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These guidelines are an elaboration of Long Island University policy that applies to all University faculty, staff, and students using University facilities, the facilities of another institution, or any other off-campus site.  The policy also applies to visitors and users of the campus or off-campus University facilities. 

Long Island University has a Federal-Wide Assurance (FWA 00002562) on file with the Office for Human Research Protections (OHRP; subdivision of the federal Department of Health and Human Services). This document provides a written assurance that unless a study is regulated by the Food and Drug Administration (FDA) or Department of Justice, LIU will apply the Revised Common Rule (45CFR46) to all new studies approved on or after 1/21/19 regardless of funding.  The basic ethical principles that underlie the Federal Policy and LIU’s institutional IRB Policies are summarized in the Belmont Report. 

Long Island University has two Institutional Review Boards (IRBs), one at LIU Brooklyn and one at LIU Post. The IRBs are charged with the responsibility of protecting the rights and welfare of human subjects involved in research, as mandated by OHRP, the FDA, and the State of New York.  The makeup of the IRBs membership and the number of members on the committee is in accordance with the Federal Policy.  These are the only designated Institutional Review Boards for Long Island University.

Members of the Institutional Review Boards are appointed by the Senior Vice President for Academic Affairs  (the Institutional Official), as designated on the Federal-Wide Assurance, following consideration of recommendations from Deans, Chairs, Provosts, current members, the IRB Administrator, and/or members of the community (for non-University positions).  Members are appointed for a renewable three-year term.  All members have full voting rights; no proxy voting is permitted.  Attendance records and member contributions to the committee are reviewed by the IRB Chair, the Assistant Director of Sponsored Research (IRB Administrator), and the Senior Vice President for Academic Affairs, to determine if appointments will be renewed.  Appointments of the Chair are made by the Senior Vice President for Academic Affairs.  There is no remuneration for individuals serving as IRB members.  No IRB member participates in the review of any study on which s/he is an investigator or co-investigator or where a potential for conflict of interest exists.  

The Institutional Official, or his/her designee, conducts an orientation for new members in which relevant materials are provided (Belmont Report, federal regulations, University Policy, IRB Guidelines, etc.), and the details concerning committee function and procedures are discussed.  Prior to serving on the IRB, new members must complete CITI training in three courses: essentials for IRB members, conflict of interest, and responsible conduct of research. Training must be renewed every three years. The new member attends at least two IRB meetings for the purpose of observation, without participating in the review of studies.

The IRB may, at its discretion, invite individuals with competence in special areas (consultant) to assist in the review of complex issues that require expertise beyond, or in addition to that available on the committee.  The consultant does not take part in voting with the committee.  Similarly, investigators may request, or be invited, to attend IRB meetings to clarify issues with the members concerning their proposed research activity.  Such guests do not take part in committee deliberations or voting.

The IRB reports to the Senior Vice President for Academic Affairs.  The Administrator, who is an alternate voting member of the committee, serves as the liaison between the research investigators and the IRB.  The Administrator is authorized to conduct expedited reviews for Expedited Categories 8 and 9 (continuing reviews) and for amendments involving minor changes. The Administrator provides administrative and secretarial support for the committee, and assists the investigators through the application and approval process.  S/he acts on behalf of the committee and the University when providing assurance of human subjects’ approval to sponsoring agencies, or when dealing with regulatory agencies.  S/he is responsible for monitoring the IRB’s compliance, and updating IRB procedures with current and/or new relevant federal or state regulations.

Correspondence to the IRB may be directed to:

IRB Administrator
University Office of Sponsored Projects
Long Island University
700 Northern Boulevard
Greenvale, NY  11548
(516) 299-3591
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Research
A systematic investigation, including research development, testing and evaluation, designed to develop or contribute to generalizable knowledge. The following activities are deemed not to be research: Scholarly and journalistic activities (e.g., oral history, journalism, biography, literary criticism, legal research, and historical scholarship), including the collection and use of information, that focus directly on the specific individuals about whom the information is collected.

Generalizable Knowledge
Information where the intended use of the research findings can be applied to populations or situations beyond that studied.

Human Subject
A living individual about whom an investigator (whether professional or student) conducting research:
i. Obtains information or biospecimens through intervention or interaction with the individual, and uses, studies, or analyzes the information or biospecimens; or, 
ii. Obtains, uses, studies, analyzes, or generates identifiable private information or identifiable biospecimens (federal regulations).
Intervention includes both physical procedures by which data information or biospecimens are gathered (e.g., venipuncture) and manipulations of the subject or the subject’s environment that are performed for research purposes.

Interaction includes communication or interpersonal contact between investigator and subject.

Private information includes information about behavior that occurs in a context in which an individual can reasonably expect that no observation or recording is taking place, and information that has been provided for specific purposes by an individual and that the individual can reasonably expect will not be made public (e.g., a medical record).

Identifiable private information is private information that must be individually identifiable for which the identity of the subject is or may readily be ascertained by the investigator or associated with the information.

An identifiable biospecimen is a biospecimen for which the identity of the subject is or may readily be ascertained by the investigator or associated with the biospecimen.

Minimal Risk
The probability and magnitude of harm or discomfort that is anticipated in a research activity are not greater, in and of themselves, than those ordinarily encountered in daily life or during performance of routine physical or psychological examinations or tests.

Legally Authorized Representative 
An individual or judicial or other body authorized under applicable law to consent on behalf of a prospective subject to the subject’s participation in the procedure(s) involved in the research. If there is no applicable law addressing this issue, legally authorized representative means an individual recognized by institutional policy as acceptable for providing consent in the nonresearch context on behalf of the prospective subject to the subject’s participation in the procedure(s) involved in the research.

Clinical Trial 
A research study in which one or more human subjects are prospectively assigned to one or more interventions (which may include placebo or other control) to evaluate the effects of the interventions on added biomedical or behavioral health-related outcomes.

Written or In Writing 
Writing on a tangible medium (e.g., paper) or in an electronic format.

Public Health Authority 
An agency or authority that is responsible for public health matters as part of its official mandate.

Deception
Authorized deception is prospective agreement by the subject to participate in research where the subject is informed that he or she will be unaware of or misled regarding the nature or purposes of the research.

Vulnerable
The vulnerability of the subjects in research studies should be considered as a function of the possibility of coercion or undue influence. This includes factors such as societal marginalization and discrimination. Pregnant women and physically disabled individuals are no longer examples of populations that are potentially vulnerable to coercion or undue influence.

Privacy 
Refers to persons and their interest in controlling access to themselves.

Confidentiality 
Refers to agreements with the subject about how the data will be handled.

Single IRB (sIRB) Review and Cooperative Research
Institutions located in the U.S. that are engaged in federal cooperative research must rely upon approval by a sIRB for the portion of research that is conducted in the U.S. “Cooperative research” is explained within the regulation as research “involving more than one institution” (in other words, essentially all federal multi-site research). Single IRB is synonymous with “reviewing IRB” and “IRB of record.” All other IRBs are “relying IRBs.”

Limited IRB Review 
A limited IRB review is making and documenting the determination required by 46.111(a)(7) to ensure that there are adequate privacy safeguards for identifiable private information and identifiable biospecimens in the proposed research.
Limited IRB review is a condition for exemption of the research activities under:
• Identifiable and sensitive educational tests, survey procedures, interview procedures, or observation of public behavior (46.104 [d][2][iii])
• Identifiable and sensitive benign behavioral interventions (46.104 [d][3][i][c])

Benign Behavior Intervention
A “benign behavioral intervention” is described in 46.104(d)(3) as behavioral (not biomedical) interventions in conjunction with collecting information from an adult subject through oral or written responses (including data entry) or audiovisual recording if the subject prospectively agrees to the intervention and information collection and certain conditions are met. Benign behavioral interventions are brief in duration, harmless, painless, not physically invasive, not likely to have a significant adverse lasting effect on the subjects, and the investigator has no reason to think the subjects will find the interventions offensive or embarrassing. Examples include having the subjects play an online game; solve puzzles under various noise conditions; comparing test performance of test takers in quiet or noisy surroundings; or decide how to allocate a nominal amount of received cash between themselves and someone else.

Secondary Research
Re-using identifiable information and identifiable biospecimens that are collected for some other ‘primary’ or ‘initial’ activity.
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Research in this category of the federal regulations is considered exempt from full committee review and follows the federal definitions for exemption.  However, the IRB requires that such activities be on file and be issued an approval date so that the status of the research may be reviewed.  

1. Research conducted in established or commonly accepted educational settings that specifically involves normal educational practices that are not likely to adversely impact students’ opportunity to learn required educational content or the assessment of educators who provide instruction. This includes most research on regular and special education instructional strategies and research on the effectiveness of or the comparison among instructional techniques, curricula, or classroom management methods.
2. Research that only includes interactions involving educational tests (cognitive, diagnostic, aptitude, achievement), survey procedures, interview procedures, or observation of public behavior (including visual or auditory recording) if at least one of the following criteria is met:
· Information obtained is recorded in such a manner that the human subjects cannot be identified, directly or through identifiers linked to the subjects, 
· Any disclosure of the human subjects’ responses outside the research would not reasonably place the subject at risk of criminal or civil liability or be damaging to the subject’s financial standing, employability, or reputation.
· The information obtained is recorded by the investigator in such a manner that the identity of the human subjects can be readily ascertained, directly or through identifiers linked to the subjects, and an IRB conducts a limited IRB review to make the determination required by §__.111(a)(7). This category may not be applied to research with children.

3. Research involving a benign behavioral intervention in conjunction with the collection of information from an adult subject through verbal or written responses (including data entry) or audiovisual recording if the subject prospectively agrees to the intervention and information collection and at least one of the following criteria is met:
· Information obtained is recorded in such a manner that the human subjects can be identified, directly or through identifiers linked to the subjects, 
· Any disclosure of the human subjects’ responses outside the research would not reasonably place the subject at risk of criminal or civil liability or be damaging to the subject’s financial standing, employability, or reputation.
· The information obtained is recorded by the investigator in such a manner that the identity of the human subjects can be readily ascertained, directly or through identifiers linked to the subjects, and an IRB conducts a limited IRB review to make the determination required by §__.111(a)(7). This category may not be applied to research with children.

4. Secondary research uses of identifiable private information or identifiable biospecimens for which consent is not required, if at least one of the following criteria is met*:
· The identifiable private information or identifiable biospecimens are publicly available;
· Information is recorded in such a manner that the identity of human subjects cannot be readily ascertained directly or through identifiers linked to the subjects, the investigator does not contact the subjects, and the investigator will not re-identify the subjects;
· Research use of identifiable health information when that use is regulated by HIPAA as healthcare operations, research, or public health activities and purposes as those terms are defined in HIPAA; or 
· analysis of data on behalf of a federal agency or department—as opposed to investigator-initiated analysis of federally supplied data—if the requirements of certain federal laws are met.
*Note: allows for prospective and retrospective data review.
5. Research and demonstration projects that are conducted or supported by a Federal department or agency, or otherwise subject to the approval of department or agency heads (or the approval of the heads of bureaus or other subordinate agencies that have been delegated authority to conduct the research and demonstration projects), and that are designed to study, evaluate, improve, or otherwise examine public benefit or service programs, including procedures for obtaining benefits or services under those programs, possible changes in or alternative to those benefits or services under those programs. Such projects include, but are not limited to, internal studies by Federal employees, and studies under contracts or consulting arrangements, cooperative agreements, or grants. Exempt projects also include waivers of otherwise mandatory requirements using authorities such as sections 1115 and 1115A of the Social Security Act, as amended. NOTE: Exemption under Category 5 is only permitted upon Federal Agency approval AND after being published on a federal website.

6. Taste and food quality evaluation and consumer acceptance studies, (a) if wholesome foods without additives are consumed or (b) if a food is consumed that contains a food ingredient at or below the level and for a use found to be safe, or agricultural chemical or environmental contaminant at or below the level found to be safe, by the Food and Drug Administration or approved by the Environmental Protection Agency or the Food Safety and Inspection Service of the U. S. Department of Agriculture.

Exempt Review Procedures:  The investigator(s) may request exempt review in their initial application in IRBManager.  If it is determined by the IRB Administrator that an application falls into the exempt category, the primary reviewer may be the IRB Administrator. The review will include a screening for accuracy and completeness. Based on the screening, the Administrator and/or reviewer will contact the PI for any additional information needed for a thorough review. The investigators are responsible for submitting all data collection instruments, recruitment materials, and informed consent form(s) if applicable. The reviewer is responsible for reviewing the application upon receipt to determine that all of the research procedures fit one or more of the exemption categories specified in the federal regulations. The reviewer ensures that the research meets ethical principles and standards for protecting research subjects.

During review, the reviewer ensures that the research does not include any of the following: 
· Prisoners; 
· No children as subjects (this applies to exemption categories #2 and #3); 
· The observation of children where the investigator participates in the activities being observed (this applies to exemption category #2 only); 
· FDA-regulated research (this applies to exemption categories #1-5).

Once the review has been completed, the investigator will be notified by memo from the Administrator on behalf of the committee regarding the status of the application.  Notification will indicate either that the application was fully approved based on the exempt category, that modifications/clarifications are required, or that expedited or full application questions must be answered in the electronic application.  

The PI is responsible for submitting any requested revisions to the IRB. The Administrator and/or reviewer reviews and approves if appropriate. The reviewer determines whether the revisions are sufficient for approval of exempt status, and, if so, the IRB Administrator sends an approval letter to the PI through IRBManager.

When the IRB has certified a research study as exempt, the IRB does not require annual renewal or continuation reviews; however, investigators are asked to complete a short annual “check-in” form through IRBManager to apprise the IRB of the study status.
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Research activities that present no more than minimal risk to human subjects AND involve only procedures in one or more of the following categories, as defined in the federal regulations, may be reviewed using the expedited review procedures described below.  The categories apply regardless of the age of the subjects except as noted.  

Expedited review is NOT permitted when 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.  The IRB may review minor changes to research approved by the full committee via expedited review (a minor change is one that has no substantive effect upon the protocol risk already approved by the full committee as being acceptable research risk). The IRB may use expedited review for research for which limited IRB review is a condition of exemption under §__.104(d)(2)(iii) and (d)(3)(i)(C). Expedited categories include:

1. Clinical studies of drugs and medical devices only when condition (a) or (b) is met: 
a. Research on drugs for which an investigational new drug application (21 CFR Part 312) is not required. (Note: Research on marketed drugs that significantly increases the risks or decreases the acceptability of the risks associated with the use of the product is not eligible for expedited review.). 
b. Research on medical devices for which (i) an investigational device exemption application (21 CFR Part 812) is not required; or (ii) the medical device is cleared/approved for marketing and the medical device is being used in accordance with its cleared/approved labeling. 
 
2. Collection of blood samples by finger stick, heel stick, ear stick, or venipuncture as follows:
a. From healthy, nonpregnant adults who weigh at least 110 pounds. For these subjects, the amounts drawn may not exceed 550 ml in an 8 week period and collection may not occur more frequently than 2 times per week; or
b. From other adults and children1 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 50 ml or 3 ml per kg in an 8 week period and collection may not occur more frequently than 2 times per week.
NOTE: Intravenous (IV), Port, Central, or any other lines are NOT eligible under this category even if the research involves “minimal risk”.
 
3. Prospective collection of biological specimens for research purposes by noninvasive means. 
Examples: (a) Hair and nail clippings in a nondisfiguring manner; (b) deciduous teeth at time of exfoliation or if routine patient care indicates a need for extraction; (c) permanent teeth if routine patient care indicates a need for extraction; (d) excreta and external secretions (including sweat); (e) uncannulated saliva collected either in an unstimulated fashion or stimulated by chewing gumbase or wax or by applying a dilute citric solution to the tongue; (f) placenta removed at delivery; (g) amniotic fluid obtained at the time of rupture of the membrane prior to or during labor; (h) supra- and subgingival dental plaque and calculus, provided the collection procedure is not more invasive than routine prophylactic scaling of the teeth and the process is accomplished in accordance with accepted prophylactic  techniques; (i) mucosal and skin cells collected by buccal scraping or swab, skin swab, or mouth washings; (j) sputum collected after saline mist nebulization.
 
4. Collection of data through noninvasive procedures (not involving general anesthesia or sedation) routinely employed in clinical practice, excluding procedures involving x-rays or microwaves. Where medical devices are employed, they must be cleared/approved for marketing. (Studies intended to evaluate the safety and effectiveness of the medical device are not generally eligible for expedited review, including studies of cleared medical devices for new indications.)  
Examples: (a) Physical sensors that are applied either to the surface of the body or at a distance and do not involve input of significant amounts of energy into the subject or an invasion of the subject’s privacy; (b) weighing or testing sensory acuity; (c) magnetic resonance imaging; (d) electrocardiography, electroencephalography, thermography, detection of naturally occurring radioactivity, electroretinography, ultrasound, diagnostic infrared imaging, doppler blood flow, and echocardiography; (e) moderate exercise, muscular strength testing, body composition assessment, and flexibility testing where appropriate given the age, weight, and health of the individual.
 
5. Research involving materials (data, documents, records, or specimens) that have been collected or will be collected solely for nonresearch purposes (such as medical treatment or diagnosis). (Note: Some research in this category may be exempt from the HHS regulations for the protection of human subjects. 45 CFR 46.101(b)(4). This listing refers only to research that is not exempt.)
 
6. Collection of data from voice, video, digital, or image recordings made for research purposes.
 
7. Research on individual or group characteristics or behavior (including, but not limited to, research on perception, cognition, motivation, identity, language, communication, cultural beliefs or practices, and social behavior) or research employing survey, interview, oral history, focus group, program evaluation, human factors evaluation, or quality assurance methodologies. (Note: Some research in this category may be exempt from the HHS regulations for the protection of human subjects. This listing refers only to research that is not exempt.)
 
8. Continuing review of research previously approved by the convened IRB as follows:
a. Where (i) the research is permanently closed to the enrollment of new subjects; (ii) all subjects have completed all research-related interventions; and (iii) the research remains active only for long-term follow-up of subjects; or
b. Where no subjects have been enrolled and no additional risks have been identified; or
c. Where the remaining research activities are limited to data analysis.
 
9. Continuing review of research, not conducted under an investigational new drug application or investigational device exemption where categories two (2) through eight (8) do not apply but the IRB has determined and documented at a convened meeting that the research involves no greater than minimal risk and no additional risks have been identified. 

Expedited Review Procedures 

The investigator(s) must submit an online application via IRBManager. The review, which should be completed within 10 business days, may be carried out by the Chair of the IRB and/or by one or more experienced reviewers chosen by the Chair from among the IRB members.  In reviewing the research, the reviewers may exercise all the authorities of the IRB except that the reviewer(s) may not disapprove the research (disapproval may only be decided at a meeting of the full committee). Once the review has been completed, the investigator will be notified by memo from the IRB Administrator on behalf of the committee regarding the status of the application.  Notification will indicate that the application was fully approved, that it requires modifications/clarifications in order to secure approval, or is deferred for full committee review. All expedited approvals will be listed on an agenda for the convened IRB meeting.

Research initially approved after January 21, 2019 using expedited review procedures does not require continuing review. Continuing review can only be required if the expedited reviewer justifies why continuing review would enhance the protection of research subjects. This justification must be documented. The IRB Administrator will “check-in” annually with all open studies; the check-in will be a short survey inquiring about the status of the research. Research approved prior to January 21, 2019 using expedited review procedures will still require continuing review. 

A study is presumed to be minimal risk if it meets one of the expedited categories of the HHS Secretary’s list. If the expedited reviewer determines that the study involves more than minimal risk the reviewer can override that presumption, but must document the rationale for doing so.

The expedited review category, and corresponding review procedure is applicable to research involving minor subjects, as long as the particular activity does not require that the subject be 18 years old or older.
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All research not noted above will be reviewed by the IRB at one of its convened meetings.  The schedule of meetings is available from IRB website (http://liu.edu/irb/resources). The IRB only approves research that meets the federal criteria for approval as specified in 45 CFR 46.111, 21 CFR 56.111, and 38 CFR 16.111. Once the full board application is submitted online via IRBManager, the IRB Administrator screens the application to determine whether it is complete (e.g., includes all pertinent forms). If it is not complete or contains insufficient information, the Administrator returns the application to the investigator for edits. 

1. A quorum (majority) of members, including at least one non-scientific member, must be present for a meeting to be held. 
 
2. Copies of all applications to be reviewed at the meeting are distributed to the members approximately 10 working days before the meeting.
  
3. The IRB Administrator assigns each application a primary reviewer based on the IRB member’s educational background and expertise. The primary reviewer presents the application and begins the committee deliberations; each member is responsible for reviewing each application. A secondary reviewer may also be assigned at the discretion of the Administrator.

4. All IRB members attending the meeting receive application materials prior to the convened meeting, have the opportunity to discuss each research protocol during the convened meeting, and participate in the determination of whether the research meets the regulatory criteria for approval. Members can attend the meeting electronically or via telephone as long as they have sufficient time to review the application. A member with a conflict of interest must leave the room during the vote and only participate in the review by providing information about the application. In order for the IRB to approve the proposed research, the protocol must receive the approval of a simple majority of those members present at the meeting in which quorum is established and maintained.

5. During the convened meeting, the IRB determines the approval period as appropriate to the degree of risk but not less frequently than once per year. The IRB may set a shorter approval period for high risk protocols or protocols with high risk/low potential benefit ratios.
 
6. After the meeting, the investigator is notified by memo from the Administrator on behalf of the committee regarding the status of the application.  The application may be approved, require clarifications/modifications in order to secure approval (conditional approval); deferred (i.e., response from investigator must be brought back to full committee), or disapproved.

7. If the PI has concerns regarding the IRB decision/recommendations for changes in the study, he/she may submit a written appeal that includes a justification for changing the IRB decision. The convened IRB reviews the appeal. The appeal determination is final.

Full Review Procedures:  The investigator(s) must submit an online application via IRBManager.  The review will be carried out as noted above.

[bookmark: _Toc84415237]Amendments and Modifications

The PI is responsible for submitting an amendment application via IRBManager prior to the implementation of any change. In the amendment request, the PI makes relevant changes to approved protocol and provides documents associated with the changes (e.g., revised informed consent forms and recruitment documents). The IRB Administrator will then conduct a pre-review to check for errors and omissions and will then complete the review (for exempt amendment applications) or assign a reviewer (for expedited or full board applications). 

Expedited Review: If the proposed change is minor, the IRB Chair or IRB member conducts the review using expedited procedures. A minor change is one that has no substantive effect upon the protocol risk already approved by the full committee as being acceptable research risk. The IRB Chair or an experienced IRB member conducts the amendment undergoing expedited review, using standard expedited review procedures. The expedited reviewer exercises all the authority of the IRB except the reviewer cannot disapprove the research. Listing of the item(s) on an agenda for the convened IRB serves to advise the IRB of completed expedited reviews. The IRB Chair or designated IRB member is responsible for reviewing the proposed modification, determining whether the modified research continues to fulfill the criteria for IRB approval, and documenting his/her determinations to the IRB.

Full Board Review: If the IRB Chair or designated IRB member recommends full review, or if the sponsor or the PI specifically requests full review procedures, the IRB Administrator places the amendment request on the agenda for full review. For an amendment undergoing full review, the IRB Chair or designated IRB member serves as the primary reviewer. The IRB Chair or designated IRB member reports recommendations to the IRB at a convened meeting. The IRB Chair or designated IRB member makes recommendations on issues s/he determines do not meet the federal criteria for approval, involve controverted issues, or need additional information. The full IRB reviews and votes on the amendment, which will be recorded in the minutes. If the IRB approves the modification, the end date of the approval period remains the same as that assigned at initial or continuing review.

[bookmark: _Toc84415238]Continuing Review 

The IRB conducts substantive and meaningful continuing (annual) review of full board studies at intervals appropriate to the degree of risk but not less than once per year. The research protocol must satisfy the criteria set forth in 45 CFR 46.111 and 21 CFR 56.111 for the IRB to approve the protocol for continuation. The IRB may only use expedited review procedures for CR under the following circumstances:
1. 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 study personnel have enrolled no subjects at LIU and no additional risks have been identified either at LIU or at any site if the research involves a multi-site study; OR 
3. The only remaining research activities are limited to data analysis.

The PI may not continue research after expiration of IRB approval; continuation is a violation of federal requirements specified in 45 CFR 46.103(a) and 21 CFR 56.103(a). If the IRB approval expires, the PI must cease all research activities and may not enroll new subjects in the study. However, if the IRB determines that there is an overriding safety concern and/or ethical issue or that it is in the best interests of the individual subjects to continue participating in the research activities, the IRB may permit the subjects to continue in the study for the time required to complete the continuing review process. 

Expedited Procedures: The IRB Administrator (and alternate IRB member) serves as the expedited reviewer for expedited CR protocols. The Administrator is responsible for reviewing information in the expedited review packet in enough depth to be familiar with the protocol, to determine whether the research is eligible for expedited review, and to determine whether the research meets the regulatory criteria for approval. The expedited reviewer is responsible for determining if full review is necessary as well as making the final determination that the protocol meets the criteria for expedited review as outlined above. The expedited reviewer applies the same criteria for approval as outlined above for full review (i.e., applies 45 CFR 46.111 and 21 CFR 56.111, and informed consent regulatory criteria).

When documentation of informed consent/assent is required, the expedited reviewer reviews the informed consent/assent document(s) submitted for re-approval to ensure accuracy and completeness. The expedited reviewer ensures that the PI provides any significant new findings that might relate to the subject’s willingness to continue participation in accordance with regulations. All expedited continuing reviews will be listed on the IRB agenda to advise the IRB.
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Research activities that involve human subjects must be on file with the IRB and must be approved PRIOR to the commencement of the activity.  Note:  The IRB will determine if a different category is applicable than the one indicated by the investigator on the application.

[bookmark: _Toc84415240]IRB Full, Expedited, and Exempt Applications
The application must be complete with the following signatures:

1. The investigator, who ensures accuracy of the information contained within the submitted materials and, upon approval, assures compliance with all aspects of “Responsibility of Investigator Conducting IRB Approved Activities”;

2. The Chair of the department, who certifies that the activity as scientifically meritorious and that the investigator(s) have the expertise required to carry out the protocol; and

3. If applicable, signature of the faculty supervisor of the student investigator.  The supervisor assumes complete responsibility for the student’s research including: a) ensuring accuracy of the information contained within the submitted materials, and b) assuring compliance with all aspects of “Responsibility of Investigator Conducting IRB Approved Activities.”

[bookmark: _Toc84415241]Application Requirements
The following information is required in all IRB applications:

1. Summary of proposed research, which should include a discussion of the scientific significance and goal of the study.
2. Sites(s) and dates of data collection.
3. Details on the study subjects, including the estimated number, gender, and race/ethnicity of participants and inclusion/exclusion criteria for subject enrollment.  It is federally required that the application include specific justification if women, and/or minorities are to be excluded in the research activity. A rationale should also be provided for including any potentially vulnerable groups (e.g., children, prisoners, etc.).

4. Description of subject recruitment procedures, including copies of all advertisements, posters, scripts, etc. to be used.

5. Explanation of study procedures and how data will be collected.

6. Potential risks and benefits to subjects.

7. The steps that will be taken to guard the privacy of subjects and/or the confidentiality of their responses, including how data will be stored and destroyed.

8. Identification of any potential problems related to risk/benefit, confidentiality, or other ethical problems.

9. How informed consent will be obtained, documented, and stored.

10. Disclosure, if the investigator proposes to include him/herself, or members of his or her family as subjects in the proposed research.

11. Copies of all interview guides, surveys, questionnaires, data collection forms, etc. to be used during the course of the project.

[bookmark: _Toc84415242]Sponsor Protocol
When funding is being sought or has been approved by an external agency (NIH, NYS Education, pharmaceutical company, philanthropic organization, etc.), the grant or sponsor protocol should be submitted in addition to (not in lieu of) the project description.  Regardless of the review category, one copy of the grant or sponsor protocol must be submitted if it is not currently on file with the Office of Sponsored Projects.

[bookmark: _Toc84415243]Consent/Permission/Assent Forms
Consent, permission, and assent forms should conform to the IRB required formats.  Note that consent forms are used to consent subjects 18 years or older, permission forms are used to obtain permission from parents of subjects 17 years or younger (since the subjects themselves cannot consent to being in the study), and assent forms are used to obtain agreement from the minor subject in the study.

For those consent forms that must be translated into a foreign language, an affidavit of accurate translation must be provided from an appropriate translator.

For those studies where minors will be included, the IRB may (rarely) waive the need for a parent permission form and minor’s assent as a condition for approval.  However, these documents will still need to be submitted for review and approval prior to enrollment of minors in the study.

[bookmark: _Toc84415244]REVIEW TIME CONSIDERATIONS

The length of time required for review of an application by the IRB is dependent upon the review category into which an application falls. Expedited applications are sent to committee members on a regular basis and the time required for review is dependent upon the availability of the IRB members.  Review (not full approval) is generally completed within 10 business days of receipt date. 

The deadline for applications requiring full committee review at a convened meeting of the IRB is approximately 10 business days prior to the meeting date. This allows for distribution of the application to the committee members as well as members’ review time prior to the full meeting.  Exact meeting dates and submission deadlines can be obtained from the IRB Administrator or the IRB website.  For research in which outside funding is involved, it is recommended that the IRB materials be submitted far enough in advance of the grant submission deadline or start date to allow for at least two (2) successive meetings of the IRB (in case of deferral).

[bookmark: _Toc84415245]CRITERIA FOR IRB APPROVAL OF RESEARCH

In order to approve a research project, the Institutional Review Board must determine that all of the following requirements are satisfied:

1. Risks to subjects are minimized by using procedures which are consistent with sound research design that do not unnecessarily expose subjects to risk, and by using procedures already being performed on the subjects for diagnostic or treatment purposes (when appropriate).

2. Risks to subjects are reasonable in relation to anticipated benefits, if any, to subjects and the importance of the knowledge that may reasonably be expected to result.

3. Selection of subjects is equitable, in relation to the purposes of the research and the setting in which the research will be conducted.

4. Informed consent is obtained in compliance with the IRB policy as outlined in these guidelines.

5. Where appropriate, the research plan makes adequate provision for monitoring the data collected to ensure the safety of subjects.

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

7. Where some or all of the subjects are likely to be vulnerable to coercion or undue influence, such as persons with acute or severe physical or mental illness, or persons who are economically or educationally disadvantaged, appropriate additional safeguards have been included in the study to protect the rights and welfare of these subjects. Vulnerability refers to “vulnerable to coercion and undue influence, in recognition that coercion or undue influence refers to the ability to make an informed decision about participating in research.”

8. All personnel associated with the research that either deal directly with the human subject or with human tissue and/or data and where the project is federally funded, have successfully completed appropriate CITI training program(s) on the protection of human subjects in research. Required CITI courses include human subjects training, conflict of interest, and responsible conduct of research. All courses must be renewed every three (3) years and certificates of completion must be submitted with IRB applications.

9. CONSIDERATIONS FOR LIMITED IRB REVIEW:
· The extent to which identifiable private information is or has been deidentified and the risk that such deidentified information can be reidentified.
· The use of the information.
· The extent to which the information will be shared or transferred to a third party or otherwise disclosed or released.
· The likely retention period or life of the information.
· The security controls that are in place to protect the confidentiality and integrity of the information.
· The potential risk of harm to individuals should the information be lost, stolen, compromised, or otherwise used in a way contrary to the contours of the research under exemption.

[bookmark: _Toc84415246]FDA RISK DETERMINATION

Determinations of Significant Risk (SR) or Non-Significant Risk (NSR) for FDA-Regulated Medical Device Research:
Unless the Food and Drug Administration (FDA) has already made a risk determination, sponsors (or investigators, if there is no sponsor) are responsible for making an initial risk assessment and presenting it and corresponding rationale to the IRB.  The IRB, at a convened meeting, will review the sponsor’s (or investigator’s) SR or NSR assessment.  The IRB may modify the risk determination if it disagrees. If the FDA has made the SR or NSR determination, the IRB need not made a determination; the FDA’s determination is final.  The IRB is not required to make a SR or NSR determination for studies that are exempt from IDE requirements. The IRB will document the risk determination in the meeting minutes.

[bookmark: _Toc84415247]APPROVAL PERIODS

IRB approval periods are granted on the basis of degree of risk associated with the particular protocol (but no longer than one year).  In the case of full committee reviews, approval lasts for one year and starts on the date the application receives final approval.  Certain projects may require review more often than annually based on other factors aside from degree of risk.  A project approved by the IRB may be subject to further appropriate review and approval by officials of the institution.  However, those officials may not approve research if the Institutional Review Board has not approved it.


[bookmark: _Toc84415248]RESPONSIBILITES OF INVESTIGATORS CONDUCTING IRB APPROVED ACTIVITIES

Once his/her project is approved by the IRB, the investigator(s) must:

1. Conduct every aspect of the project as outlined in the application and as approved by the IRB.

2. Promptly report any revisions or amendments to the research activity for review and approval by the IRB PRIOR to commencement of the revised protocol.  (The only exception to this policy is in situations where changes in protocol are required to eliminate apparent, immediate hazards to the subjects).

3. Promptly report any unanticipated problems involving risks to subjects or others.

4. Assume full responsibility for selecting subjects in strict accordance with the inclusion/exclusion criteria outlined in the application materials.

5. Where consent/permission/assent form(s) have been approved for the research activity, only the most recent IRB approved, stamped forms may be used in the consent process. 

The IRB has the authority to suspend, terminate, or place restrictions on any study in which the investigator has not met the above requirements, or in the event where information is disclosed to the IRB that indicates that the rights and/or welfare of human subjects are at risk.


[bookmark: _Toc84415249]IRB DISAPPROVAL

Disapproval of an activity may be determined only at meetings of the full committee regardless of the category of review.  If the IRB disapproves a research activity, the principal investigator(s) has the right to appeal that decision either in writing or in person at an IRB meeting.  If the investigator is not satisfied with the decision subsequently reached by the IRB, s/he may request re-review by the IRB whenever significant changes are made to the research protocol or significant new information becomes available.  This re-review requires the submission of a new, updated full application that clearly indicates the changes.


[bookmark: _Toc84415250]SUBMISSION FOR TEACHING ACTIVITIES

Participation by students in any teaching activity which involves the potential of more than minimal risk (i.e., more than the risk found in everyday activities) to the student, or is unusual or not necessary to the student’s course of study or training in which it occurs, must be accompanied by the student’s voluntary, informed consent and must be reviewed and approved by the IRB prior to commencement of the activity.

[bookmark: _Toc84415251]SUBPART B: ADDITIONAL PROTECTIONS FOR PREGNANT WOMEN, FETUSES, NONVIABLE NEONATES

Definitions
1. Fetus – the product of conception from implantation until delivery
2. Neonate – a newborn
3. Viable – being able to survive to the point of independently maintaining heartbeat and respiration
4. Nonviable neonate – a newborn that, although living after delivery, is not viable

Pregnant Women or Fetuses
If the research holds out the prospect of direct benefit to the pregnant woman, the prospect of a direct benefit both to the pregnant woman and the fetus, or no prospect of benefit for the woman nor the fetus when risk to the fetus is not greater than minimal and the purpose of the research is the development of important biomedical knowledge that cannot be obtained by any other means, her consent must be obtained in accordance with Subpart A of the federal regulations.

Both the pregnant woman’s and father’s (of the fetus) consent is needed if the only potential benefit is to the fetus.  Father requirement is waived if he is unavailable, he is incompetent, he is temporarily incapacitated, or the pregnancy is a result of rape or incest.

[bookmark: _Toc84415252]SUBPART C: ADDITIONAL PROTECTIONS FOR PRISONERS

Definitions
1. Prisoner – Any person “involuntarily confined or detained in a penal institution as a result of a criminal or civil statute, persons detained in other facilities by virtue of states or commitment procedures which provide an alternative to criminal prosecution or incarceration in a penal institution, and individuals detained pending arraignment, trial or sentencing.” This definition includes individuals detained in residential treatment as a term of sentencing, individuals with psychiatric illnesses who have been involuntarily committed to an institution, and individuals wearing electronic monitoring devices as a result of sentencing. It does not include individuals on probation or parole.
2. Minimal Risk – risk of harm must be relative to the daily lives of healthy persons and not of a healthy prisoner.

When reviewing research (including initial review, continuing review, amendment review, and review of unanticipated problems involving risks to subjects or others) that involves Subpart C, the IRB will include a prisoner representative with appropriate background and experience to serve in this capacity (e.g., someone with close working knowledge, understanding, and appreciate of prison conditions from the perspective of the prisoner).

Prisoners may be involved in exempt research as long as the research is aimed at involving a broader subject population that only incidentally includes prisoners. Additionally, prisoner research may be expedited if it fits one or more expedited review categories.

Certification Process
Research that involves Subpart C must be certified to the Secretary of Health and Human Services through Office for Human Research Protections (OHRP) and must fit into one of the following categories:
1. Study of the possible causes, effects, and processes of incarceration, and of criminal behavior, provided that the study presents no more than minimal risk and no more than inconvenience to the subjects.
2. Studies of prisons as institutional structures or of prisoners as incarcerated persons, provided that the study presents no more than minimal risk and nor more than inconvenience to the subjects.
3. Research on conditions particularly affecting prisoners as a class…provided that the study may proceed only after the Secretary has consulted with appropriate experts including experts in penology, medicine, and ethics, and published notice, in the Federal Register, of the intent to approve such research.
4. Research on practices, both innovative and accepted, which have the intent and reasonable probability of improving the health or well-being of the subject. In cases in which those studies require the assignment of prisoners in a manner consistent with protocols approved by the IRB to control groups which may not benefit from the research, the study may proceed only after the Secretary has consulted with appropriate experts including experts in penology, medicine, and ethics, and published notice, in the Federal Register, of the intent to approve such research.
5. Epidemiologic Waiver: Acts as a waiver for studies that meet the following criteria:
a. In which the sole purposes are to describe the prevalence or incidence of a disease by identifying all cases, or to study potential risk factor associations for a disease, and
b. Where the institution responsible for the conduct of the research certifies to the OHRP, DHHS, acting on behalf of the Secretary, that the IRB approve the research and fulfilled its duties under 45 CFR 46.305(a)(2)-(7) and determined and documented that: (i) The research presents no more than minimal risk and no more than inconvenience to the prisoner-subjects, and (ii) Prisoners are not a particular focus of the research.
[bookmark: _Toc84415253]SUBPART D: ADDITIONAL PROTECTIONS FOR CHILDREN 
(IN NEW YORK STATE:  <18 YEARS OLD)

Minors are considered a vulnerable population and additional protections must be considered in all research activities in which minors are or may be included.  

Additional Protections:
1. Obtaining parental permission in most cases.  An exception would be if the IRB determines that a research protocol is designed for conditions, or for a subject population, for which parental or guardian permission is not a reasonable requirement to protect the subjects (for example, neglected or abused children.)  An appropriate mechanism for protecting the children who will participate must be in place, and the waiver has to be consistent with Federal, state or local law.  A waiver of parental permission must also meet the criteria for a consent waiver (see below for waiver criteria).

2. Obtaining minor assent, except where the IRB specifically grants a waiver.  In determining whether children are capable of assenting, the IRB must take into account the ages, maturity, and psychological state of the children involved.  The IRB may require documentation of assent, such that the minor is presented with an assent form to review and sign.

3. Allowance of participation in only certain categories of research.  These categories include:  
a. minimal risk;
b. more than minimal risk with the possibility of direct benefit;
c. more than minimal risk without the possibility of direct benefit, but ALL of the following conditions are met:
1) the risk must represent a minor increase over minimal risk
2) the research intervention or procedure presents experiences to subjects that are reasonably commensurate with those inherent in their actual or expected medical, dental, psychological, social, or educational situations
3) the intervention or procedure is likely to yield generalizable knowledge about the subjects’ disorder or condition which is of vital importance to the understanding or amelioration of the subjects’ disorder or condition; and
4) the assent of the minor subject and permission from BOTH parents/guardians are solicited.

Activities that qualify for exemption or expedited review
1. The exempt review and procedures, as outlined in these guidelines, applies to research involving minor subjects with the exception of exemptions #2 and #3.  The exemption for research involving survey or interview procedures or observation of public behavior does not apply to research with minors (17 years of age or younger), except for research involving observations of public behavior when the investigator(s) do not participate in the activities being observed. The exemption for benign behavioral interventions also does not apply to minors.

2. The expedited review and procedures, as outlined in these guidelines, is applicable to research involving minor subjects, as long as the particular activity does not require that the subject be 18 years old or older.

3. The full committee must review all other research involving minors.


[bookmark: _Toc84415254]GENERAL ISSUES IN INFORMED CONSENT REQUIREMENTS

[bookmark: _Toc84415255]Research Requiring Informed Consent
No investigator may involve a human being as a subject, or use their data or tissue in research, unless the investigator has obtained the informed consent of the subject or the subject’s legally authorized representative.  There are two exceptions to this requirement:

1. Research in which the only involvement of human subjects is that of anonymous observation.

2. The Food and Drug Administration (FDA) permits an exception to the informed consent requirement before the emergency use of a test article, under certain conditions.

[bookmark: _Toc84415256]Waiver of Informed Consent
There are limited conditions under which the Institutional Review Board may waive the requirement for informed consent.  An investigator must provide evidence that the following conditions are met:

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 alteration.

4. Whenever appropriation, the subjects will be provided with additional pertinent information after participation

The Food and Drug Administration permits an exception to the informed consent requirement before the emergency use of a test article under certain conditions.

[bookmark: _Toc84415257]Circumstances Under Which Consent Must Be Sought
Consent must be sought under circumstances where the subject or representative is given enough time to consider whether or not to be in the study and that minimize the possibility of coercion or undue influence.  Information provided to the subject or representative must be written in simple language, so all aspects of the research (e.g., purpose, risks, benefits) are clearly stated and an informed decision may be made.

The IRB encourages researchers to ask potential subjects short questions after the research has been described and the consent form read in order to assess that the potential subject has at least a basic understanding of what the research involves.  Examples:  “Tell me in your own words what this study is all about”; “What do you think will happen to you in this study”; “What do you expect to gain by being in this study”; “What risks might you experience”; “What options do you have if you decide you don’t want to be in this study?”

[bookmark: _Toc84415258]Documentation of Informed Consent
Documentation of informed consent is required in most cases.  The IRB may waive the requirement for the investigator to obtain a signed consent form for some or all subjects if it finds that:

1. The only record linking the subject to the research would be the consent document, and the principal risk would be potential harm resulting from a breach of confidentiality.  The IRB may determine that each subject be asked whether s/he 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; OR

3. The subjects or legally authorized representatives are members of a distinct cultural group or community in which signing forms is not the norm, that the research presents no more than minimal risk of harm to subjects and provided there is an appropriate alternative mechanism for documenting that informed consent was obtained.

In cases where the requirement of documentation is waived (e.g., use of anonymous survey is proposed), a consent document in the IRB required format must still be used.  However, the document is written in letter format (‘Dear Subject’), and, rather than requiring the subject’s signature to verify consent, the following text is used to end the letter:

‘If you ___________________________ (e.g., complete the attached survey, answer these few questions, etc.), it means that you have read (or have had read to you) the information contained in this letter, and would like to be a volunteer in this research study.  Thank you, (signatures of investigators)’

[bookmark: _Toc84415259]Consent from Non-English Speaking Subjects
An important part of the consent process is to provide information in a language understandable to the subjects.  There are two methods for obtaining consent from non-English speaking subjects.

1. For those consent forms that must be translated into a foreign language, an affidavit of accurate translation must be provided from an appropriate translator.  The translated consent form and affidavit must be submitted and approved by the IRB before use of the consent form.  Or,

2. The Office for Human Research Protection offers guidance on “Obtaining and Documenting Informed Consent of Subjects Who do Not Speak English”.  This method involves use of an IRB approved English language consent form, an IRB approved short consent form written in the non-English language, and a witness fluent in both English and the language of the subject.  The details are available online. 

[bookmark: _Toc84415260]Capacity to Provide Consent for Research
An essential part of the consent process is assessing whether the potential subject has the capacity to make a decision about participating in a given research study.  The proposed subject population and the inherent risks and benefits of a particular study will determine who should be responsible for assessing the capacity of potential subjects.  These factors will also determine the procedures that should be followed if the subject is deemed incapable of providing consent.  An ethical balance must exist between the need to conduct research that asks questions about certain diseases or disorders, and the need to protect the affected, sometimes vulnerable, subject populations whose inclusion in the study can help answer those questions.  However, the rights of the potential subject are always preeminent.

Individuals who lack the capacity to consent for themselves cannot be enrolled in research studies that include more than minimal risk and no direct benefit.  These types of studies can enroll individuals who are able to consent for themselves.  Any additional safeguards required by the IRB will depend on the nature of the study as well as on the time course (temporary, permanent, progressive or fluctuating) and extent of the alteration in capacity.  With increasing risk and decreasing benefit, the safeguards imposed on the study will be necessarily more stringent.

A subject has the capacity to consent to his or her own participation in a research activity if s/he demonstrates an appreciation:
· That the activity is research and not standard treatment;
· Of the risks and benefits of a study;
· Of the alternatives that are available if s/he does not participate;
· That, if s/he chooses not to participate, this decision will be accepted without penalty

[bookmark: _Toc84415261]Who Can Provide Consent if a Subject is Incapable of Doing So
Individuals who may consent on behalf of the subject include:

1. Individuals granted legally documented authority to make decisions specifically regarding participation in research.

2. Family member (in order of priority – spouse, adult child, parent, adult sibling).

3. Individuals named in a health care proxy for research protocols generally recognized in the medical community as offering the optimal treatment choice.

These individuals should receive education about the importance of their role, the study, the health status of the patient, the rights to refuse to participate or to withdraw consent at any time without penalty.  This person should be taken through the entire consent process and assent from the subject should be obtained whenever possible.

[bookmark: _Toc84415262]Required Procedures to be followed by Person Obtaining Consent
The individual who signs the consent form as the “person obtaining consent” is responsible for leading the potential subject through the entire consent process.  It is the Principal Investigator’s responsibility to train and supervise the study personnel who are obtaining consent.

[bookmark: _Toc84415263]CONSENT/PERMISSION/ASSENT REQUIREMENTS: ADULT SUBJECTS 
(18 YEARS OR OLDER)

All consent forms MUST
· Be printed on LIU letterhead or contain the heading LIU/(Insert Campus)
· Be written at an 8th grade or lower reading level (investigators are encouraged to use computer software applications or other techniques to assess reading level)
· Use a large font (at least 12 point)
· Contain short paragraphs and short, simple and direct sentences
· Define all abbreviations and acronyms when they first appear in text
· Include the mandatory information/sentences/paragraphs used in the consent form template that is available in the IRB application in IRBManager.

[bookmark: _Toc84415264]CONSENT/PERMISSION/ASSENT REQUIREMENTS:  SUBJECTS <18 YEARS OLD

The IRB requires that provisions be made for obtaining the assent of children to be subjects in certain research activities.  Aside from age (usually 11-17 years old), the maturity and psychological/physical state is taken into account in determining the ability of obtaining assent.  The IRB may require submission of an assent document which states, in very simple, general terms, the purpose of the study, what is expected of the child, the risks, benefits, the right to leave the study at any time, and who the child can talk to (parent and/or investigator) if s/he has questions about the study.  

All assent forms MUST
· Be printed on LIU letterhead or contain the heading LIU/(Insert Campus)
· Be written at an appropriate reading level for the age of the participants (investigators are encouraged to use computer software applications or other techniques to assess reading level)
· Use a large font (at least 12 point)
· Contain short paragraphs and short, simple and direct sentences
· Define all abbreviations and acronyms when they first appear in text
· Include the mandatory information/sentences/paragraphs used in the assent form template that is available in the IRB application in IRBManager.

[bookmark: _Toc84415265]CONTINUING REVIEW OF IRB-APPROVED ACTIVITIES

[bookmark: _Toc84415266]Observation of Research by IRB
The IRB has the authority to inspect records, and to observe (or have a third party observe) the consent process and the research of any activity that it approves.

[bookmark: _Toc84415267]Renewal Procedures
Continuing Review (CR) is defined as a re-review of the criteria for approval. All full board studies require annual CR; however, depending on risk level, review can be completed more frequently. CR is no longer required for expedited projects but can be required at the discretion of the reviewer. For these projects, the interval of CR is decided by the reviewer (cannot be longer than one year). Expedited projects that may be appropriate for CR (which must be justified by the reviewer) involve: 
· Subparts/vulnerable populations
· Criminal behavior
· Substance use/mental health data
· External sites
· Complex research procedures 
· Use of devices
· A noted conflict of interest
· Any Investigator that received a determination of serious or continuing non-compliance in the past 2 years 
· Other issues which must be detailed in the justification
It is the Principal Investigator’s responsibility to maintain continued approval for his or her study when appropriate.  However, the Office of Sponsored Projects sends reminder notices as outlined below.

	1.  Renewal Notices
a. Investigators will receive renewal reminders 60 and 30 days prior to study expiration. Approximately two months prior to the end of the approval period, investigators should prepare and send their renewal materials to the IRB Administrator in the Office of Sponsored Projects. 
b. Projects are automatically inactivated if the renewal materials are not approved by the study expiration date.  The IRB requires that all activities involving human subjects that were covered under the originally approved protocol be stopped immediately.  The IRB Administrator must be contacted if and when the investigator wishes to reactivate the study.

3. Required renewal materials include:
a. Renewal application, requiring completion, followed by signatures of the investigator, chair and/or dean of the department and in the case of undergraduate or graduate student investigators, signature of the student’s advisor.
b. Progress report, which is a summary of the human subjects aspects of the project over the past year, including number of subjects, adverse consequences, new information, results of research, resulting publications, etc.
c. Consent/Permission/Assent Forms and recruitment material to be used for the upcoming approval period.
4. Annual study check-in
a. Those studies that do not require continuing review will be asked to complete a short survey to inform the IRB of the study status.

[bookmark: _Toc84415268]Amendments, Adverse Events
All amendments to approved protocols must be submitted to the IRB for review and approval prior to commencement of the revised study or use of a revised consent/permission/assent form.  Adverse events that occur on-site will be reviewed by the full committee at a convened meeting.  Those occurring at another center conducting the study (i.e., in the case of multi-center studies) will be reviewed in a timely manner.

Changes to consent/permission/assent forms that are required as a result of an amended protocol, or subsequent to review of adverse events (i.e., addition to the risks section of the consent form), should be made to the most current IRB-approved version.  The revised version would be used to consent new subjects for enrollment in the study.  However, in order to inform subjects who are already enrolled in the study of the changes to the study, the following format should be used.  If the study involves minors, an additional addendum directed to the parent, as well as a revised assent form, should be drafted as well.  (Note: Information in italics is presented for explanation or example only; this information should be changed to fit each project.)


==============================================================

Departmental Letterhead

Project title:
Investigators:

Addendum to Consent Form

You have already agreed to be a volunteer in the research study referenced above.  

In the consent form you signed (attached), you were informed that you would be told of any new information that might affect your willingness to continue in this study.

This addendum serves to tell you that … (e.g., your participation will be extended another 3 weeks … OR … An additional questionnaire will be given to you to complete … OR … An additional 3 tsp. of blood will be taken at your 4th visit … etc.  If applicable, explain why the change is being implemented, and provide details regarding relevant changes to risks, benefits, alternative treatments, etc. that occur as a result of the revised protocol.)

You are reminded that:
· All other information from the original consent form remains unchanged.
· Your participation in this study continues to be voluntary.  You do not have to be in this study if you don’t want to be.
· You have the right to change your mind and leave the study at any time without giving any reason, and without penalty.
· Any new information that may make you change your mind about being in this study will be given to you.
· You will get a copy of this consent addendum to keep.
· You do not waive any of your legal rights by signing this consent form.

If you have any questions about this study, you may contact [insert investigator’s name and telephone number].  If you have any questions about your rights as a research subject, you may contact Dr. Lacey Sischo, Institutional Review Board Administrator, at 516-299-3591.

If you sign below, it means that you have read (or have had read to you) the information given in this consent form, and you would like to continue to be a volunteer in this study.

__________________________________________
Subject Name

_____________________________________________________________
Subject Signature						Date

_____________________________________________________________
Signature of Person Obtaining Consent		Date


 A serious event, other than death or a life threatening event, is one that results in inpatient hospitalization or prolongation of existing hospitalization, a persistent or significant disability/incapacity; or a congenital anomaly or birth defect.  It is also defined as a significant medical event that requires medical or surgical intervention to prevent death, a life-threatening event, or one of the other outcomes listed above.  Reasonable judgment must be used to determine what constitutes a serious event. Such events do not have to be physical in nature; attention must be paid to psychological harm and threats to privacy or subject safety.

ALL adverse events must be reported to the IRB within 1 – 5 working days as per the following chart.

	
	Death/Life Threatening
	Other Serious (not life threatening)
	Non-Serious

	Expected
	Report to IRB within 5 working days of occurrence
	Report to IRB at time of continuing review
	No report required

	Unexpected
	Report to IRB within 1 working day of occurrence
	Report to IRB within 5 working days of occurrence
	Report to IRB at time of continuing review



Expected – event is identified by nature, severity or frequency in the risks section of the consent form
Unexpected – event is not identified by nature, severity or frequency in the risks section of the consent form

Each report of an adverse event must be signed by the Principal Investigator or Faculty Supervisor (not student investigator).  The Investigator will be expected to provide a summary and assessment of the event.  The report will be forwarded immediately to the appropriate IRB Chair for review and course of action.  The IRB Administrator will inform the Institutional Official of all reports of adverse events.  The Institutional Official will promptly notify federal sponsors of problems as required under 45CFR46.103(b)(5); OHRP will be notified where appropriate.


[bookmark: _Toc84415269]EXEMPTIONS FROM IRB PRIOR APPROVAL REQUIREMENT

The only activity that is exempt from prior review and approval from the IRB involves the emergency use of an investigational drug (i.e., not approved by the Food and Drug Administration).  Emergency use is defined as the use of a test article on a human subject in a life-threatening situation in which there is no standard acceptable treatment available and in which there is not sufficient time to obtain IRB approval.

The emergency use must be reported to the IRB within 5 working days and should include:

1. Patient history
2. Justification for the emergency use
3. Department chair endorsement
4. Consent form
5. Investigational drug brochure and/or protocol (generally available from the pharmaceutical company.

Any subsequent use of the investigational drug (i.e., use in another patient) must be approved by the IRB via the standard application process prior to commencement of the activity.

The investigator is required to obtain informed consent of the subject or the legally authorized representative unless both the investigator and another independent physician certified in writing all of the following:

1. The human subject is confronted by a life-threatening situation necessitating the use of the test article,

2. Informed consent cannot be obtained because of an inability to communicate with, or obtain legally effective consent from the subject,

3. Time is not sufficient to obtain consent from the subject’s legal representative, AND

4. No alternative method of approved or generally recognized therapy is available that provides and equal or greater likelihood of saving the life of the subject.

If time is not sufficient to obtain an independent physician’s determination that the above four conditions apply, the investigator shall make the determination and, within 5 working days after the use of the drug, have the determination reviewed and evaluated in writing by such a physician.  Notification to the IRB is still required within the 5 working days. 
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The Institutional Review Board Administrator maintains the following IRB records:

1. Current list of IRB members, qualifications, resumes.

2. Minutes of meetings, including information regarding member attendance, discussions held, decisions made, and voting results.

3. All materials submitted to the committee for initial and continued review of each study including:  IRB applications, protocol, submitted and final consent forms, adverse reaction reports, proposed amendments, progress reports, and, where applicable, sponsoring agencies’ requirements.  This information is retained for a minimum period of three years following the inactivation of a project. Only those listed on the protocol will have access to IRB protocol files.
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The IRB has the authority to suspend, terminate, or place restrictions on any study in which the investigator has not met the policy or procedural requirements addressed in this handbook, and/or in the event where information is disclosed to the Office of Sponsored Projects and/or IRB that indicates that the rights and/or welfare of human subjects are at risk. In accordance with LIU’s Federal Wide Assurance, the following violations will be reported to the Senior Vice President for Academic Affairs, OHRP, FDA, and affected sponsor(s) where applicable:

1. Any unanticipated problems involving risks to subjects or others.

2. Any serious or continuing noncompliance with 45CFR46 or the determinations of the IRB.

3. Any suspension or termination of IRB approval.

If the IRB determines that the violation involves possible scholarly or scientific misconduct, the Senior Vice President for Academic Affairs will be notified and appropriate action will be taken in accordance with established University assurances, policies, and procedures.

All reports/allegations regarding human subject research activities made to the Office of Sponsored Projects and/or the IRB will be held confidential, to the extent allowed by law.

[bookmark: _Toc84415272]Unanticipated Problems and/or Adverse Events

Regulatory guidance provided in 45 CFR 46.103(b)(5) and 21 CFR 56.108(b) requires the IRB to have in place written procedures for ensuring prompt reporting to the IRB, appropriate University officials, and applicable regulatory agencies of any unanticipated problems involving risks to human subjects or others.

Definitions

Unanticipated problem involving risks to subjects or others - includes any incident, experience, or outcome that meets all of the following criteria: 
1. Unexpected (in terms of nature, severity, or frequency) given (a) the research procedures that are described in the protocol-related documents, such as the IRB-approved research protocol and informed consent document; and (b) the characteristics of the subject population being studied; 
2. Related or possibly related to participation in the research; and 
3. Suggests that the research places subjects or others at a greater risk of harm (including physical, psychological, economic, or social harm) than was previously known or recognized.

Adverse event - Any untoward or unfavorable medical occurrence in a human subject, including any abnormal sign (for example, abnormal physical exam or laboratory finding), symptom, or disease, temporally associated with the subject’s participation in the research, whether or not considered related to the subject’s participation in the research. Adverse events encompass both physical and psychological harms. 
Unanticipated adverse device effect - any serious adverse effect on health or safety or any life-threatening problem or death caused by, or associated with, a device, if that effect, problem, or death was not previously identified in nature, severity, or degree of incidence in the investigational plan or application (including a supplementary plan or application), or any other unanticipated serious problem associated with a device that relates to the rights, safety, or welfare of subjects. 
Life-threatening event - any experience that places the subject, in the view of the investigator, at immediate risk of death from the reaction as it occurred, i.e., it does not include a reaction that, had it occurred in a more severe form, might have caused death. 
Related - In the opinion of the Principal Investigator, the experience was caused or possibly caused by the research procedures. If there is insufficient information to determine whether the internal event is related, it should be reported as it is related.

Reporting Requirements for Prompt Reporting of Problems/Adverse Events
ALL adverse events must be reported immediately to the IRB administrator and to the IRB using the Reportable Event Submission Form within 1-5 working days as per the following chart.

	
	Death/Life Threatening
	Other Serious (not life threatening)
	Non-Serious

	Expected1
	Report to IRB within 5 working days of occurrence
	Report to IRB at time of continuing review
	No report required

	Unexpected2
	Report to IRB within 1 working day of occurrence
	Report to IRB within 5 working days of  occurrence
	Report to IRB at time of continuing review


1Expected - event is identified by nature, severity or frequency in the risks section of the consent form
2Unexpected - event is not identified by nature, severity or frequency in the risks section of the consent form
Each report of an adverse event must be signed by the principal investigator or faculty supervisor (not student investigator). The investigator will be expected to provide a summary and assessment of the event. The report will be forwarded immediately to the IRB chair for review and course of action. 

The IRB Chair serves as the primary reviewer for all Reportable Event submissions. The IRB reviews reportable events at a convened IRB meeting using initial full review procedures. The IRB determines whether the problem/event meets the LIU definition of unanticipated problem involving risks to subjects or others. If the unanticipated problem/event involves risks to subjects or others, the IRB follows the established reporting policy. The IRB actions may include, but are not limited to: 
· Acknowledgement/acceptance without further recommendation; 
· A request for further clarification from the investigator; 
· Changes in the protocol (e.g., additional test or visits to detect similar events in a timely fashion); 
· Changes in the consent/assent form(s); 
· A requirement to inform subjects already enrolled or to re-consent (e.g., when the information may relate to the subject’s willingness to continue to take part in the research; 
· A change in frequency of continuation review; 
· Further inquiry into other protocols utilizing the particular drug, device, or procedure in question; 
· Suspension or termination of the study; or 
· Request for quality improvement review or other actions deemed appropriate by the IRB.

If the PI has concerns regarding the IRB decision/ recommendations for changes in the study, he/she may submit concerns to the IRB in writing including a justification for changing the IRB decision. The IRB reviews the request and makes a final determination. The IRB Administrator sends correspondence to the PI on the IRB’s final determination. The Administrator will inform the Institutional Official of all reports of adverse events. The Institutional Official will promptly notify federal sponsors of problems as required under 45 CFR 46.103(b)(5); OHRP will be notified where appropriate.	
Continuing Review

At the time of Continuing Review, the PI submits a written summary of both unanticipated problems and available information regarding adverse events since the last IRB initial or continuing review. For multisite studies, the written summary should describe external events determined to be unanticipated problems involving risks to subjects. The amount of detail provided in such a summary will vary depending on the type of research being conducted; in many cases, such a summary could be a brief statement that there have been no unanticipated problems and that adverse events have occurred at the expected frequency and level of severity as documented in the research protocol, the informed consent document, and the investigator’s brochure (if applicable). The summary must include the PI’s assessment whether the problems/adverse events warrant changes for the protocol, consent process, or risk/benefit ratio (per the instructions provided in the Continuing Review Application).

[bookmark: _Toc84415273]Noncompliance
The ethical conduct of research is a shared responsibility. It requires cooperation, collaboration, and trust among the institution, investigators and their research staff, the participants who enroll in research, IRB members, and research administration. The primary responsibility of the IRB is to ensure protection of the rights and welfare of research subjects. In performing that responsibility, the IRB addresses allegations of noncompliance with IRB requirements and/or federal regulations governing the conduct of human research. Research administration staff, IRB members, or IRB consultants do not participate in alleged noncompliance reviews if they have a conflict of interest.
Definitions 
Noncompliance is defined as conducting research in a manner that disregards or violates federal regulations or institutional policies and procedures applicable to human research. Noncompliance with IRB policies and/or federal requirements may involve a range of issues from relatively minor, administrative, or technical violations to more serious violations which pose risk to subjects and/or violations of their rights and welfare. 
Continuing noncompliance is a persistent failure to adhere to the laws, regulations, or policies governing human research. 
Serious noncompliance is a failure to adhere to the laws, regulations, or policies governing human research that may reasonably be regarded as: (1) Involving substantive harm, or a genuine risk of substantive harm, to the safety, rights, or welfare of human research subjects, research staff, or others; or (2) Substantively compromising the effectiveness of a facility’s human research protection or human research oversight programs.
Submission and Screening of Allegations of Noncompliance 
1. Anyone may submit allegations of noncompliance or continuing noncompliance involving human subjects research to the IRB Administrator verbally or in writing. The IRB Administrator or the IRB may also identify concerns during the review process. The IRB maintains confidentiality regarding the identity of the person submitting the allegation to the extent possible. 
2. The IRB Administrator screens the allegation/concern of noncompliance to determine whether the protocol(s) affected is supported by federal funds. 
3. The IRB Administrator also determines whether the protocol has issues pertinent to other research review committees, i.e., Institutional Biosafety Committee, Office of Sponsored Projects. 

Assessment of Allegations 

The IRB Administrator reviews allegations/concerns to determine whether the facts justify the allegation (i.e., there are supporting documents or statements). If the Administrator deems an allegation/concern unsubstantiated (i.e., finds no supporting documents or statements), he/she consults with the IRB Chair. The IRB Chair may decide no additional action is needed, further inquiry is necessary, or the issue should be presented to a convened IRB. 

If the IRB Administrator determines that an allegation/concern is substantiated but the concerns are minor or administrative issues, the Administrator manages the concern through communications with the PI or the complainant (e.g., timely reward payment). The Administrator then reports the minor issue to the IRB Chair. The IRB Chair may determine that the noncompliance does not meet serious or continuing noncompliance and no additional action is needed, or determine further inquiry is necessary, or determine the issue should be presented to a convened IRB. 

If the Administrator determines the allegation/concern may be substantiated and may involve an unanticipated problem or serious or continuing noncompliance, he/she forwards applicable materials to the IRB Chair with a copy to the Institutional Official as appropriate. At the completion of the assessment, when appropriate, the IRB Administrator (by phone, email, or letter) conveys the IRB Chair’s or designee’s decision to the complainant (if the identity of the person is known) and, if applicable, to the individual against whom the allegation/concern was raised (respondent). Retribution against a complainant by any individual will not be tolerated.

Initiating an Inquiry into More Serious Violations 

If the allegation/concern involves more serious issues than administrative or minor concerns, the convened IRB or the IRB Chair decides whether to initiate an inquiry. The convened IRB or IRB Chair bases the decision on the seriousness and/or the frequency of violations and/or disregard for the federal regulations or the institutional policies and procedures applicable to human subjects research. If the IRB Chair or convened IRB determines that an allegation/concern is substantiated and suggests that subjects are at immediate risk, the IRB Chair, in consultation with the Institutional Official, considers whether to immediately suspend IRB approval. If the convened IRB or the IRB Chair decides to initiate an inquiry to determine the validity of the allegations/concerns, the IRB Administrator will notify the complainant or individual that identified the concern. The IRB Chair notifies the PI and sends written follow-up correspondence.

The IRB may appoint one or more voting member(s) to gather information and conduct interview(s) pertaining to the nature of the allegation/concern, the procedures approved in the IRB protocol, and the procedures followed in conducting the study. The respondent may submit a written rebuttal to the complaint. When appropriate, the IRB member(s) conducting the inquiry prepares, with the assistance of the IRB Administrator, a summary report for the convened IRB. The report may consist of a summary of the allegations/concerns, interview summaries, and copies of pertinent information or correspondence. The report may or may not include recommendations for IRB action. In some cases, the IRB representative simply provides the IRB with a summary of the allegations/issues, the interview summaries, and copies of pertinent information without an accompanying written report from the review team.

Review Procedures for Potential Serious or Continuing Noncompliance

The IRB reviews the material presented by the review team at a convened meeting at which a quorum is present. The convened IRB determines whether to request additional information or whether to interview additional witnesses. The IRB may give the respondent the opportunity to meet with the convened IRB before it takes final action.
Review Outcomes/IRB Actions 
The convened IRB makes the determination whether the allegation/concern is substantiated, and if so, whether the noncompliance is serious or continuing based on the materials compiled during the inquiry. If the noncompliance is serious or continuing and the research federally funded, the IRB, with the assistance of the Office of Sponsored Projects, reports the incident(s) to the applicable agency.

The convened IRB may take a variety of actions, depending on the outcome of the review, including, but not limited to, the following: 
· Approve continuation of research without changes; 
· Request formal educational intervention; 
· Request minor or major changes in the research procedures and /or consent documents; 
· Modify the continuing review schedule; 
· Require monitoring of research; 
· Require monitoring of the consent process; 
· Suspend or terminate IRB approval/disapprove continuation of the study; 
· Require inspections of other active protocols of the investigator; 
· Disqualify the investigator from conducting research involving human subjects at the University; 
· Determine that the investigator may not use the data collected for publication; 
· Require that the investigator contact subjects previously enrolled in the study and provide them with additional information and/or re-consent them; 
· Request that the investigator inform publishers and editors if he/she has submitted or published manuscripts emanating from the research; and/or 
· the IRB Chair or Administrator communicates the IRB decision to the person raising the allegation (if the identity of the person is known) and to the respondent.
The IRB informs the investigator, complainant, department chair, and appropriate institutional officials following individuals of the allegation/issue, the review process, and the findings of the review, if appropriate, depending upon the outcome of the review, the external sponsor, or the requirements of the applicable regulatory agency. Retribution against a complainant by any individual will not be tolerated.
The PI submits concerns in writing to the IRB within thirty days of the date the IRB issues the final decision. The IRB limits concerns to a review of the procedures employed to reach the decision (i.e., claims that the process was faulty in a way that creates a considerable risk that the outcome was incorrect) or grievances against sanctions imposed as a result of a finding of noncompliance. The PI specifies the nature of any claimed procedural error or the perceived unfairness of sanctions issued. The IRB resolves questions or concerns raised by a PI regarding the outcome of a specific IRB noncompliance review through direct communication with the PI.

The affected Departmental Chair and Dean and the Senior Vice President for Academic Affairs will be copied on all correspondence between the committee and the involved party(ies).  In situations where subject safety is involved, and/or the violations are apparent, the Chair of the IRB, in consultation with other IRB members and/or administrators as appropriate, may take immediate action (e.g., suspend the activities in question) prior to review by the full committee.


[bookmark: _Toc84415274]TRAINING OF INVESTIGATORS 
IN THE PROTECTION OF HUMAN SUBJECTS IN RESEARCH ACTIVITIES

All individuals who are involved in human subjects research, who will work directly with subjects or with data or biological specimens derived from subjects or patients, and who has external funding from a federal agency, are required to be trained in the protection of human subjects in research activities.  If all such individuals are not trained, work on on-going projects must be suspended.  Training must be verified by the Office of Sponsored Projects.

The IRB will accept NIH or CITI training until January 1, 2019. After January 1, 2019, CITI training will be required. CITI training consists of the completion of two courses: 1) responsible conduct of research, and 2) human subjects research (social-behavioral-educational OR biomedical).


[bookmark: _Toc84415275]CONFLICT OF INTEREST / FINANCIAL DISCLOSURE

An institution conducting research that is sponsored by a pharmaceutical company is usually paid in accordance with the reasonable costs of conducting the study.  This may include being paid on a ‘per enrolled subject’ basis.  These funds may be used to support research work in the investigator’s laboratory.  This, in and of itself does not constitute a conflict of interest, but the subject has the right to disclosure of this relationship.  A section should be added to the informed consent document as follows:

This project is funded, in part, by a grant or contract from (insert name of pharmaceutical company) to Long Island University, in support of the investigator’s work on this study.

There are provisions in some contracts for ‘enrollment incentives’ (also referred to as ‘competitive enrollment’).  This refers to the situation where the institution will be paid more by the sponsor if a certain quota is met.  This method of compensation raises ethical concerns, and constitutes an area of debate within the field of Human Subjects research.  For example, the December 2001 report of the Association of Medical College’s (AAMC) Task Force on Financial conflicts on interest in Clinical Research states:

“Payments for subject enrollment…should be permitted to the extent such payments:
· Are reasonably related to costs incurred, as specified in the research agreement between the sponsor and the institution
· Reflect the fair market value of services performed, and
· Are commensurate with the efforts of the individuals performing the research.”

Such incentives may also serve to keep the investigator aware of the need for eligible subjects.  It is advantageous for research on the etiology, prevention and treatment of diseases to be conducted as quickly as possible, so that results can be assessed and future research planned.  Protocols involving enrollment incentives will be assessed by the Office of Sponsored Projects and the IRB on a case by case basis.

The IRB retains the right to refuse to allow enrollment incentives for a particular protocol.  Further, enrollment incentives (monetary or otherwise) meant to provide personal benefit to any investigator are prohibited.


[bookmark: _Toc84415276]NIH SINGLE IRB (sIRB) POLICY

The NIH Policy on the Use of a Single Institutional Review Board for Multi-Site Research went into effect January 25, 2018. The policy applies to all competing grant applications (new, renewal, revision, or resubmission) with receipt dates on or after January 25, 2018. Ongoing, non-competing awards will not be expected to comply with this policy until the grantee submits a competing renewal application. 

This policy applies to the domestic sites of NIH-funded multi-site studies where each site will conduct the same protocol involving non-exempt human subjects research, whether supported through grants, cooperative agreements, contracts, or the NIH Intramural Research Program. It does not apply to career development, research training or fellowship awards. This policy applies to domestic awardees and participating domestic sites. Foreign sites participating in NIH-funded, multi-site studies will not be expected to follow this policy. 

Consistent with the Roles and Responsibilities section, applicants/offerors will be expected to include a plan for the use of a sIRB in the applications/proposals they submit to the NIH. The NIH’s acceptance of the submitted plan will be incorporated as a term and condition in the Notice of Award or in the Contract Award. This policy also applies to the NIH Intramural Research Program. Costs associated with the sIRB review may be included as direct costs in the application budget. Work with the Office of Sponsored Projects prior to submitting your proposal to NIH. Links to NIH Guidance Documents:
· NIH Policy on the Use of a Single IRB for Multi-Site Research (NOT-OD-16-094) 
· NIH FAQ on sIRB Costs (FAQ) 
· Guidance on Exceptions to the Single IRB Policy (NOT-OD-18-003) 
· Guidance on Implementation of the NIH Policy on the Use of a Single Institutional Review Board for Multi-Site Research (NOT-OD-18-004) 
· Scenarios to Illustrate the Use of Direct and Indirect Costs for Single IRB Review under the NIH Policy on the Use of a Single IRB for Multi-Site Research (NOT-OD-16-109)


[bookmark: _Toc84415277]APPLICATION FORMS

[bookmark: _GoBack]All application forms must be completed online through IRBManager (https://liu.my.irbmanager.com/). Instructions on how to access IRBManager and complete forms is in the IRBManager Instruction Guide on the IRB website.  Questions regarding IRBManager can be directed to the IRB Administrator.
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