department heads, research administrators, research reviewers) with a copy of this statement of ethical principles and policy (Part 1, I.A. & B.).

FAIRFIELD UNIVERSITY

Fairfield, CT

xe "Institutional Review Board"INSTITUTIONAL REVIEW BOARD

REVIEW PROCEDURES

A. Meetings.

1. Meetings of the IRB shall be convened:  

a. At the call of the chairperson when the chairperson judges the meeting to be necessary or advantageous. 

b. At the call of the chairperson upon the receipt of a joint written request of three or more members.

2. Quorum:

a. A majority of the membership, including at least one member whose primary concerns are in nonscientific areas, shall constitutes a quorum and is required in order to convene a meeting for the review of research protocols.

3. Procedure:  

 a. Except as may be otherwise provided, all convened IRB meetings shall be conducted under and pursuant of Robert's Rules of Order.

b. No IRB may have a member participating in the IRB's  initial or continuing review of any project in  which the member has a conflicting interest, except  to provide information requested by the IRB.

c. Minutes of IRB meetings which shall be in sufficient detail to show the names of attendees at the meetings; actions taken by the IRB; the vote on these actions including the number of members  voting for, against, and abstaining; the basis for requiring changes in or disapproving research; a written resolution; and dissenting reports and opinions.  If a member in attendance has a conflicting interest regarding any project, minutes shall show that this member did not participate in the review, except to provide information requested by the IRB.

d. For a research protocol to be approved it must receive the approval of a majority of those members present at the convened meeting.

e. At a convened IRB meeting, any member may request that an activity which has been approved under the expedited procedure be reviewed by the IRB in accordance with non‑expedited procedures.  A vote of the members shall be taken concerning the request and the majority shall decide the issue.

f. In cases where research activities were initially approved under expedited procedures and subsequently reviewed by non‑expedited procedures, the decisions reached at the convened meeting shall supercede any decisions made through the expedited review.

B. IRB records.

1. The IRB shall prepare and maintain adequate documentation of IRB activities, including the following:

a. Minutes of meetings.

b. Records of continuing review activities.

c. Copies of all research proposals reviewed, scientific evaluations, if any, that accompany the proposals.

d. Approved consent documents.

e. Progress (annual) reports submitted by research investigators.

f. Reports of injuries to subjects.

g. Copies of all correspondence between the IRB and the research investigators.

h. A list of IRB members as required by 45 CFR 46.103(b)(3).

i. Written procedures for the IRB as required by 45 CFR 46.103(b)(4).

j. Statements of significant new findings provided to subjects, as required by 45 CFR 46.116(b)(5).

C. IRB authority and responsibilities

1. IRB review and approval of research.

a. The IRB shall have the responsibility to review and the authority to approve, require modification in or disapprove all activities or proposed changes in previously approved activities.

b. The IRB shall approve research based on the IRB's determinations that the following requirements are satisfied:

(1) Risks to subjects are minimized:

The term "risk" refers to a possibility that harm may occur.  However, when expressions such as "small risk" or "high risk" are used, they usually refer (often ambiguously) both to the chance (probability) of experiencing a harm and the severity (magnitude) of the envisioned harm.

Many kinds of risks need to be taken into account.  There are for example, risks of psychological harm, physical harm, legal harm, social harm and economic harm.  While the most likely types of harms to research subjects are those of psychological or physical pain or injury, other possible kinds should not be overlooked.

Factors to look for in assessing risk are:

(a) the use of procedures which are consistent with sound research design and which do not unnecessarily expose subjects to risk, and

(b) 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 knowledge that may reasonably be expected to result.  In evaluating risks and benefits, the IRB shall 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 shall not consider long‑range effects of applying knowledge gained in the research 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 shall take into account the purposes of the research, the setting in which the research will be conducted, and the population from which subjects will be recruited.

(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 45 CFR 46.116.

(5) Informed consent will be appropriately  documented, in accordance with, and to the extent  required by 45 CFR 46.117.

(6) Where appropriate, the research plan makes adequate provision for monitoring the data collected to insure the safety of subjects.

(7) Where appropriate, there are adequate provisions  to protect the privacy of subjects and to  maintain the confidentiality of data.

D. IRB Procedures.

1. IRB receives protocol.

   a. The IRB chairperson shall receive all nonexempt research protocols from the Director of Research.

2. Determination of review procedure.

a. The IRB chairperson shall determine whether the research protocol meets the criteria necessary for an expedited review process.

b. The IRB chairperson refers all research protocols to either full committee review or expedited review.

3. Expedited review.

a. The eligibility of some research for review through the expedited procedure is in no way intended to negate or modify the policies of this institution or the other requirements of 45 CFR 46.

b. An IRB may use the expedited review procedure to review minor changes in previously approved research during the period for which approval is authorized.

c. The only other research for which an IRB may use an expedited review procedure is that which involves no more than minimal risk to the subjects and in which the only involvement of human subjects will be in one or more of the following categories:

(1) Collection of: hair and nail clippings, in a non‑disfiguring manner, deciduous teeth; and permanent teeth if patient care indicates a need for extraction.

(2) Collection of excreta and external secretions including sweat, uncannulated saliva, placenta removed at delivery, and amniotic fluid at the time of rupture of the membrane prior to or during labor.

(3) Recording of data from subjects 18 years of age or older using noninvasive procedures routinely employed in clinical practice.  This includes the use of physical sensors that are applied either to the surface of the body or at a distance and do not involve input of matter or significant amounts of energy into the subject or an invasion of the subject's privacy.  It also includes such procedures as weighing, testing sensory acuity, electrocardiography, electroencephlography, thermagraphy,  detection of naturally occurring radioactivity, diagnostic echography, and electroretinography.  It does not include exposure to electromagnetic  radiation outside the visible range (for example, x‑rays, microwaves).

(4) Collection of blood samples by venipuncture, in amounts not exceeding 450 milliliters in an eight‑week period and no more often than two times per week, from subjects 18 years of age or older and who are in good health and not pregnant.

(5) Collection of both supra‑ and subgingival dental plaque and calculus, provided the procedure is  not more invasive than routine prophylactic scaling of the teeth and the process is accomplished in accordance with accepted prophylatic techniques.

(6) Voice recordings made for research purposes such as investigations of speech defects.

(7) Moderate exercise by healthy volunteers.

(8) The study of existing data, documents, records, pathological specimens, or diagnostic    specimens.

(9) Research on individual or group behavior or characteristics of individuals, such as studies of perception, cognition, game theory, or test development, where the research investigator does not manipulate subjects' behavior and the research will not involve stress to subjects.

(10) Research on drugs or devices for which an investigational new drug exemption or an investigational device exemption is not required.

(11) Any other category specifically added to this list by HHS and published in the Federal Register.

d. Expedited review shall be conducted by the IRB chairperson or by one or more of the experienced IRB members designated by the chairperson to conduct the review.

e. The IRB member(s) conducting the expedited review may exercise all of the authorities of the IRB except that the reviewer(s) may not disapprove the research.  The reviewer(s) shall refer any research protocol which the reviewer(s) would have disapproved to the full committee for review.  The reviewer(s) may also refer other research protocols to the full committee whenever the reviewer(s) believe(s) that full committee review is warranted.

f. When the expedited review procedure is used, the IRB chairperson or member(s) conducting the review shall inform IRB members of research protocols, which have been approved under the procedure.

4. Full committee review.

a. Research protocols scheduled for review shall be distributed to all members of the IRB prior to the meeting.

b. When it is determined that consultants or experts will be required to advise the IRB in its review of a protocol, the research protocol shall also be distributed to the consultants or experts prior to the meeting.

c. All IRB initial review and continuing review shall be conducted at convened meetings and at timely intervals.

5. Documentation of informed consent.

a. In accord with 45 CFR 46.117, the IRB shall require documentation of informed consent by use of a written consent form, or may waive the requirement for the research investigator to obtain a signed consent form for some or all subjects if the IRB determines that:

(1) The only record linking the subject and the  research would be the consent document and the  principal risk would be potential harm resulting  from a breach of confidentiality.  Each subject  will be asked whether the subject wants documentation linking the subject with the research and the subject's wishes will govern; or

(2) The research presents no more than minimal risk of harm to subjects and involves no procedures for which written consent is normally required outside of the research context.

b. When the documentation requirement is waived, the IRB may require the research investigator to provide subjects with a written statement regarding the research.

6. Waiver or alteration of informed consent.

a. the IRB may approve a consent procedure which does not include, or which alters, some or all of the elements of informed consent set forth in 45 CFR 46.116(a)&(b), or waive the requirement to obtain informed consent provided the IRB finds and documents that:

(1) The research is to be conducted for the purpose of demonstrating or evaluating:

(a) federal, state or local benefit or service programs which are not themselves research programs.

(b) procedures for obtaining benefits or services    under these programs, or

(c) possible changes in or alternatives to these    programs or procedures; and

(2) The research could not practicably be carried out without the waiver or alteration.

b. The IRB may approve a consent procedure which does not include, or which alters, some or all of the elements of informed consent set forth in 45 CFR 46.116(a)&(b), or waive the requirements to obtain informed consent provided the IRB finds and documents that:

(1) The research involves no more than minimal risk to the subjects;

(2) The waiver or alteration will not adversely affect the rights and welfare of the subjects;

(3) The research could not practicably be carried out without the waiver or alterations; and 

(4) Whenever appropriate the subjects will be provided with additional pertinent information after participation.

7. Observation of the consent process and the research.

a. The IRB shall have the authority to observe or have a third party observe the consent process and the research, except when such observation may interfere with the research protocol or validity of research findings.

8. Frequency of review.

a. The IRB shall determine, in its review of research protocols, which projects will require IRB review more often than annually.

b. The IRB shall review all other research projects at intervals appropriate to the degree of risk but not less than once per year.
9. Verification of change.

a. The IRB shall determine which projects need verification from sources other than the research investigators and/or principal investigator that no material changes have occurred since previous IRB review.

 10. Authority to suspend or terminate approval of research.

a. The IRB shall have authority to suspend or terminate approval of research that is not being conducted in accordance with the IRB's decisions, conditions and requirements or that has been associated with unexpected serious harm to subjects.

11. Information dissemination and reporting requirements.

a. The IRB shall have the authority and be responsible for reporting no later than 8 working days information to the Director of Research, the Office for Protection from Research Risks (OPRR), HHS or both on a variety of issues.  In conjunction with this requirement the IRB must be prepared to receive and act on information received from a variety of sources, such as human subjects, research investigators, the Director of Research or other institutional staff.  For reporting purposes, the IRB will follow the procedures described below:

(1) Any serious or continuing noncompliance by research investigators with the requirements of the IRB ‑ This information shall be reported no later than 8 working days to the Director of Research. The Director of Research is responsible for the reporting to the OPRR.

(2) Injuries to human subjects ‑ Information received by the IRB concerning injuries to subjects shall  be reported no later than 8 working days to the Director of Research.  The Director of Research is responsible for reporting to the OPRR.

(3) Unanticipated problems ‑ Information received by the IRB concerning injuries to subjects shall be reported no later than 8 working days to the Director of Research.  The Director of Research is responsible for reporting to OPRR.

(4) Suspension or termination of IRB approval ‑ The written notice of the IRB's suspending or terminating approval of a research protocol shall include a statement of the reasons for the IRB's action and shall report the action no later than 8 working days to the research investigator and/or principal investigator, and the Director of Research.  The Director of Research is    responsible for reporting to OPRR.

12. IRB notification to research investigators and/or principal investigator and the  Director of Research of decision(s).  

a. The IRB shall notify the research investigators and/or the principal investigator and the Director of Research in writing of the IRB's decisions, conditions and requirements.

b. The IRB shall also provide to the research        investigator and/or principal investigator reasons for the IRB's decision to disapprove a research protocol and an opportunity for the research investigator and/or principal investigator to respond.  Reasons for disapproval shall also be transmitted to the Director of Research by the IRB.

c. The IRB shall promptly provide to the research investigator and/or principal investigator in writing reasons for the IRB's action in suspending or terminating approval of a research project.

d. Elements to be included in the standard letter regarding decisions on protocols are:

(1) Date of letter.

(2) Name of study.

(3) Name of principal investigator.

(4) Date of IRB meeting at which decision was made including:

 (a) If acceptance was given, any conditions    specified.

 (b) If rejection, reasons for this rejection.

(5) Statement requesting that IRB be informed no later than 8 working days of:

(a) Any changes being considered to the approved protocol.

(b) Any unanticipated problems with potential/actual harm to subjects.

(c) Termination of any projects.

(6) Date a progress report is required.

(7) Reminder that this approval does not cover other needed approvals.

(8) Indication of availability of Board if any questions arise.
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A. University Policy


Fairfield University is guided by the ethical principles regarding all research involving humans as subjects as set forth in the report of the National Commission for the Protection of Human Subjects of Biomedical and Behavioral Research entitled Ethical Principles and Guidelines for the Protection of Human Subjects of Research (the "Belmont Report").


In addition, the requirements set forth in Title 45, Part 46 of the Code of Federal Regulations (45 CFR 46) will be met for all applicable HHS‑funded research and, except for the requirements for reporting information to HHS, all other research without regard to source of funding.


It is our policy that, except for those categories specifically exempted by 45 CFR 46, all research will be reviewed and approved by an institutional review board (IRB) which has been established under an assurance of compliance negotiated with HHS.  The involvement of human subjects in research covered by this policy will not be permitted until the IRB has reviewed and approved the research protocol and informed consent has been obtained.  Furthermore, the IRB's review of research on a continuing basis will be conducted at appropriate intervals but not less than once a year.  Any research request originating outside of the University will need to show that it was approved by the Rights of Human Subjects Committee of the organization where the research request originated.  If the originating organization has no such committee, the research request must be approved by Fairfield's IRB.

It is also our policy that unless informed consent has been specifically waived by the IRB no research investigator or principal investigator shall involve any human being as a subject in research unless the research investigator has obtained the legally effective informed consent of the subject or the subject's legally authorized representative.

Fairfield encourages and promotes constructive communication among the research administrators, persons responsible for curriculum areas, research investigators, or principal investigators, clinical care staff, other institutional officials and human subjects as a means of maintaining a high level of awareness regarding the safeguarding of the rights and welfare of the subjects.

The Institutional Review Board has the responsibility and authority to review, approve, disapprove or require changes in appropriate research activities involving human subjects.

The IRB shall have authority to suspend or terminate approval of research that is not being conducted in accordance with the IRB's decisions, conditions and requirements or that has been associated with unexpected serious harm to subjects.

B. Research covered under these policies.

1. These policies will apply to research conducted by University personnel or students which involves human subjects.  For the purposes of these policies, a human subject is defined as a "living individual about whom an investigator conducting research obtains: (1) data through intervention or interaction with the individual, or (2) identifiable private information."

C. Responsibilities of Research Investigators.

1. Determination of human subject involvement.

a. Research investigators and/or principal investigator shall make a determination as to whether research will involve human subjects as defined in 45 CFR 46.102.

b. When it is not clear whether the research involves human subjects as defined in 45 CFR 46.102, research investigators and/or principal investigators should seek assistance from the Office of Research and the IRB in making this determination.

2. Preliminary determination of exemption eligibility.

a. Research investigators and/or principal investigators shall make the preliminary determination of whether such research, which involves human subjects, is exempted from coverage under 45 CFR 46.101.

b. Research activities in which the only involvement of human subjects will be in one or more of the following categories are exempt from these regulations unless the research is covered by other subparts of 45 CFR 46.101.

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 comparison among instructional techniques, curricular, or classroom management methods.

 2). Research involving the use of educational test (cognitive, diagnostic, aptitude, achievement), if information taken from these sources is recorded in such a manner that subjects cannot be identified, directly or through identifiers linked to the subjects.

 3). Research involving survey or interview procedures, except where all of the following  conditions exist: (i) responses are recorded in such a manner that the human subjects can be identified, directly or through identifiers linked to the subjects, (ii) the subject's responses, if they became known outside the research, could reasonably place the subject at risk of criminal or civil liability or be damaging to the subject's financial standing or employability, and (iii) the research deals with sensitive aspects of the subject's  own behavior such as illegal conduct, drug use, sexual behavior, or use of alcohol.  All research involving survey or interview  procedures is exempt, without exception, when the respondents are elected or appointed public officials or candidates for public office.

 4). Research involving the observation (including  observation by participants) of public behavior, except where all of the following  conditions exist: (i) observations are recorded    in such a manner that the human subjects can be identified, directly or through identifiers  linked to the subjects, (ii) the observations  recorded about the individual, if they became  known outside the research, could reasonably place the subject at risk of criminal or civil liability or be damaging to the subject's financial standing or employability, and (iii) the research deals with sensitive aspects of the subject's own behavior such as illegal   conduct, drug use, sexual behavior, or use of    alcohol.

 5). 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.

 6). Unless specifically required by statute (and except to the extent specified in paragraph  (i)), research and demonstration projects which  are conducted by or subject to the approval of   the Department of Health and Human Services, and which are designed to study, evaluate, or    otherwise examine: (i) programs under the Social Security Act, or other 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 or payment for  benefits or services under those programs.

D. Preparation of protocol.

1. Research investigators shall prepare a protocol giving a complete description of the proposed research.  In the protocol, research investigators shall make provisions for the adequate protection of the rights and welfare of prospective research subjects including but not limited to procedures to be followed for obtaining the informed consent of the research subjects in conformity with University policies instituted to protect the rights of human subjects of research and insure that pertinent laws and regulations are  observed.  This requirement is applicable even in cases where the research is exempt under 45 CFR 46.101.

2. The research protocol shall include the following:

a. Cover ‑ see appendix A.

b. Purpose ‑ State briefly the purpose of the study; usually this will include the hypothesis, which is to be tested.

c. Background ‑ Describe past studies and any relevant, experimental or clinical findings, which led to the plan for this project.  For studies designed to compare or evaluate therapies, there should be a statement of the relative advantage or disadvantage of alternative modes of therapy.

d. Location of study ‑ City, State, and specific location, i.e. name of institution and subunit if applicable.

e. Duration of project ‑ IRB re-approval is required at least every year as long as the study is continued.

f. Research plan ‑ This is an orderly scientific  description of the intended procedures as they directly affect the subjects.

g. Statistical considerations ‑ A statement about the statistical power of the study to test the major  hypothesis and a summary of the plans for statistical analysis.

h. Economic considerations ‑ Describe any material  inducement that will be offered to subjects in return for their participation.

i. Subject population ‑ Describe the requirements for the subject population including the total number of  subjects and controls and their ages.

j. Risks ‑ Describe any risks, physical, psychological, social, economic, legal, or other.  If other methods of treatment present lesser risks, describe those.

3. Research investigators shall include samples of proposed informed consent forms with the protocol.

4. Research investigators and person responsible for curriculum areas shall be responsible for insuring that all research involving human subjects is submitted to the Office of Research and to the Institutional Review Board.

E. Obtaining informed consent.

1. Unless otherwise authorized by the IRB, research investigators and /or principal investigators are responsible for insuring that legally effective informed consent shall:

a. be obtained from the subject or the subject's legally authorized representative;

b. be in language understandable to the subject or the    subject's representative;

c. be obtained under circumstances that offer the subject or the subject's representative sufficient  opportunity to consider whether the subject should or should not participate; 

 d. not include exculpatory language through which the subject or the subject's representative is made to waive or appear to waive any of the subject's legal rights, or releases or appears to release the research investigator, the sponsor, the institution or its agents from liability for negligence;

e. be obtained prior to involving any human subject in research;

2. Basic elements of informed consent.

a. Unless otherwise authorized by the IRB, research investigators at a minimum shall provide the following information to each subject:

1). A statement that the study involves research,  and explanation of the purposes of the research and the expected duration of the subjects' participation, a description of the procedures to be followed, and identification of any procedures which are experimental;

2). A description of any reasonable foreseeable risks or discomforts to the subject;

3). A description of any benefits to the subject or to others which may reasonably be expected from the research;

4). A disclosure of appropriate alternative     procedures or courses of treatment, if any, that might be advantageous to the subject;

5). A statement describing the extent, if any, to which confidentiality of records identifying the subject will be maintained;

6). For research involving more than minimal risk, an explanation as to whether any compensation and an explanation as to whether any medical treatments are available if injury occurs and, if so, what they consist of, or where further information may be obtained;

7). An explanation of whom to contact for answers to pertinent questions about the research subjects' rights, and whom to contact in the event of a research‑related injury to the subject; and

8). A statement that participation is voluntary, refusal to participate will involve no penalty  or loss of benefits to which the subject is otherwise entitled, and the subject may   discontinue participation at any time without  penalty or loss of benefits to which the subject is otherwise entitled.

3. Providing additional elements of informed consent.

a. When required by the IRB, the research investigator and/or principal investigator  shall provide one or more of the following additional elements of information to each subject:

1) A statement that the particular treatment or procedure may involve risks to the subjects (or to the embryo or fetus, if the subject is or may become pregnant) which are currently unforeseeable;

2) Anticipated circumstances under which the subject's participation may be terminated by the research investigator without regard to the subject's consent;

3) Any additional cost to the subject that may result from participation in the research;

4) The consequences of a subject's decision to withdraw from the research and procedures for orderly termination of participation by the subject;

5) A statement that significant new developed during the course of the research which may relate to the subject's willingness to continue participation will be provided to the subject; and

6) The approximate number of subjects involved in the study.

4. Documentation of informed consent.

a. Research investigators and/or principal investigators shall be responsible for insuring that informed consent is documented by the use of a written consent form approved by the IRB and signed by the subject or the subject's legally authorized representative, unless this requirement is specifically waived by the IRB.

b. Research investigators and/or principal investigator shall insure that each person signing the written consent form is given a copy of that form.

c. The written consent form shall embody the elements of informed consent required by 45 CFR 46.116.  This form may be read to the subject or the subject's legally authorized representative, but in any event, the research investigator and/or principal investigator shall give either the subject or the representative adequate opportunity to read the form before signing it.

d. In addition to the subject's signature the consent form shall be signed by the investigator and one other witness to the signing.

5. Observation of the consent process and the research.

a. The IRB shall have the authority to observe or have a third party observe the consent process and the research, except when such observation may interfere with the research protocol or validity of research findings.

6. Retention of signed consent documents.

a. Research investigators are responsible for placing the consent documents signed by human research subjects in a repository approved by the IRB. These documents shall be retained for at least three years after termination of the last IRB approval period.

F. Submission of progress reports on the research.

1. Research investigators and/or principal investigator are responsible for reporting the progress of the research to the Director of Research as often as and in the manner prescribed by the IRB but no less than once per year.

G. Submission of injury reports and reports of unanticipated 

problems involving risks.

1. Research investigators and/or principal investigator are responsible for reporting later than 8 working days to the Director of Research any injuries to human subjects.

2. Research investigators and/or principal investigator are responsible for reporting no later than 8 working days to the Director of Research any unanticipated problems which involve risks to the human research subjects or others.

H. Reporting changes in the research.

1. Research investigators and/or principal investigator xe "Human subjects"are responsible for reporting no later than 8 working days to the Director of Research proposed changes in a research activity.

2. Changes in research during the period for which IRB approval has already been given, shall not be initiated by research investigators and/or principal investigator without IRB review and approval, except where necessary to eliminate apparent immediate hazards to the subjects.

I. Reporting of noncompliance.

1. Research investigators, principal investigators, persons responsible for curriculum areas  and any member of the university community that is aware of noncompliance are responsible for reporting no later than 8 working days after the discovery of noncompliance to the Director of Research and the IRB any serious or continuing noncompliance with the requirements of the IRB.

J. Notifying the Director of Research concerning    

investigational new drugs.

1. The research investigators shall be responsible for notifying the Food and Drug Administration (FDA) and the Director of Research whenever it is anticipated that an investigational new drug or device exempting will be required. 
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