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Section III: Determining Research involving Human Subjects at The New School: This section of the Human Research Protection Program (HRPP) Policies and Procedures describes the criteria and considerations in assessing submissions to determine if The New School HRPP is responsible for review and oversight of the project. These criteria have been developed in accordance with Federal regulations, New York State law, and the Office for Human Research Protections (OHRP) Guidance documents and Frequently Asked Questions (FAQs).



1. Considerations for RESEARCH determinations: RESEARCH means a systematic investigation, including research development, testing and evaluation, designed to develop or contribute to generalizable knowledge. Source: 45 CFR 46.102(d) 1.1. Interpretation2 of terms and considerations for application: 1.1.1. Systematic Investigation  An activity that involves a prospective plan that incorporates (1) data collection, either quantitative or qualitative, and (2) data analysis to answer a question.  Systematic investigation: (i) attempts to answer research questions (such as testing a hypothesis); (ii) is methodologically driven, that is, it collects data or information in an organized and consistent way; (iii) the data or information is analyzed in some way, be it quantitative or qualitative data; (iv) conclusions are drawn from the results. 1.1.2. Design  Design refers to the purpose and/or intent of an activity. The systematic investigation is intended to draw conclusions that have some general applicability and uses a commonly accepted scientific/creative method.  The desired outcome is not to be conflated with the designed purpose of the activity; if the purpose (or deliverables) of the study is to produce scholarly knowledge to a field (such as Library Science), then the project may be ‘research’.  The intent is that the activity is undertaken to contribute to generalizable circumstances, not to provide immediate and continuous improvement and feedback in the local setting. 2



In addition to the Federal Regulations and OHRP Policies, several other University HRPP Policies and Procedures were consulted in creating The New School's HRPP Policies and Procedures. Special thanks to the University of Washington (UW), the University of Michigan (UM), and Johns Hopkins University Homewood IRB SOP, for the information provided on their websites.
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1.1.3. Generalizable Knowledge  Information from which one may infer a general conclusion.  Knowledge brought into general use or that can be applied to a wider or different range of circumstances.  Generalizable knowledge is also interpreted to include data intended for general use, regardless of its eventual distribution or acceptance.  Generalizable knowledge applies beyond a specific time and location. 1.1.4. Other Considerations  Publication ≠ research! According to OHRP, the intent to publish is an insufficient criterion for determining whether an activity involves research3 (such as quality improvement/quality assurance (QI/QA) activities). o Research that is never published is still research. o Some activities are published/presented and are intended to be generalizable, but are not systematic investigations (such as case reports). Some activities are systematic, but are not “designed” (intended) to be generalizable to wider circumstances/audience (such as program evaluation, or QA/QI activities). These activities are often published, but would not be classified as meeting the definition of regulated-research.



3



http://answers.hhs.gov/ohrp/questions/7286
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1.2. Flowchart - Defining regulated "research" Is your project designed for the purpose of answering a social, behavioral, scientific, or artistic question? No - not under TNS HRPP purview; ethical/professional standards still apply



YES - then ask: Are you using a systematic design to reach your purpose?



No - not under TNS HRPP purview; ethical/professional standards still apply



YES - then ask: Can outcomes/conclusions generalize beyond your study?



No - not under TNS HRPP purview; ethical/professional standards still apply



YES - then your project is regulated research



Continue to determine if your regulated research involves "human subjects"
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2. Considerations for HUMAN SUBJECT Determinations: HUMAN SUBJECT means a living individual about whom an investigator (whether professional or student) conducting research obtains: (1) Data through intervention or interaction with the individual, OR, (2) identifiable private information. Source: 45 CFR 46.102(f) 2.1. Interpretation4 of terms and considerations for application: 2.1.1. Is a living individual involved?  Research with records or specimens of deceased persons would not constitute a “human subject” and would therefore not require review. 2.1.2. About whom is the research?  Are you asking a person their opinion? Are you asking them to do a task and measuring how they do on that task? Both of these situations are “about” the person since they are specific to that person.  If you are ONLY collecting facts (such as how many chairs are in a room) then the data is not “about” the person providing the information. However, if the question is “How many chairs do you think are in that room?” to measure a person’s observational skills or memory, then that data would be “about” the person being asked.  If you are collecting information about a person, but not directly from the individual, the person “about whom” the data is being collected is considered a third party subject. (See "Other Considerations" below for more information). 2.1.3. Is the data being collected through intervention or interaction?  Intervention includes both physical procedures by which data are gathered and manipulations of the subject or the subject's environment that are performed for research purposes. o Manipulating a person’s social, psychological, or emotional state, or manipulating a person’s social, virtual, or physical environment, are both considered interventions (for example, gluing money to a park bench and recording how many people try to take it). o Data collection may be active or passive.  Interaction includes communication or interpersonal contact between investigator and subject.
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In addition to the Federal Regulations and OHRP Policies, several other University HRPP Policies and Procedures were consulted in creating The New School's HRPP Policies and Procedures. Special thanks to the University of Washington (UW), the University of Michigan (UM), and Johns Hopkins University Homewood IRB SOP, for the information available on their websites.
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o The communication/contact can be in many different forms, such as inperson, web-based, mail, email, phone, etc. 2.1.4. Is the data being collected identifiable private information?  Individually identifiable information. The following categories provide guidance for assessing the extent to which information could be used to identify an individual: o Directly identifying information – the information identifies a specific individual through direct identifiers (e.g., name, social security number, personal health number). o Indirectly identifying information – the information can reasonably be expected to identify an individual through a combination of indirect identifiers (e.g., date of birth, place of residence or unique personal characteristic). o Coded information – direct identifiers are removed from the information and replaced with a code. Depending on access to the code, it may be possible to re-identify specific participants (e.g., the principal investigator retains a list that links the participants’ code names with their actual names so data can be re-linked if necessary). o Anonymized information – the information is irrevocably stripped of direct identifiers, a code is not kept to allow future re-linkage, and risk of re-identification of individuals from remaining indirect identifiers is low or very low. o Anonymous information – the information never had identifiers associated with it (e.g., anonymous surveys) and risk of identification of individuals is low or very low. In accordance with OHRP Guidance,5 coded information and indirectly identifying information are individually "identifiable."
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Private information includes: (i) information about behavior that occurs in a context in which an individual can reasonably expect that no observation or recording is taking place, and (ii) information which has been provided for specific purposes by an individual and which the individual can reasonably expect will not be made public (for example, a medical record).







Examples and considerations: o Is the information collected in/from a “private” or “public” venue? Can a person reasonably expect that no observation or recording is taking place? Would an individual reasonably expect that the information would not be made public?



OHRP: Guidance on Research Involving Coded Private Information or Biological Specimens
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o When considering if information is “private” or “public” a good rule of thumb is if permission is required to obtain information, then the information is private. o A reasonable expectation of privacy would be a whispered conversation in a restaurant even though the setting would be considered ‘public.’ In this case, the people engaged in the whispered conversation have a reasonable expectation of not being recorded, so using a listening device to capture the conversation would be the gathering of private information. o A name may be ‘public’ if obtained from a phone book, however if an investigator were gathering names/emails from private school records (the names of students of a particular teacher), then the student name in that context would be ‘private.’ In other words, the manner in which the identifiable data is being collected matters. o THIRD PARTY SUBJECTS: when a research subject provides individually identifiable and private information about other individuals. For example, subjects in a depression study are asked to provide private identifiable medical history information about the mental health history of their parents. In this case, the parents would be considered “third party subjects” and would need to be addressed as a separate subject population in the protocol. o ‘Respondents’ and ‘Informants’ are terms often used in various academic disciplines, particularly in the social and behavioral sciences. How these individuals will provide information, and what types of information they will provide, determines whether or not these individuals are considered "human subjects" from a regulatory perspective.
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2.2. Flowchart - Defining "Human Subject"



Will the research team interact with a person (via email, phone, in-person) for the research?



YES - will you collect data about the person (such as their opinions)?



NO - gathering factual data from people, [without any opinions/data about the person]



NO - then ask: will the data for the project be about a living person?



NO - data about deceased people is not under TNS HRPP purview; ethical/professional standards still apply



is not under TNS HRPP purview; ethical/professional standards still apply NO - aggregate data, or data without any way to link to identifiers YES - your research involves human subjects. Proceed to institutional engagement determination (contact HRPP if cooperative/collaborative research)



is not under TNS HRPP purview; ethical/professional standards still apply



YES - will the data be identifiable through codes or other links?



YES - is the coded/identifiable data private?



NO - public data, or data without reasonable expectation of privacy, is not under TNS HRPP purview; ethical/professional standards still apply



YES - Is there a regulation or agreement prohibiting the release of the key to decipher the code? see: http://www.hhs.gov/ohrp/policy/cdebiol.html



YES - not under TNS HRPP purview; ethical/professional standards still apply



NO - your research involves human subjects. Proceed to institutional engagement determination (contact HRPP if cooperative/collaborative research)
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3. Considerations for INSTITUTIONAL ENGAGEMENT Determinations: The New School (TNS) is considered engaged in a particular human subjects research project when TNS employees or agents obtain for the purposes of the research project, a) data about the subjects of the research through intervention or interaction with them; or b) identifiable private information about the subjects of the research; or c) the informed consent of human subjects for the research. For the purposes of this Policy, employees or agents refers to individuals who: a) act on behalf of The New School (TNS); or b) exercise institutional authority or responsibility; or c) perform institutionally designated activities. Employees or agents can include staff, students, contractors, and volunteers, among others, regardless of whether the individual is receiving compensation. The New School (TNS) applies the Office for Human Research Protections (OHRP) 2008 Guidance on Engagement of Institutions in Human Subjects Research to determine institutional engagement of all human subjects research, regardless of funding.  OHRP recognizes that many institutions and individuals (e.g., the principal investigator, statistical centers, community physicians, educators, and data repositories) may work together on various aspects of a human subjects research project. However, not all participating institutions and individuals need to be covered by a Federalwide Assurance (FWA) or certify IRB review and approval of the research to the HHS agency conducting or supporting the research.  This OHRP guidance aims to assist institutions in determining whether they must meet those requirements, that is, whether they are engaged in activities covered by the regulations. In applying this guidance, it is important to note that at least one institution must be determined to be engaged in any non-exempt human subjects research project that is conducted or supported by HHS (45 CFR 46.101(a)).  The scenarios in this guidance also illustrate "A. Institutions Engaged in Human Subjects Research" and "B. Institutions Not Engaged in Human Subjects Research." 3.1. Federally-funded projects As described in Section III.A.1. of this OHRP Guidance, Institutions that receive an award through a grant, contract, or cooperative agreement directly from HHS for the non-exempt human subjects research (i.e. awardee institutions), even where all activities involving human subjects are carried out by employees or agents of another institution, are "engaged" in the human subjects research.
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3.2. TNS HRPP Processing Steps: 1. HRPP Staff will refer institutional engagement determinations to the Human Protections Administrator (HPA) on the FWA. 2. The HPA will make institutional engagement determinations based on OHRP Guidance. 3. Determinations will be communicated to the PI, and others as applicable (such as the Faculty Advisor, IRB Chair, the Institutional Official (IO), and/or other officials). 4. If TNS is NOT engaged in the conduct of the human subjects research, then a nonengagement determination will be provided documenting that further review is not required. 5. If TNS is engaged the conduct of the human subjects research project, then determine which level of review is appropriate. 6. When necessary, the HPA will work with the IO regarding changes to the FWA, for federally-conducted/supported cooperative non-exempt research. Please refer to the "Cooperative research (Multi-Site studies)" section of the HRPP Policies and Procedures for more information.
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4. Considerations for 45 CFR 46.118 determinations: The federal regulations 45 CFR 46 recognize that certain types of applications for grants, cooperative agreements, or contracts may be submitted to a sponsoring agency with the knowledge that human subjects will be involved during the period of support, but definite plans for this involvement cannot be described in the application (45 CRF 46.118). This portion of the regulations state that under very limited circumstances, 1) HRPP exemption or IRB approval is not required to allow release of funding, AND 2) No human subjects may be involved in any project supported by these awards until the project has been reviewed and granted HRPP exemption or IRB approval. The awards eligible for this 'delayed-onset' human subjects research (DOHSR) are:  institutional type grants when selection of specific projects is the institution's responsibility;  research training grants in which the activities involving subjects remain to be selected;  projects in which human subjects' involvement will depend upon completion of instruments, prior animal studies, or purification of compounds. These applications need not be reviewed by an IRB before an award may be made. Therefore, the Human Protections Administrator (HPA) on the FWA determines if the criteria as described in 45 CFR 46.118 are applicable for the release of funds.  The 45 CFR 46.118 determination is not to be used to delay submitting a human subjects research application (protocol), nor to satisfy urgent federal agency requirements for HRPP/IRB approval prior to awarding the funds, when human subjects research activities are planned and can be described sufficiently in a protocol. Rather, the purpose of this determination is to allow investigators to have access to funding to begin significant aspects of the research that do not involve human subjects.  In general, it is essential for investigators to submit a protocol as soon as possible after they learn that their proposals might be funded. Failure to do so may result in the award being forfeited due to lack of timely IRB approval, if the award does not qualify for §46.118 status or if the federal agency will not accept the §46.118 status. This situation is most likely to occur at the end of a federal agency’s fiscal year (late summer and early fall).  The §46.118 status cannot be granted solely to release funds that will be used to hire staff who will prepare the protocol.  Duration of §46.118 status: The duration of DOHSR status is one year. Investigators may request renewal of §46.118 status for another year.
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Investigators may NOT make a determination that their funding proposal meets the regulatory requirements that 45 CFR 46.118 is applicable; only the HPA on the FWA may make this determination, and provide the appropriate documentation to investigators and the funding agency.



Sources:   



45 CFR 46.118 2012 NIH Notice NOT-OD-12-130, “Prior NIH Approval of Human Subjects Research in Active Awards Initially Submitted without Definitive Plans for Human Subjects Involvement (Delayed Onset Awards)”. UW Human Subjects Division (HSD) Policies, Procedures & Guidance
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HRPP/IRB Review Requirements Types of HRPP Review Procedures: After establishing that The New School (TNS) is engaged in the conduct of human subjects research (HSR)6, the HRPP must determine the type of review required. This process is summarized as follows: • HSR must in its entirety meet at least one of the federally defined exempt categories: • If yes, then HRPP (not IRB) review is conducted; 1. EXEMPT from • If no, then considered for Expedited review by IRB subcommittee. IRB review



2. EXPEDITED IRB review



• HSR must in its entirety involve no greater than minimal risk AND meet at least one of the federally defined expedited categories: • If yes, then sent to a subcommittee of the IRB for review; • If no, then sent for Convened review by the full IRB at a meeting.



3. CONVENED IRB review



• HSR that in its entirety either does not meet the expedited categories OR involves greater than minimal risk; • a meeting with a majority of the members of the IRB present, including at least one member considered a non-scientist.



The following sections provide detailed information and guidance regarding: Exempt from IRB Review - Requirements Requirements Exempt Categories Conditions of Exempt Human Subjects Research Who has the Authority to Determine that the HSR is Exempt from IRB Review IRB Review - Requirements Expedited IRB Review (by Subcommittee) Convened IRB Review (by Full Board) IRB Approval Periods and Expiration Dates Cooperative Research (Multi-Site Studies) Changes to Active IRB Protocols (Modification Requests) Continuing Review of Active IRB Protocols (Renewals) Closing IRB Studies 6



Please refer to the "Determining Research involving Human Subjects at The New School" section of the HRPP Policies & Procedures for the criteria and considerations for when TNS HRPP overview is required.
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