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1.   
Winthrop University Policy on Research Involving Human Subjects

1.1  
Policy Statement

Definition:

Winthrop University acknowledges and accepts its responsibilities for protecting the rights and welfare of human subjects participating in research covered by this policy statement.  A “human subject” means an individual about whom a researcher (whether professional, student or other) conducting research obtains (1) data through intervention with, interaction with, or observation of that individual, or (2) identifiable private information about that individual.

This policy assures that:
a. The rights and welfare of the human subjects are adequately protected;
b. The procedures used to obtain informed consent are adequate and appropriate;
c. The risks to the human subject are reasonable in relation to the anticipated benefits to the subject.

The policy outlined in this document is in accordance with Department of Health and Human Services Regulations, as well as with the guidelines enumerated in the National Commission for the Protection of Human Subjects of Biomedical and Behavioral Research (the Belmont Report), the Nuremberg Code, and the Helsinki Report. In circumstances where the Winthrop policy is more restrictive than federal regulations, the Winthrop policy will be considered binding. In circumstances not explicitly addressed by this policy, relevant federal regulations will be binding. In all cases, researchers will be responsible for following the Winthrop policy or other applicable regulations. 

Research means a systematic investigation, including research development, testing and evaluation, designed to develop or contribute to generalizable knowledge [Code of Federal Regulations - Title 45 (45 CFR) - Public Welfare Part 46 Protection of Human Subjects, Subpart A section 46.102(d)].

Research that involves Winthrop personnel or resources must be approved by the Winthrop IRB. This policy applies regardless of whether the research is funded and regardless of whether the subjects are members of the Winthrop community. This policy applies to research conducted at other institutions by Winthrop faculty, staff, and students, even if that institution has its own review process.  [Return to Table of Contents]
1.2
Authorized University Representative (AUR)
The Vice President for Academic Affairs serves as the Authorized University Representative (AUR) who represents the University in any legal matters concerning IRB decisions.

The AUR oversees the enforcement of IRB decisions in instances where members of the Winthrop community fail to follow proper protocols designed to protect human subjects or act in ways that could potentially harm human subjects.  The IRB will review suspected and alleged protocol violations, subject complaints, or violations of Winthrop IRB policies and/or applicable state and federal regulations.  Failure by the researcher to respond to IRB decisions on these matters in an appropriate manner will be referred to the AUR.  The Winthrop IRB has the authority to suspend or terminate approval of research that is not conducted in accordance with its requirements or that pose serious threat to human subjects and will report suspensions to the AUR.  [Return to Table of Contents]
2. 
Institutional Review Board (IRB)
2.1 
Responsibilities of the IRB
The Institutional Review Board is responsible for the review of research involving human subjects by Winthrop University personnel (faculty, staff and students) and others using Winthrop University resources to assure that: 


a. The rights and welfare of the human subjects involved are adequately protected;


b. The procedures used to obtain informed consent are adequate and appropriate; 


c. The risks to the human subject are reasonable in relation to anticipated benefits.
The specific duties of the IRB are:  


a. To review, approve, disapprove, or require modifications of any research activities covered by this policy;


b. To require the researcher to provide subjects adequate information concerning the risks and benefits associated with participating in a study and inform subjects of their rights as subjects;


c. To require the researcher to provide subjects contact information in the informed consent document for someone other than the Researcher of Record;


d. To require the researcher to obtain the informed consent of all research subjects;


e. To provide the researcher with written notification of its decisions to approve or disapprove the proposed research activity, or of modifications required to secure IRB approval of the research activity, or, if the IRB does not approve a research activity, the notification shall include a statement of the reasons for the decision and give the researcher an opportunity to respond to the IRB in person or in writing;


f. To conduct reviews of continuing research covered by this policy at intervals   appropriate to the degree of risk, but no less than once per year;


g. To observe or have a third party observe the consent process and the research when deemed appropriate by the IRB.
[Return to Table of Contents]

2.2 
 IRB Membership

The President will appoint seven (7) faculty members and a community representative to serve on the IRB.  The Director of Sponsored Programs and Research will serve as the IRB Secretary and hold non-voting member status.  The IRB chair will be appointed by the President. Membership will include at least one scientist and one non-scientist.

Faculty members will serve on the IRB for three years, with at least two faculty members rotating off the IRB each year. Membership selection shall be made in order to promote complete and adequate review of research activities involving human subjects.  In making membership selections, the following will be considered:


a. The IRB should be diverse in its membership;


b. The IRB should have representation from the physical sciences, behavioral sciences, and non-science areas;


c. The IRB should have at least one member from each of the academic colleges.


The IRB shall reflect a diversity of race, gender, and cultural backgrounds, and be sensitive to community attitudes, so as to promote respect for its advice and counsel in safeguarding the rights and welfare of human subjects.

The community representative shall not be affiliated with the University or a part of the immediate family of a person who is affiliated with the University.

No member may participate in the IRB initial or continuing review of any project in which the member has a conflict of interest, except to provide information requested by the IRB. IRB members, alternate members, ad hoc members, consultants and guests may not participate in IRB deliberations and they may not vote or serve as a reviewer of studies in which they, their spouses or dependent children serve as Principal Investigator, co-investigator or key personnel.  At the request of the IRB Chair or Chair-designee, such individuals may be present at an IRB meeting to answer questions but may not be present during deliberations or voting on the study. Furthermore, proceedings of IRB meetings are considered confidential. IRB members, alternate members and ex officio members should not disclose information about studies including (but not limited to) contents of files, details of discussions and the attribution of comments to specific committee members.

The IRB Chair may invite individuals with competence in special areas to assist in the review of issues which require expertise beyond or in addition to that available within the membership.  These individuals may not vote with the IRB. [Return to Table of Contents]
2.3 
Definition of Human Subject 

A "human subject" means a living individual about whom a researcher (whether professional or student) conducting research obtains (1) data through intervention (such as physical procedures, manipulation of subject, or alteration of subject’s environment) with, interaction (any form of communication or personal contact) with, or observation of individuals, or (2) identifiable private information.  [Return to Table of Contents]
2.4 
Definition of Research Covered by this Policy

Research covered by this policy includes systematic investigation involving human subjects, (including research development, testing, evaluation, and/or data analysis), designed to develop or contribute to generalizable knowledge. Activities which meet this definition constitute research for purpose of these guidelines, whether conducted by Winthrop personnel (faculty, staff or students) or by researchers using Winthrop University resources, and whether funded externally, internally or from the researcher’s own resources.

Activity conducted for instructional purposes in conjunction with classroom coursework, the results of which is not meant for publication or presentation outside of the classroom in any public forum or display, are not considered research for purposes of this policy and are not typically subject to review by the IRB.  However, activities in conjunction with classroom coursework that might pose more than minimal risk (minimal risk definition from HHS 45 CFR 46.102 (i)) 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) to the human subjects involved must be reviewed by the IRB.  If there is any question concerning risks to human subjects, the instructor should contact the IRB chair (see Student Research Activity, Section 4.3).

Any activity conducted for instructional purposes, the results of which are intended or later become considered for public display or presentation, must be reviewed by the IRB.
[Return to Table of Contents]

2.5 
Special Classes of Human Subjects

Winthrop University recognizes some research subjects as being more vulnerable to coercion or influence or to have special health needs requiring special protections when involved in research. These subjects include, but are not limited to, pregnant women, prisoners, and children. This section outlines some of the safeguards researchers must address when working with special classes of subjects. More detailed information about special populations can be found in the federal guidelines. Winthrop University adheres to local, state, and federal (45 CFR 46.201 to 46.409, Subparts B, C, & D) guidelines when research involves especially vulnerable subjects. The IRB may require appropriate professional oversight to ensure the welfare of special classes of human subjects.   [Return to Table of Contents]

A. 
Research with Pregnant Women
Pregnancy encompasses the period of time from implantation until delivery. 
Women, because of conditions related to their pregnancy, are particularly vulnerable when asked to participate in research studies. Because of their vulnerability, Winthrop University requires the following safeguards for all research involving pregnant women:

1. Scientifically appropriate information from prior studies is considered in assessing potential risks for pregnant women and fetuses in the proposed research;
2. Any risk to the woman or fetus is the least possible;
3. In the case where any risk is possible, the research is likely to result in important knowledge which cannot be obtained by other means;
4. Risks and benefits to both the woman and the fetus are clearly discussed in the informed consent agreement;
5. The informed consent of both parents, if at all possible, is required when research may impact only the fetus;
6. For pregnant minors, both assent of the minor and consent of their parent(s) or legal guardian(s) are obtained;
7. No inducements, monetary or otherwise, will be offered to terminate a pregnancy, nor will individuals engaged in the research have any role in decisions related to the termination of a pregnancy.

Federal statutes provide more detailed research concerns related to pregnant women, fetuses, and neonates. Winthrop University will follow federal guidelines (see 45 CFR 46.201 to 46.207).  
[Return to Table of Contents]

B. 
 Research with Prisoners as Subjects
A prisoner is any individual involuntarily confined or detained by a government agency in a penal institution, including those temporarily detained in a penal facility, those already sentenced, and those awaiting arraignment, trial or sentencing. 
Prisoners, because of conditions related to their incarceration, are particularly vulnerable to coercion when asked to participate in research studies. Because of their vulnerability, Winthrop University requires the following safeguards for all research involving prisoners:

1. Any possible advantages to the prisoner resulting from participation in the research should not be so excessive that they would greatly alter the normally limited prison environment and thus unduly influence the prisoner to participate in the research;
2. At least one Institutional Review Board, either that of Winthrop University or that of the penal institution, must have at least one prisoner or person qualified by experience or background to serve as a prisoner representative;
3. Risks involved in the research are commensurate with risks that would be accepted by non-prisoner subjects;
4. Prisoners must be selected in a fair and non-arbitrary manner from the prison population, and should be randomly selected from the group unless specifically stated research procedures preclude random selection;
5. The informed consent agreement will specify that participation in the study will not influence parole decisions;
6. Research shall not involve prisoners except where the research involves study of issues specific to the prison population, (including studies of the possible causes, effects, and processes of incarceration), or criminal behavior where no more than minimal risk is likely, studies of prisons as institutions, or research specific to conditions commonly found in prisons (for example, research related to hepatitis, which is much more prevalent in prisons than elsewhere). With these exceptions, biomedical or behavioral research shall not involve prisoners.
Federal statutes provide more detailed research concerns related to prisoners. Winthrop University will follow federal guidelines (see 45 CFR 46.301 to 46.306
[Return to Table of Contents]

C.  
Research with Children
Children are persons who have not attained the age of 18 years. When doing research with children, special protections include securing the child’s assent or affirmative agreement to participate, seeking informed consent from parent(s) or guardian(s), and explaining risks and benefits in terms understandable to the child.  
Because of conditions related to childhood, children are particularly vulnerable when asked to participate in research studies. Because of their vulnerability, Winthrop University requires the following safeguards for all research involving children.  In other research on children not covered by these guidelines, the IRB may approve research that follows federal guidelines detailing conditions under which such research can be conducted.  In these cases, Winthrop University requires researchers to adhere to all regulatory procedures (see 45 CFR 46.407).
1.
If the research poses no more than minimal risk (minimal risk definition from HHS 45 CFR 46.102 (i) 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) to the children in the research, then: 
a.
Adequate provisions must be made for soliciting the assent of children;
b.
The permission of parent(s) and/or guardian(s) must be obtained according to the guidelines for securing permission when children are subjects (see parts 4 and 5 below in this section);
c.
The normal protections afforded to other subjects must be provided.
2.
If the research poses minimal risk, then:

a.
The risk must be justified by the anticipated benefit to the subjects;
b.
The anticipated benefit must be at least as favorable to subjects as that presented by available alternative approaches;
c.
Adequate provisions must be made for soliciting the assent of children and permission of their parent(s) or guardian(s);
d.
Explanation of anticipated risks and benefits of the research must be explained to child subjects in terms as understandable as possible (see Assent and Permissions section below).
3.
If the research involves greater than the minimal risk, and has no prospect of direct benefit to child subjects, but is likely to yield generalizable knowledge, then: 

a.
The risk represents only a minor increase over minimal risk;
b.
The intervention or procedure must present experiences to subjects that are reasonably commensurate with those they might normally encounter in their actual medical, dental, psychological, social, or educational situations;
c.
The intervention or procedure must yield generalizable knowledge about the disease or condition of the subject which is important to the eventual amelioration of the condition;
d.
Adequate provisions must be made for soliciting assent of the children and permission of their parent(s) or guardian(s) as set forth below (see Assent and Permissions sections below).
4.
Assent of children

Assent of child subjects must be obtained when the children are capable of providing assent. In determining whether children are capable of assenting, consideration should be given to children’s ages, maturity, and psychological state. This judgment may be made for all children to be involved in research under a particular protocol, or for each child, as appropriate. The assent of the children is not a necessary condition for proceeding with the research if: 

a.
The capability of some or all of the children is so limited that they cannot reasonably be consulted; or 
b.
The intervention or procedure involved in the research holds out a prospect of direct benefit that is important to the children’s health.
Even when the subjects are capable of assenting, the IRB may still waive the assent requirement under circumstances in which consent may be waived in accord with the normal policies for waiver of informed consent.

Specific guidelines for securing the assent of children are:

Assent should be presented in oral and/or written format, depending on the age and maturity of the child.

a. Assent should be sought in a manner understandable to the child, given their age and maturity.  Templates for this assent form, depending on the age of the child, can be found on the IRB Website.

b. Assent should be sought in the child’s primary language, with the help of an interpreter if necessary;
c. Mere failure of children to object should not be construed as assent. 

5.
Securing Permission from Parent(s) or Guardian(s) of Minors.

For all research requiring informed consent as specified in this document, the following requirements apply when securing permission for children subjects:

a.
Adequate provisions are made for soliciting the permission of each child’s parent(s) or guardian(s);
b.
Where parental or guardian’s permission is required, permission of one parent may be sufficient;
c.
When more than minimal risk is involved in the research, both parents or the child’s guardian must give their permission, unless one parent is deceased, unknown, legally incompetent, or not reasonably available, or when only one parent has the legal responsibility for the care and custody of the child;
d.
For situations in which permission is not a reasonable requirement (such as child abuse), permission from a parent or guardian may be waived, as long as another appropriate mechanism for protecting the children is included;
e. 
Templates for this consent form can be found on the IRB Website.  
6.
Children who are wards of the state or another entity, may be subjects in research studies if:

a.
The research relates to their status as wards; or

b. 
The research is conducted in institutions or agencies in which most other subjects are not wards; and

c.
The child is represented by an advocate appointed to represent them in addition to any other individual acting on behalf of the child as guardian or in loco parentis; (45 CFR 46.409).

d.
Templates for this consent form can be found on on the IRB Website.
Federal statutes provide more detailed research concerns related to children. Winthrop University will follow federal guidelines (see 45 CFR 46.401 to 46.409).   
[Return to Table of Contents]

D.
Research with Children in School Settings

With respect to research involving children in a school setting, Winthrop University requires the following safeguards:

1.
Evidence of both the risk and potential benefits to the subjects must be 

examined. These include physical, social, emotional, psychological, and/or 
academic risks.
2.
Because the informed consent process in school settings is often complex, it may be necessary to include:

a.
Permission from the school district;
b.
Permission for the school site, for example from the building principal;
c.
Permission from the classroom teacher, where applicable;
3.
As with other research involving children, child assent and parental 

permission must be obtained, as described above.

[Return to Table of Contents]

E.
Students as Subjects

Students in a course may participate in research as part of a course requirement only when alternative means of obtaining the same credit is made available to students who do not wish to volunteer as research subjects. The Committee will carefully review these alternatives to make sure that students are not being coerced into becoming subjects. For example, the alternatives to participating in the research cannot require considerably more time, effort, involvement, or stress than would the participation in the research. 
The informed consent statement should make clear the consequences of withdrawing from a project prior to completion (e.g., will credit be given despite withdrawal?). As a general matter, the IRB Committee suggests giving credit even if the subject withdraws, unless the student withdraws immediately or there is evidence of bad faith on the part of the 
student. The Committee further suggests that grades be calculated prior to the inclusion of the extra credit to avoid any possible coercion of the students. Once grades are calculated without the extra credit; then add the extra credit into the numerical grade.
[Return to Table of Contents]

F.
Other Special Classes of Subjects

Though not mentioned above, other special classes of subjects may also require additional protections. These include but are not limited to individuals with cognitive or other mental difficulties, non-native language speakers, or people vulnerable because of health, education, or financial factors. When research involves other special classes of subjects not otherwise mentioned in this section, the IRB will review each protocol to determine if the individual is adequately protected. In particular, the IRB will determine if:

1.
The potential benefits of the research to the individual directly or 


indirectly outweigh the risks to the individual;
2.
Any risks involved are minimal and the researcher has taken precautions 

to minimize them;
3.
Informed assent or consent is secured in a manner understandable to the subject, with an interpreter as needed;
4.
Permission is secured from the appropriate representative(s) of the 


individual when the individual cannot realistically provide informed assent 
or consent.


[Return to Table of Contents]

3.  
IRB Review Process
3.1
Request for Review of Research Involving Human Subjects 
A researcher seeking approval of a project by the IRB must complete an IRB protocol, titled “Request for Review of Research Involving Human Subjects” (hereafter referred to as “Protocol”) available on the SPAR IRB Website. The completed form must be printed, signed and submitted to the Director of Sponsored Programs and Research. In addition, an electronic copy, including all attachments, must also be submitted to the Director of Sponsored Programs and Research. [Return to Table of Contents]

3.2
IRB Review Categories and Criteria
Upon receipt of the protocol, the Chair will determine the appropriate action to be taken by the IRB:


a. The protocol requires review by the full IRB;


b. The protocol is exempt from IRB review (Section 4);


c. The protocol qualifies for expedited review (Section 5).
Any study involving greater than minimal risk requires a review by the convened (full) IRB. This includes studies with vulnerable populations and sensitive questions as well as studies with the possibility of physical risk. Studies with the possibility of physical risk, such as studies involving exercise, should include a medical history and review in order to determine whether or not a person should participate in the study. In some populations, such as the elderly, it is suggested that consent of a primary family doctor be obtained. In all situations where exercise is performed, researchers should be trained in handling emergency situations.

If the Protocol is determined to be exempt, the researcher will receive a written notification of exemption from the Chair indicating that the project is exempt and upon receipt of this notification, the researcher may begin the project.

Protocols reviewed either under an expedited process or by full IRB will be evaluated against the following criteria (45 CFR 46.111):


a. 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 participants for diagnostic or treatment purposes;


b. 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.


c. Selection of subjects is equitable;


d. When some or all of the subjects are likely to be vulnerable to coercion or undue influence (such as children, prisoners, and pregnant women, see Special Classes of Human Subjects, Section 2.5 of this document), additional safeguards have been included in the study to protect the rights and welfare of these subjects;


e. 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 Section 7 of these guidelines;


f. Informed Consent will be appropriately documented, in accordance with Section 7 of these guidelines;


g. When appropriate, the research plan makes adequate provision for monitoring the data collected to ensure the safety of subjects;


h. When appropriate, there are adequate provisions to protect the privacy of the subjects and to maintain the confidentiality of data.
[Return to Table of Contents]

3.3
Due Dates for IRB Protocol Submissions

The IRB will meet monthly during the Fall and Spring semesters and as needed during the summer. This schedule will be published on the SPAR IRB website in August for the fall semester and December for the spring semester.  

Protocols must be submitted by the deadlines specified on the IRB website in order to be reviewed at the meeting that month.  Protocols submitted after the deadline will be considered at the next meeting.   [Return to Table of Contents]

3.4 
IRB Action Notification

When reviewing protocols, the IRB is authorized to take one of the following actions:


a. Approve  - Research may begin immediately;


b. A request for additional information or modification to the protocol – Approval pending the researcher’s response to modifications required by the IRB and submitting documentation of these responses to the IRB Chair.  

The IRB Chair may, upon receipt of this documentation, authorize the researcher to begin the research.  The Chair will report to the IRB at the next scheduled meeting the status of any protocols that had been approved with IRB required modifications. 

The Chair may also determine that the full IRB should review the revised submission and if so, will present the revision at the next scheduled meeting of the IRB.

Research may not begin on the project until written IRB approval has been received.

c. Not Approved – The research activity may not be conducted.


The researcher will be advised in writing by the Chair of the action taken by the IRB.  This notice will be sent via email to the Researcher of Record and Faculty Advisor, if applicable. 

Research that has been approved by the IRB may be subject to further appropriate review by University officials. However, University officials cannot approve research that has not been approved first by the IRB.

[Return to Table of Contents]

3.5 
Appeal of IRB Decision

Research involving human subjects conducted under the auspices of Winthrop University may not take place without the prior and continuing approval of the IRB.  A researcher who disagrees with a decision of the IRB may request a hearing before the duly-convened IRB to appeal its decision. Relevant arguments and/or witnesses may be presented on behalf of the researcher.  The researcher may also request that the Authorized University Representative be informed of the appeal.  However, the final decision rests with the IRB.   [Return to Table of Contents]

3.6 
Report of Adverse Events  

Adverse events include any unanticipated negative consequences that occur as a result of participating in research. Any adverse event that occurs as a result of participation in research must be reported to the IRB Chair within 48 hours of the event using the Adverse Event Report Form found at the IRB Website. The IRB Chair will inform the Authorized University Representative of the event and what action the IRB is taking.   [Return to Table of Contents]

3.7
IRB Review of Approved Research Projects

A. 
Changes or Modifications to Original IRB Submissions

Any and all proposed changes or modifications to originally submitted and approved IRB submissions must be resubmitted to the IRB for approval prior to amended changes or modifications being implemented by the researcher. These changes may include a change in a survey instrument, the addition or deletion of a research site, a change in personnel, a change in methodology, or a change in the Researcher of Record. 

If the study protocol approved by the IRB is intended to encompass development of one or more research instruments, or if it is based on certain qualitative research protocols, it may also be necessary to give relatively wide professional latitude to researchers in the application of approved methods so that a researcher does not need to come back to the IRB repeatedly for approval of changes that would be considered normal and routine under the circumstances. However, the IRB should make clear to the researcher, that significant changes, including all changes that could increase risk for the human subjects (for example, the addition of a new topic in a survey), must be approved in advance by the IRB.
In the case of any such significant change, a Request for Modification of Previously Approved or Exempt Protocol must be completed by the Researcher of Record and submitted to the IRB committee (see SPAR IRB Website).   [Return to Table of Contents]

B.
Continuing Review

Federal regulations [see 45 CFR 46.109(e)] require the IRB to conduct continuing review of all approved research within one year of original approval. All expedited and full committee human subject research proposals approved by the IRB are subject to continuing review. However, investigators must consult with the IRB in the event of a change in the population being studied, scope of research being performed or methodology used to recruit, interview or study participants that increases the risk involved in participation in the study or includes in the study previously excluded special groups of subjects as defined in Section 2.5 of these guidelines. 
Continuing review must occur not less than once per year after the initial IRB approval. For example, if a proposal is approved on July 25, 2005, it must be reviewed by July 24, 2006. 

Six weeks prior to the continuing review date, the IRB will submit a request to the Researcher about the status of the research, and notification of any changes made to the protocol.

Researchers are responsible for responding to or notifying the IRB if: 
1. 
The research is completed. Researcher sends email or other written notice to SPAR director that the research project is complete. Winthrop considers a study complete when all subject accrual is completed and/or data pertaining to subjects collected. 


2. 
The research is ongoing by using the “Status of IRB Approved Research Projects” form (see the SPAR IRB Website);

3. 
There are any modifications to the previously approved or exempt protocol by completing the “Request for Modification of Previously Approved or Exempt Protocol” form (see the SPAR IRB Website).

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, including:

1.
The number of subjects accrued;
2.
A summary of adverse events and any unanticipated problems involving risks to subjects or others and any withdrawal of subjects from the research or complaints about the research since the last IRB review;
3.
A summary of any relevant recent literature, interim findings, and amendments or modifications to the research since the last review;
4.
Any relevant multi-center trial reports;
5.
Any other relevant information, especially information about risks associated with the research; and 

6.
A copy of the current informed consent document and any newly proposed consent document. 

The Chair of the IRB committee will review a copy of the original protocol and have access to the minutes of the meeting during which the original protocol was approved.

Research originally subjected to review and approval by the full committee must have continuing review by the full committee. The continuing review proposals will be covered at convened meetings in which a majority of the members of the IRB committee are present. Research originally subject to review and approval by an expedited review can receive an expedited continuing review. 

While continuing review occurs on a yearly basis, the IRB committee may request more frequent review on approved research protocols that involve extreme risk. [Return to Table of Contents]

3.8 
Suspension or Termination of IRB Approved Research 

The IRB shall have authority to suspend or terminate approval of research that is not being conducted in accordance with the IRB requirements or that has been associated with unexpected serious harm to subjects.  Any suspension or termination of approval shall include a statement of the reasons for the IRB action and shall be reported promptly to the researcher, the Authorized University Representative (AUR) and other appropriate University officials, and any appropriate governmental Department or Agency head (45 CFR 46.113).   [Return to Table of Contents]

4. 
Research Exempt from IRB Review 
4.1
Exemption from IRB Review

The Researcher must complete the Protocol and indicate the exemption being requested. The IRB Chair will determine if the research meets one of the six categories of exempt research.
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4.2
Six Categories of Exemption

Research activities which pose no more than minimal risk and in which the only involvement of human subjects will be in one of the following categories may be exempt from IRB review:


a. 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 [see 45 CFR 46.101(b)(1)];


b. 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. [see 45 CFR 46.101(b)(2)]

Research involving children(subjects who have not attained the age of 18 years) as subjects is not exempt under Section 4.2(b) unless the research involves only the observation of public behavior and the researchers do not participate or impact the activities being observed [See 45 CFR 46.401(b)];


c. 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 4.2(b) if: (i) the human subjects are elected or appointed public officials or candidates for public office; or (ii) Federal statute requires without exception that the confidentiality of the personally identifiable information will be maintained throughout the research and thereafter [see 45 CFR 46.101(b)(3)];


d. 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 researcher in such a manner that subjects cannot be identified, directly or through identifiers linked to the subjects [see 45 CFR 46.101(b)(4)];


e. Research and demonstration projects which are conducted by or subject to the approval of Governmental 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 [see 45 CFR 46.101(b)(5)];


f. 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 an 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 [see 45 CFR 46.101(b)(6)].


[Return to Table of Contents]

4.3 
Student Research Activity
Student projects conducted within an academic course may be categorized as either a course assignment or disseminated research. Disseminated research includes data that are formally presented to any audience beyond the course (e.g. poster, oral or written paper, seminar). Disseminated research must be reviewed by the IRB. If a student research project is originally conducted as a course assignment, but develops into disseminated research, IRB approval must be obtained immediately. IRB approval cannot be granted retroactively, and data may need to be recollected for the research project. Also, independent research projects conducted by students, such as theses, honors projects, and independent study projects, that collect data through interactions with living people or access to private information must be reviewed by the IRB.
Student course assignments include those conducted during or outside of class with students enrolled in an official course (for credit or not for credit), as well as activities for a course that involve persons not part of the course. Student course assignments, as a general rule, are not systematic data collection efforts intended to develop or contribute to generalizable knowledge and, thus, do not meet the federal regulatory definition of "research." For the most part, these activities are not intended to create new knowledge or to lead to scholarly publication. If the data collection and interpretation are for pedagogical purposes only and are contained wholly within the course environment, the student project should be categorized as a course assignment. Such data are gathered without the intention of dissemination beyond the instructor and students of the course. Therefore, as a general rule, student course assignments do not fall under the jurisdiction of the IRB and do not require IRB application, approval, or oversight. 

However, research on human subjects conducted by students, such as thesis research and some class projects, requires the approval of the IRB prior to execution of the research.  It is the responsibility of faculty supervising research by students to review, approve, sign off on all protocols submitted by students, and ensure that approval of the IRB is obtained.  All course assignments that do not fall under the category of disseminated research must still be planned and carried out with consideration of the University's ethical and legal responsibility to protect individuals involved as the subjects of these activities. 
The responsibilities of the faculty member/instructor supervising the student research project include the following:


a. To determine, prior to assigning a project, whether the project is a course assignment or disseminated research. 


b. To instruct students in the ethical conduct of research involving human participants, including basic human rights in the context of the assignment prior to intervention with participants. Faculty should educate students on the role of the IRB, including procedures used to maintain confidentiality and obtain informed consent. 


c. To assure that all students planning to conduct research involving human subjects submit an application to the IRB in a timely manner. IRBs often request additional information, or require changes, before projects can be approved. 


d. To monitor student projects from beginning to end for impact on human subjects. Special attention should be paid to maintaining confidentiality, minimizing risk for participants, assuring freedom to withdraw without penalty, and providing informed consent to participants.


e. To report unexpected adverse effects or complaints involving human subjects to the department chair and to the IRB. Even when a course assignment is "non-research" and thus, not under the jurisdiction of the IRB, faculty members have an obligation to ensure that students understand their ethical obligations in carrying out their assignments. Instructors should provide guidance to students collecting information so as to minimize any unwitting or unintentional harms to other students or to individuals. While most class assignments and research might be expected to pose little or no risk, risks depending on the nature of the research may include physical harm or potential psychological, social, economic, or legal harm, especially when data is collected about sexual activity, use of alcohol or illegal drugs, and/or involvement in illegal activities. 
As mentioned previously, individual projects conducted primarily for instructional purposes within the context of a formal class, and not designed to contribute to generalizable knowledge, typically do not meet the definition of research. Thus, they do not require review by the IRB, provided the instructor is prepared to accept professional and ethical responsibility for all research projects conducted in conjunction with the class. In situations where the project compromises the safety of human subjects, it must be submitted to the IRB for review.  A student, and faculty advisor, should prepare the Protocol and submit this request following procedures outlined in Section 3.1: Request for Review of Research Involving Human Subjects. The IRB Chair will then make the determination of whether the Protocol should be reviewed by IRB.
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4.4 
Determination of Exempt Status

The Human Subject Regulations Decision Charts from the Office for Human Research Protections (available on the SPAR IRB website) can be used to determine when a research protocol is exempt from review by the IRB. 
A protocol is exempt if it meets one or more of the criteria in section 4.2. The IRB Chair, or one or more experienced reviewers designated by the Chair from among the members of the IRB, is authorized to determine if a protocol may be exempt from review by the IRB. Researchers who believe their research meets one or more of the criteria in section 4.2 may request exempt status in the Protocol submitted for IRB review. The Chair, or designee(s), will review the research protocol, and either approve it as exempt or refer it to the IRB for expedited or full review. 
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5. 
Expedited IRB Review

5.1 
Expedited Review Applicability

Research activities that (1) present no more than minimal risk to human subjects, and (2) involve only procedures listed in one or more of the categories in Section 5.2, may be reviewed by the IRB through the expedited review procedure.
The expedited review procedure may not be used where identification of the subjects and/or their responses would reasonably place them at risk of criminal or civil liability or be damaging to the subjects’ financial standing, employability, insurability, reputation or be stigmatizing, unless reasonable and appropriate protections will be implemented so that risks related to invasion of privacy and breach of confidentiality are no greater than minimal.  [Return to Table of Contents]

5.2
Expedited Review Categories 
The following is a list of categories that might be considered eligible for expedited review.  The activities listed should not be deemed to be of minimal risk simply because they are included in this list. Inclusion in this list merely means that the activity is eligible for review through the expedited review procedure when the specific circumstances of the proposed research involve no more than minimal risk to human subjects. Categories a through i pertain to both initial and continuing IRB review.  
a. Clinical studies of drugs and medical devices only when condition (1) or (2) is met:
1. research on drugs for which an investigational new drug application is not 
     required;
2. research on medical devices for which an investigational device exemption application is not required, or the medical device is 
cleared/approved for marketing and the medical device is being used in accordance with its cleared/approved labeling;
b. Collection of blood samples by finger stick, heel stick, ear stick or venipuncture as follows:
1. from healthy, non-pregnant adults who weigh at least 110 pounds.  For these subjects, the amounts drawn may not exceed 550 ml in a 8 week period and collection may not occur more frequently than 2 times per week; or 
2. from other adults and children considering the age, weight, and health of the subjects, the collection procedure, the amount of blood to be collected and the frequency with which it will be collected.  For these subjects, the amount drawn may not exceed the lesser of 50ml or 3ml per kg in an 8 week period and collection may not occur more frequently than 2 times per week;
c. Collection of biological specimens for research purposes by noninvasive means;


d. Collection of data through noninvasive procedures routinely employed in clinical practice, excluding procedures involving x-rays or microwaves;


e. Research involving materials (data, documents, records or specimens) that have been collected, or will be collected solely for non-research purposes (such as medical treatment or diagnosis);


f. Collection of data from voice, video, digital or image recordings made for research purposes;


g. Research on individual or group characteristics or behavior (including, but not limited to, research on perception, cognition, motivations, 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;


h. Continuing review of research previously approved by the convened IRB as follows:
1. where the research is permanently closed to the enrollment of new subjects, all subjects have completed all research-related interventions and the research remains active only for long-term follow-up of subjects; or 

2. where no subjects have been enrolled and no additional risks have been identified; or 

3. where the remaining research activities are limited to data analysis.



i. Continuing review of research, not conducted under an investigational new drug application or investigational device exemptions, where categories a through i, 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.
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5.3
Expedited Review Process


Upon receipt of the protocol, the IRB Chair will determine if the research requires full IRB committee review or if the review can be expedited with only the Chair’s review.  The IRB Chair may give the protocol to another IRB member with expertise in the area of research for review and recommendation.  


If the Chair determines that an expedited review is allowable, then the Chair will make the decision of whether the research is approved, or if additional information is needed.  The researcher will be notified of the Chair’s decision via the written IRB Action Notification form.


In reviewing the research, the Chair may exercise all of the authorities of the IRB except that the Chair may not disapprove the research. A research activity may be disapproved only after review by the full IRB, as set forth in 45 CFR 46.108(b). 


The Chair will report to the full IRB at the regularly scheduled meetings all protocols that have been approved under the expedited review process, and make these protocols available for inspection.  [Return to Table of Contents]

6.
Full-IRB Review  
6.1 
Full-IRB Review Applicability
Research that requires full IRB review includes any study involving greater than minimal risk, studies with children (unless study procedures are of minimal risk) or other vulnerable populations, research that uses survey instruments with sensitive questions, research that involves deception, and studies with the possibility of physical risk. Any survey or interview that is likely to be stressful for the subject requires full committee review. The IRB committee will make this determination. Studies with the possibility of physical risk, such as studies involving exercise, should include a medical history and review in order to determine whether or not a person should participate in the study. In some populations, such as the elderly, it is suggested that consent of a primary family doctor be obtained. In all situations where exercise is performed, researchers should be trained in handling emergency situations.  [Return to Table of Contents]

6.2
Full-IRB Review Process
IRB Members will receive electronically copies of all protocols to be reviewed prior to the regularly scheduled meetings in order to prepare for discussion and action. After discussion of any concerns, the IRB then votes on whether or not to approve the study and whether or not revisions are required.  [Return to Table of Contents]

7.  
Informed Consent


7.1
Purpose of Informed Consent

The Informed consent document assures that prospective human subjects understand the nature of the research and can knowledgeably and voluntarily decide whether or not to participate. A signed copy of the consent form must be given to the subject, or the person authorized to act on behalf of the subject, unless doing so would jeopardize the safety of the subject.  [Return to Table of Contents]

7.2 
Elements of an Acceptable Informed Consent Document

Informed Consent templates are available on the SPAR IRB Website. 
All informed consent documents should contain the following information:


a. The title of the study, information on the purpose(s) of the research, a description of the method(s) and procedures(s) to be followed, including the intention to publish or disseminate the results of the study, and the amount of time the subject will spend in actual project participation;


b. A description of any reasonably foreseeable risks or discomforts to the subject, including expected total time of participation.  If disguised or deceptive procedures are to be used, a plan to debrief subjects must be explained to the IRB.


c. A description of any benefits to the subject or to others as a result of the information obtained from the research;


d. A disclosure of appropriate alternative procedures that may be advantageous to the subject when making an informed decision regarding whether or not to participate in the research;


e. A description of the measures to be taken to ensure the confidentiality of data and the anonymity of individual subjects as well as any circumstances under which confidentiality cannot be guaranteed;


f. The name and phone number of a contact person(s) who will be available to answer any questions the subject or his/her legally authorized representative may have regarding the research. Student researchers must include the name, office address and phone number of his/her faculty research advisor;


g. The name, title, office address, and office phone number of the Director of Sponsored Programs and Research as a second contact person;


h. A clear explanation that participation is voluntary and that no penalty or loss of benefits to which the subject is otherwise entitled will occur should the subject refuse to participate or decide to discontinue participation;


i. Disclosure of costs to the subject, if any, because of his/her participation in the research; disclosure of compensation/reward to the subjects, if any, for his/her participation in the research;


j. For projects of more than minimal risk to the subjects, a statement must be included that describes how the costs of medical care or other therapies required a result of injury or mishap incurred while participating in the research will be handled.  The consent form should also include information about the availability and extent of on-site medical treatment.


k. The expected duration of the subject’s participation;


l. Signature line for the subject (or authorized representative) to sign, acknowledging that they have read the consent form, understand any risks and agree to be a subject in the program. The person witnessing the consent must also sign and date the form. 
Audio or video recording usually increases the risk to research subjects. Therefore, if studies involve audio or video recordings, then participants must be told whether: 


a. the interviews or sessions will be audio or videotaped; 


b. the cassettes will be coded so that no personally identifying information is visible on them; 


c. the recordings will be kept in a secure place (e.g., a locked file cabinet in the investigator’s office); 


d. the recordings will be heard or viewed only for research purposes by the investigator and his or her associates; and 


e. the recordings will be erased after they are transcribed or coded. 

If the researcher wishes to keep the recordings because of the requirements of his/her professional organization with respect to data or because the researcher may wish to review them for additional analyses at a later time, the statement about erasing them should be omitted and replaced with a statement that recordings will be retained for possible future analysis. 


If the researcher wishes to present the recordings at a convention or to use them for other educational purposes, he/she should obtain special permission to do so by adding, after the signature lines on the consent form, the following statement, “We may wish to present some of the tapes from this study at scientific conventions or as demonstrations in classrooms. Please sign below if you are willing to allow us to do so with the tape of your performance.” Additionally, a second signature line should be added with the preface, “I hereby give permission for the video (audio) tape made for this research study to be also used for educational purposes.” Other options may be inserted as they apply to the research project. This procedure makes it possible for a participant to agree to being taped for research purposes and to maintain the confidentiality of the information on that tape. If the researcher wants to use the data in a way other than that specified in the original informed consent, consent must be obtained for the new use of the data. 

[Return to Table of Contents]

7.3 
Waiver of Requirements to Document Informed Consent
The Researcher must make the request for a waiver of signed informed consent on the protocol form. The IRB may waive the regulatory requirement for written documentation of consent in cases where:


a. 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  


b. 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.
The Researcher requests a waiver on the protocol form. In cases in which the documentation requirement is waived, the IRB may require the researcher to provide subjects with a written statement regarding the research.
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8. 
Education and Certification of Researchers

8.1 
Purpose of Education and Certification of Researchers

Winthrop University is committed to upholding the highest standards in research involving human subjects. This requires knowledge of ethical and regulatory obligations by all involved in the conduct of such research. In order to ensure that anyone working with human subjects becomes educated on the protection of human subjects, all researchers involved in human subject research must complete a training program. This policy is intended to assist its research community in understanding and complying with these shared obligations. 
Winthrop University policy requires that all IRB members and those individuals considered key study personnel receive and maintain “CITI certification” in human subject protection prior to their involvement in human subject research.  This applies to existing and new personnel.

Pursuant to the above requirement, individuals are considered to be “key personnel” if they have direct contact with subjects, subject data, subject records (including records-based research), protected health information or biological samples collected and/or tested for research purposes.  The definition of key personnel includes individuals who may have direct responsibilities for data analysis or who contribute in a substantive way to the scientific development of a project.  Students are considered key personnel if they meet any of these criteria.
This policy applies to all faculty, staff, students, and other personnel who are engaged in the design, conduct, or analysis of human subjects research that is conducted under the aegis of Winthrop University, regardless of the source of funding, if any. If there are questions about whether a particular activity constitutes human subjects research or is conducted under the aegis of the University, researchers should consult with the Institutional Review Board (IRB). 
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8.2
 Initial Education and Certification of Researchers
Initial education and certification will be completed through the CITI Training web-based course (http://www.citiprogram.org  ).  It is the responsibility of the Researcher of Record to make sure that all study personnel involved with the research have received the required training/education before beginning the research.  [Return to Table of Contents]

8.3 
Continuing Education 
All personnel who remain engaged in human subjects’ research are required to complete continuing education every three years, with the schedule determined by the date on which initial training was done. New IRB approvals will not be granted and active protocols may be suspended if the continuing education requirement has not been completed in time. The continuing education requirement will be satisfied by the completing the current version of the CITI Refresher Training web-based course.  [Return to Table of Contents]

8.4 
Alternative Training for Special Circumstances
Under limited circumstances, the IRB may approve an alternative human subjects training program to satisfy these requirements. For example, it may be impractical or inappropriate for field workers in remote areas or foreign countries to complete the Winthrop training program. In alternative situations, the lead researcher(s) is responsible for training their staff. 
It is the prerogative of the Winthrop IRB with oversight for a given project to approve an alternative program. Researchers are encouraged to consult with the IRB early in the application process if alternative circumstances may apply. These situations will be the exception and not the rule.   [Return to Table of Contents]

8.5 
Collaborating with Researchers at Other Institutions
Research projects may involve collaborators external to Winthrop. Any collaborators who have contact with human subjects or their data are expected to complete the CITI Training Program or provide documentation to support they have completed comparable training at their home institution.  [Return to Table of Contents]

9. 
Archival Data, Data Sharing, and Cooperative Research 
In all cases, research that involves Winthrop personnel or resources must be approved by the Winthrop IRB. This includes research that may qualify for exemption because exemption status is determined by the IRB. This policy also includes research that has been approved by the IRB of another institution or agency. If the project was approved by another institution’s IRB, or previously by the Winthrop IRB, the researcher should attach copies of that documentation to their Winthrop IRB request, if available. 
9.1 
Archival Data
Winthrop researchers must obtain Winthrop IRB approval to use archival data. The chair of the IRB may determine the researcher’s request is exempt or merits an expedited review if: 


a. The researcher who was responsible for the data’s collection and management  obtained the data under the auspices of their affiliation with another institution (this includes Winthrop researchers that hold multiple affiliations);

AND


b. That researcher received IRB approval from their affiliated institution for collecting the data;

AND


c. The affiliated institution’s IRB review process is in accordance with the current Code of federal regulations regarding collecting data from human subjects;

AND


d. No personally identifying information is included in the data set the researcher uses under the auspices of their affiliation with Winthrop.
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9.2 
Policy Statement on Cooperative Research
Cooperative research projects involve research that falls under the auspices of more than one institution. In the conduct of cooperative research projects, each institution is responsible for safeguarding the rights and welfare of human subjects and for complying with this policy.
Winthrop has developed the following procedures for cooperative (i.e., multi-institutional) research: 


a. If the project has already been reviewed by a qualified IRB at another institution, then the applicant should submit the application from that institution and the IRB finding to the Winthrop IRB. We need this information to determine whether the review was done in a way that meets Winthrop responsibilities for “safeguarding the rights and welfare of human subjects and for complying with” the federal policy.


b. However, it will not be necessary to submit the full application and IRB finding from another institution in the case of established national studies that are ongoing, such as the HERI Faculty Survey. In those cases, the local administrator of the project should send a letter to the chair of the IRB affirming that the project is being regularly reviewed by a qualified IRB at another institution. If in doubt, the local administrator should contact the IRB chair to discuss how much documentation will be needed.


c. If the project has not been reviewed elsewhere, then the Winthrop IRB will conduct its own review in the usual way.
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9.3 
Data Sharing
Researchers who intend to share data collected under the auspices of their affiliation with Winthrop must let the Winthrop IRB know they intend to share the data when they initially seek IRB approval of their research. They may also seek IRB approval to share the data using the Request for Modification to Previously Approved or Exempt Protocols form. 
The IRB approval request must explain the measures the researcher(s) will take to minimize direct or indirect unauthorized disclosure of personally-identifying information. Winthrop requires the researcher(s) to show how they will ensure protection of human subjects’ personally identifying information by either thoroughly describing the information-removal techniques they will utilize or explaining how retaining such information does not pose a risk to the research subjects. In addition to removing direct identifiers, e.g., name, address, telephone numbers, and Social Security Numbers, researchers should consider removing indirect identifiers and other information that could lead to "deductive disclosure" of participants' identities. Deductive disclosure of individual subjects becomes more likely when there are unusual characteristics of the joint occurrence of several unusual variables. Samples drawn from small geographic areas, rare populations, and linked datasets can present particular challenges to the protection of subjects' identities.
Winthrop researchers must receive IRB approval before allowing non-Winthrop personnel access to human subjects’ personally identifiable information either through the original Winthrop IRB approval request or through the Modification to IRB-Approved Project
If the researcher or researches intend to share data, they must mention in their consent form that personally identifying information may be shared with non-Winthrop research team members.

When the protocol is submitted, the researcher(s) must include a copy of the data sharing agreement they will require other researchers to sign before releasing the data. This agreement must clearly describe uses of the data and the measures the researcher or researchers are required to take to protect the data. 
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9.4 
Record Retention
Researchers will follow Federal, State, and University record retention policies for research data.
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. 
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10. Engaging in Human Subject Research Without IRB Approval 

Engaging in human subject research without IRB approval has serious ethical implications and violates federal and Winthrop University policies. Students, faculty, and staff are required to submit IRB applications before embarking on any data collection. Even pilot studies should be approved by the IRB. Anyone conducting human subjects’ research without the approval of the IRB is subject to a finding of research misconduct and sanctions administered by the University. Principal investigators and other research staff are subject to any or all of the following consequences if they perform unapproved human subjects research.
10.1
 Ramifications for Faculty and Staff 

Funding may be withheld: Federal sponsors, and virtually all private sponsors, require IRB approval as a condition of funding. Sponsors may postpone review of proposals for which review is not complete or pending at the time of proposal submission. Many sponsors will not release funds to the University for the investigator's use without IRB approval. 

Articles may not be published: Most professional journals require evidence of IRB approval when considering articles for publication. 

Liability issues arising from unapproved research become the responsibility of the investigator. Persons conducting unapproved research are deemed to be acting outside the scope of authority granted them by Winthrop University. The University will not, therefore, provide an investigator of an unapproved project the resources to answer a liability complaint.
Suspension of Research: Winthrop University may suspend all research activities for a specified time frame as a disciplinary measure or may require the mandatory destruction of all research data collected during a project.
Disciplinary action, including possible termination of employment at Winthrop University.
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10.2
Ramifications for Students 

Credit may be withheld: Winthrop may refuse to grant students course credit for research conducted without IRB approval. Thesis work may not be accepted. Degrees may not be awarded for work based on non-IRB reviewed projects. 

Articles may not be published: Most professional journals require evidence of IRB approval when considering articles for publication. 

Funding may be withheld: IRB approval is required if you are a participant in a grant program. These programs will not release funds without IRB approval.
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