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MMC Institutional Review Board (IRB)

Frequently Asked Questions


1.		What does the IRB do?
The major roles of the IRB in the oversight of research are: 
A. To determine whether a proposed project constitutes research with human participants (or subjects) as per Federal guidelines;
B. To review and approve or disapprove proposed research; 
C. To ensure that a proposed informed consent process meets the requirements of 45 C.F.R. 46.116 or subsequent revisions;A legally-effective, voluntary agreement that is given by a prospective research participant following comprehension and consideration of all relevant information pertinent to the decision to participate in a study. 
D. To provide continuing oversight for progress reports and protocols for ongoing research.
2.   	How do I know if my data collection constitutes research with human participants?

Research with human participants is any activity intended to obtain and record information from or about human beings for research purposes.  Examples of research with human participants include: surveys, observations of public or private behavior, experiments involving human responses, interviews, and the collection of existing data from medical or school records.

Federal regulations define research as a “systematic investigation … designed to develop or contribute to generalizable knowledge [emphasis added].”[footnoteRef:1] [1:  See Public Welfare, Protection of Human Subjects, 45 C.F.R. § 46 (2009).  ] 


If your data collection will answer a question, or test a hypothesis, or assess a theory, then you may be doing research.  If you are collecting that data (per federal guidelines) “through intervention or interaction with an individual” person or group of people, and/or will collect “identifiable private information” from that person or people by administering surveys, doing interviews, or accessing records that include personal information, then that research likely involves human participants per federal guidelines.

If, in addition, you will be developing policy beyond the institution, or drawing broad conclusions, or disseminating your findings (by publishing them or presenting them), then you are considered to be doing research per federal guidelines.

So, if you are engaged in systematic investigation that involves collecting data from people and you plan to disseminate your findings, you are doing human participants research as defined by federal guidelines.

If you are at all uncertain, please review the federal guidelines and the material on the IRB page on the MMC website.  You may also contact either of the Co-Chair(s) of the IRB (Jeff Morrison or Linda Solomon) with any questions.

3.		What is the history of the IRB at MMC?

In spring 2007, MMC formed a Human Subjects Review Committee.  In 2013, the Committee renamed itself as the CRRHP (Committee for the Review of Research with Human Participants).  In January 2014, the Academic Affairs Office applied for a Federalwide Assurance (FWA – see item 17 below) and registered MMC’s IRB with the federal government.  In August 2017, the A.A. Office updated and renewed these approvals.

If you are conducting or supervising research with human participants, and if you are employed by Marymount Manhattan College or you wish to do research on the premises of Marymount Manhattan College, then your study must be reviewed by the IRB.  Applications and further information are available on the IRB page on the MMC website.  

The primary aim of this review process is to protect the basic rights of research participants, namely their right to be protected from harm and to be protected from invasion of privacy.

4.		As the person with the idea for this research, what is my role in all of this?
As the person who is originating the research, you are considered by the federal government to be the Primary Investigator (PI).
Although the IRB and investigators have different roles in research, they have a shared responsibility to ensure that research participant protections are appropriate.
As an investigator, you will work most effectively with the IRB if you understand the information that the IRB needs in order to review and approve your proposed research study.  Further information and applications for review are available on the IRB page on the MMC website.


5.		Do I need IRB approval to conduct research with human participants at Marymount Manhattan College (MMC)?

MMC has an IRB to facilitate research with human participants (or subjects) that meets ethical guidelines.  If your work or your students’ work does not meet the federal guidelines for research with human participants (or subjects), then you may not need to apply to the IRB at all.  (See item 2 above.)   In addition, when you apply to the IRB, the committee may determine that your research is exempt from review or eligible for expedited review.   In general, if you feel that there is any future possibility that you will disseminate your findings, you should apply for approval before beginning each investigation.   If the IRB withholds approval, you will have the opportunity to engage with the IRB to determine the changes that are needed.

6.		What are the basic ethical principles for research with human participants?

Respect for persons: Respect for persons incorporates at least two ethical convictions: first, that individuals should be treated as autonomous agents; and second, that persons with diminished autonomy are entitled to protection. The principle of respect for persons further divides into two separate moral requirements: the requirement to acknowledge autonomy and the requirement to protect those with diminished autonomy. An autonomous person is an individual capable of deliberation about personal goals and of acting under the direction of such deliberation – someone who can exercise self-determination.

To respond to these requirements, ethical researchers give participants freedom to choose whether to participate in the research and information on which to base that decision.  Ethical researchers use processes such as informed consent and debriefing when relevant.  In the interests of equity, they avoid coercion and minimize deception.

Additionally, people with diminished autonomy are seen as requiring special protection. The capacity for self-determination can be compromised wholly or in part because of illness, mental disability, or circumstances that severely restrict liberty. A researcher concerned about ethical issues protects these people by taking extra care with research that involves such populations (children, ill or elderly, mentally disabled, incarcerated persons, etc.) or by forgoing such research.

Beneficence: Ethical researchers assess costs and benefits before conducting a study.  They maximize benefits and minimize risks to the participants, taking account of the potential for negative psychological impact and the invasion of privacy, and they seek to protect vulnerable populations (e.g., minors, persons with certain disabilities).  

The obligations of beneficence affect both individual investigators and society at large, because they extend both to particular research projects and to the entire enterprise of research. In the case of particular projects, investigators and members of their institutions are obliged to give forethought to the maximization of benefits and the reduction of risk that might occur from the research investigation (this is one of the most important functions of the MMC IRB). In the case of scientific research in general, members of the larger society are obliged to recognize the longer term benefits and risks that may result from the acquisition of knowledge and from the development of novel medical, psychotherapeutic, and social procedures.

In other words, the learning that results from new research that will in fact benefit humans and human society may require exposing persons to risk. The problem of human subject research is to decide when it is justifiable to seek certain benefits despite the risks involved, and when the benefits should be foregone because of the risks.

Justice: Who ought to receive the benefits of research and bear its burdens? This is a question of justice, in the sense of "fairness in distribution" or "what is deserved." Human participants research (usually) involves a burden on someone – the subject of the research – and (hopefully) a benefit to many:  the results of the research. The principle of justice dictates that the burden be equably distributed and the benefits be equably disseminated. 

For example, the selection of research participants needs to be scrutinized in order to determine whether some classes (e.g., welfare clients, particular racial and ethnic minorities, or persons confined to institutions) are being systematically selected simply because of their easy availability rather than for reasons directly related to the problem being studied (the second criterion is in line with the principle of justice; the first is not). Finally, whenever research supported by public funds leads to the development of therapeutic devices and procedures, justice demands both that these not provide advantages only to those who can afford them and that such research should not unduly involve persons from groups unlikely to be among the beneficiaries of subsequent applications of the research.

7.		Do these ethical constraints mean that I always have to obtain a signature of informed consent or that the informed consent document must reveal everything about my study to my participants?

No.  Each methodology is assessed in terms of its risks and benefits. If a procedure involves little risk of harm, responses are anonymous, and participants have volunteered to participate, then a signature may not be required; after hearing or reading a description of the study, participants may give consent by their participation.  Further, while an informed consent document should describe risks and benefits, procedures for anonymity and confidentiality, options for withdrawing or not continuing, and persons to contact in case of questions, it need not describe every detail of the study.  In some cases, revealing such details would make it difficult to test the researcher’s hypothesis.  On the other hand, use of deception (e.g., describing a false purpose for the study or staging a false event during the study etc.) needs to be carefully assessed and should prompt an examination of the need for the deception, alternate ways to conduct the research, and types of debriefing needed at the end of each research session.   

8.		Who made up these basic principles and where can I see some samples?
Each profession may have a set of ethical guidelines (e.g., see the American Sociological Association’s Code of Ethics); and many universities and colleges publish them on their websites (e.g., see the City University of New York’s Human Research Protections Program Policies and Procedures).  
In general, these institutional guidelines are based on, and consistent with, the federal government guidelines (themselves based on the Belmont Report of 1979).
In 1991, 14 other Federal departments and agencies joined Health and Human Services (HHS) in adopting the Common Rule - a uniform set of rules for the protection of human research participants, identical to subpart A of 45 C.F.R. part 46 of the HHS regulations.  Revised guidelines may be published in January, 2019.  For further information, visit the Office for Human Research Protections (OHRP).

9.		I am doing a project in the arts or humanities. Do I need to apply for IRB approval?
That depends. Generally speaking, research in the humanities and research/creative activity in the arts does not involve research with human participants as defined by federal guidelines. Making a film (including documentary films); developing and presenting a performance; making visual art; doing creative writing; or writing, presenting or publishing a theoretical paper that does not incorporate experiments done on people, does not qualify as human participants research.
Research activities in the arts and humanities that are most likely to be considered human participants research involve interviews with experts and public figures. Interviews with such people about their area of public competence do not constitute human participants’ research. However, if the research is about the subject herself, rather than her area of expertise, then it likely constitutes human participants research.
For example, asking a Roman Catholic priest about church liturgy is not research with human participants; the priest is functioning as an expert consultant, not a subject. On the other hand, research that involves asking priests about the difficulties they encountered in their commitment to celibacy is research with human participants, since the priests themselves are the “subjects” of the research.

Basically, if it seems that the activity may constitute research with human participants and in particular, if the risk of exposure or embarrassment is greater than the risk research participants would reasonably experience on a daily basis, then you should consult with the IRB to create procedures to protect those participants. Moreover, it is always useful to address the principle of respect for persons through written or oral informed consent, whatever the risk or the research may be.

10.		What if I am conducting oral history interviews or doing an ethnography?  Do I still need approval by the IRB?

If you interview people in a community, you may be doing an oral history project or conducting ethnographic research. An oral history project is typically exempt from IRB review, while ethnographic research is not.

An oral history project is typically exempt from review because the goal is to explain a particular past from a specific point of view, not to discover general principles. In other words, oral history cannot be used to justify policies or procedures that will affect large numbers of people in the future.  Therefore, oral history is not technically “research” as defined by the U. S. Office for Human Research Protection (OHRP).  However, the IRB strongly recommends that people collecting oral histories obtain written or verbal consent from their interview participants.

Ethnographic research is not exempt from review.  The purpose of ethnography is to describe the social context, relationships and processes of a group of people.  This type of activity is defined as “research” by the OHRP. In addition, ethnographic research may involve significant risks to research participants such as discrimination, disruption of personal and family relationships, and/or loss of rights or claims.  Ethnographic researchers should obtain approval from the IRB before engaging in ethnography.

11.		I plan to do an ethnography.  What do I need to know about informed consent?

Standard protocols for research with human participants require a signed waiver including the three key conditions of informed consent (communication of information, comprehension of information, and voluntary participation). However, in certain ethnographic research situations oral consent may be used instead.

The code of federal regulations for the protection of human subjects approved by the OHRP allows for the use of oral informed consent, instead of written consent, in two circumstances: 1) when the research subject prefers to give oral consent due to fears of a breach of confidentiality resulting from a written document linking the subject to the research; and 2) when the research involves minimal risk to the subject and written consent would be culturally inappropriate.

Using oral consent does not absolve the researcher from clearly informing participants about the purpose and procedures of the study, its potential risks and benefits, and plans for the use and protection of ethnographic materials. In cases where a signed waiver is not going to be used, the research plan must clearly state how the researcher will present this information orally.

12.		How do I apply to the IRB for approval?

The IRB has created application forms.  Complete the appropriate portion of the relevant application.  Submit the completed application by email to the IRB Chair(s).

13.  	Does an approval have a termination date?

The IRB provides the dates for the approval period. If you change research procedures or wish to continue your research past the initial approval period, you must notify the IRB, and you may have to re-apply for approval.

14.		What do I do if the IRB does not grant approval to my application?

You may re-apply after making revisions in your methodology.  The IRB will be as specific as possible in explaining the issues it would like you to address. In rare circumstances, especially involving proposals to conduct research with participants who are deemed to be from a vulnerable group, the IRB may be unable to offer approval.

15.		Do researchers outside the Marymount Manhattan College community go through a different procedure to apply to conduct research with human participants at Marymount Manhattan?

Yes and no.  The application process is the same for all.  However, outside investigators will be asked to identify a liaison within MMC, to indicate that their research has been approved by the appropriate outside Institutional Review Board (IRB) (if any), and may need to provide a waiver of liability to the College.  If the outside investigator is recruiting MMC students to participate in research off campus, the PI should contact the chair(s) of the MMC IRB to determine the appropriate procedure to obtain approval.

16. 	Do MMC students go through a different procedure?

In general, student research with human participants is supervised by faculty members who are responsible for assessing the ethical nature of students’ research.  Students must obtain faculty permission before beginning data collection.  Both faculty and students must complete appropriate training in research ethics.  The National Institutes of Health provides free online training to researchers as a public service.  The entire course takes approximately 3 hours to complete. Upon successful completion, researchers may print a certificate of completion.

As with faculty and staff research, some student research may be exempt from IRB review; other research may not. Further information is available in the ‘Guidelines for faculty supervising student research.’ 
  
If students anticipate that they may want to publish or present their findings, they must submit an application to the IRB for approval prior to conducting their research.  The IRB has created a specific application for student research and will respond to such applications as quickly as possible.  The signature of the faculty sponsor is required on all such applications.  

17. 	I am applying for a federal grant to fund my research.  What ethical research issues do I need to be aware of?

Most, if not all, federal money earmarked for research with human participants requires that such research be vetted and approved by an IRB.  IRBs are registered with the federal government and have satisfied the Office for Human Research Protections that the institution housing the IRB has a commitment to ethical research practices by obtaining a Federalwide Assurance (FWA).  MMC completed these procedures in January, 2014, and renewed the approvals in August 2017.
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