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Onondaga Community College
Human Subjects Research Proposal Instructions (IRB Proposal)

Human subjects research conducted by OCC faculty, staff, students, external researchers or evaluation partners must be submitted through the OCC Institutional Review Board (IRB) for review, in alignment with College Policy B14: Research Involving Human Subjects/IRB. If you are unsure if your project is categorized as Human Subjects Research, please complete the Human Subjects Research - Identification Questions for additional guidance or email occirb@sunyocc.edu for assistance.

If your project meets the definition of Human Subjects Research, please complete the attached OCC Human Subjects Research Proposal Form (OCC IRB Proposal Form) and submit it to occirb@sunyocc.edu. A research investigator may not begin a project until the IRB has determined that the proposal is exempt or has approved the proposal in writing, with or without required modifications.  Research or data collection that does not meet the definition of Human Subjects Research does not need to be submitted to the OCC IRB. 

Definitions (45 CFR 46.102)
· Human subject means a living individual about whom an investigator (whether professional or student) conducts 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.

· Research means a systematic investigation, including research development, testing, and evaluation, designed to develop or contribute to generalizable knowledge. Activities that meet this definition constitute research for purposes of this policy, whether or not they are conducted or supported under a program that is considered research for other purposes. For example, some demonstration and service programs may include research activities. 
        The following activities are deemed not to be research:
(1) Scholarly and journalistic activities (e.g., oral history, journalism, biography, literary criticism, legal research, and historical scholarship), including the collection and use of information, which focus directly on the specific individuals about whom the information is collected.
(2) Public health surveillance activities, including the collection and testing of information or biospecimens, conducted, supported, requested, ordered, required, or authorized by a public health authority. Such activities are limited to those necessary to allow a public health authority to identify, monitor, assess, or investigate potential public health signals, onsets of disease outbreaks, or conditions of public health importance (including trends, signals, risk factors, patterns in diseases, or increases in injuries from using consumer products).
(3) Collection and analysis of information, biospecimens, or records by or for a criminal justice agency for activities authorized by law or court order solely for criminal justice or criminal investigative purposes.
(4) Authorized operational activities (as determined by each agency) in support of intelligence, homeland security, defense, or other national security missions.

· Intervention includes both physical procedures by which information or biospecimens are gathered and manipulations of the subject or 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.
· Identifiable private information is private information for which the identity of the subject is or may readily be ascertained by the investigator or associated with the information.
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	Submitting for Exempt Review

	Yes/No

	Exempt Category/Categories (1 – 8) (see next page)



	Submitting minor changes to previously approved research.

	Yes/No
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RESPONSIBILITIES OF THE RESEARCH INVESTIGATOR:
· Any additions or changes in procedures in the protocol must be submitted to the IRB for prior written approval.
· Any problems encountered in the use of human subjects once the project has begun must be communicated promptly to IPAR and the IRB Chair.
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	Co-investigator Signature (if appropriate)

	Date


	Chair/Immediate Supervisor 

	Date
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EXEMPT RESEARCH CATEGORIES
Below are eight exemption categories recognized by federal regulations (45 CFR 46.104). A determination that research is exempt does not imply that investigators have no ethical responsibilities to subjects.  These categories of research still require the research investigator to ensure the welfare of human subjects using appropriate methods. If you believe your research is eligible for one of the exception categories below, please check the box to indicate which category and provide a brief explanation. 

	Check (if appl)
	Exempt Category/Description

	
	1. Research conducted in established or commonly accepted educational settings, that specifically involve 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.

	
	Rationale (if selected)


	
	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 1 of the following criteria is met: 
(i) Information obtained is recorded by the investigator in such a manner that the identity of the human subjects cannot readily be ascertained, directly or through identifiers linked to the subjects;
(ii) Any disclosure of the human subjects’ responses outside the research would not reasonably place the subjects at risk of criminal or civil liability or be damaging to the subjects’ financial standing, employability, educational advancement, or reputation; or 
(iii) 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 identifies linked to the subjects, and an IRB conducts a limited IRB review to make the determination required by 46.111(a)(7).

	
	Rationale (if selected)


	
	3. (i) Research involving benign behavioral interventions in conjunction with 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:
(A) Information obtained is recorded by investigator in such a manner that the identity of the human subjects cannot readily be ascertained, directly or through identifiers linked to the subjects;
(B) Any disclosure of the human subjects' responses outside the research would not reasonably place the subjects at risk of criminal or civil liability or be damaging to the subjects' financial standing, employability, educational advancement, or reputation; or
(C) Information obtained is recorded by the investigator in such a manner that the identity of the human subjects can readily be ascertained, directly or through identifiers linked to the subjects, and an IRB conducts a limited IRB review to make the determination required by §46.111(a)(7).
(ii)   For purpose of this provision, benign behavioral interventions are brief in duration, harmless, painless, not physically invasive, not likely to have a significant adverse lasting impact on the subjects, and the investigator has no reason to think the subjects will find the interventions offensive or embarrassing. Provided all such criteria are met, examples of such benign behavioral interventions would include having the subjects play an online game, having them solve puzzles under various noise conditions, or having them decide how to allocate a nominal amount of received cash between themselves and someone else.
(iii) If research involves deceiving the subjects regarding the nature or purposes of the research, this exemption is not applicable unless the subject authorizes the deception through a prospective agreement to participate in research in circumstances in which the subject is informed that he or she will be unaware of or misled regarding the nature or purposes of the research.

	
	Rationale (if selected)


	
	4. Secondary research for which consent is not required: Secondary research which uses identifiable private information or identifiable biospecimens, if at least one of the following criteria is met: 
(i) Identifiable private information or identifiable biospecimens are publicly available;
(ii) Information, which may include biospecimens, is recorded by investigator in such a manner that the identity of human subjects cannot be readily ascertained directly or through identifiers linked to subjects, the investigator does not contact the subjects, and the investigator will not re-identify subjects;
(iii) Research involves only information collection and analysis involving the investigator's use of identifiable health information when that use is regulated under 45 CFR parts 160 and 164, subparts A and E, for the purposes of “health care operations” or “research” as those terms are defined at 45 CFR 164.501 or for “public health activities and purposes” as described under 45 CFR 164.512(b); or
(iv) Research is conducted by, or on behalf of, a Federal department or agency using government-generated or government-collected information obtained for non-research activities, if the research generates identifiable private information that is or will be maintained on information technology that is subject to and in compliance with section 208(b) of the E-Government Act of 2002, 44 U.S.C. 3501 note, if all of the identifiable private information collected, used, or generated as part of the activity will be maintained in systems of records subject to the Privacy Act of 1974, 5 U.S.C. 552a, and, if applicable, the information used in research was collected subject to the Paperwork Reduction Act of 1995, 44 U.S.C. 3501 et seq.

	
	Rationale (if selected)


	
	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 alternatives to those programs or procedures, or possible changes in methods or levels of payment for 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.

	
	Rationale (if selected)


	
	6. Taste and food quality evaluation and consumer acceptance studies: (i) If wholesome foods without additives are consumed, or (ii) If a food is consumed that contains a food ingredient or 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 U.S. FDA or approved by the U.S. EPA or the FSIS of the USDA.

	
	Rationale (if selected)


	
	7. Storage or maintenance for secondary research for which broad consent is required: Storage or maintenance of identifiable private information or identifiable biospecimens for potential secondary research use if an IRB conducts a limited IRB review and makes determinations required by §46.111(a)(8).

	
	Rationale (if selected)


	
	8. Secondary research for which broad consent is required: Research involving use of identifiable private information or identifiable biospecimens for secondary research use, if following criteria are met:
(i) Broad consent for storage, maintenance, and secondary research use of identifiable private information or identifiable biospecimens was obtained in accordance with §46.116(a)(1) through (4), (a)(6), and (d);
(ii) Documentation of informed consent or waiver of documentation of consent was obtained in accordance with §46.117; (iii) IRB conducts a limited IRB review and makes the determination required by §46.111(a)(7) and makes the determination that the research to be conducted is within the scope of the broad consent referenced in paragraph (d)(8)(i) of this section; and (iv) Investigator does not include returning individual research results to subjects as part of the study plan. This provision does not prevent an investigator from abiding by any legal requirements to return individual research results.

	
	Rationale (if selected): 



Research Proposal Questions

1. Project Summary 

A. What is the central research question or hypothesis that this study aims to explore or answer? 

B. How will human participants be involved in the project? Does the study involve intervention (e.g., manipulation of the environment) or interaction (e.g., interviews) with participants? If yes, describe briefly (e.g., survey participants, focus group members, classroom observers). 

2. Purpose, Outcomes, and Dissemination 

A. What is the primary goal of this study? Why is it being conducted? 

B. What are the anticipated benefits of the research (to participants, communities, academic fields, etc.)? 

C. Who is the intended audience for the research findings? 

D. How will the findings be shared (e.g., published, presented at a conference, internal report, used in curriculum development)? 

3. Participants and Recruitment 

A. Describe the targeted participants for your study. Please include the following in your response: 

i. Age range of participants. 
ii. Population group(s), such as community college students, faculty, or members of the public. 
iii. Are participants from vulnerable groups (minors, prisoners, pregnant women, etc.)? If yes, justify inclusion and describe protections. 
iv. Inclusion and exclusion criteria that determine who can or cannot participate. 

B. How many participants do you plan to engage in the study? 

C. How will participants be recruited and/or selected? (e.g., flyers, classroom announcements, email invitations, course enrollment lists, sampling) 

D. How much time is required of participants? How long will each participant be involved in the study? 

E. If you or a co-investigator has an existing relationship with the participants (such as instructor-student), describe the relationship and any steps you will take to minimize undue influence or coercion. 

4. Data Collection, Identifiability, and Privacy 

A. How will data be collected (e.g., survey responses, test scores, interview transcripts)? (provide copies)

B. What procedures will be used for data collection? 

C. Who will be responsible for collecting and managing the data? 

D. Will the data be collected anonymously (no identifying information collected at all)?

i. If not anonymous, what identifiable information will be collected (e.g., names, email addresses, student ID numbers)? 
ii. If identifiers are collected, explain how data will be kept confidential, such as de-identified after collection. 

E. Describe how data will be stored (e.g., encrypted drive, locked cabinet) and who will have access. How long will data be stored, and when and how will it be destroyed? 

5. Potential Risks and Mitigation 

A. Identify any potential risks to participants. These may include, but are not limited to: 
i. Physical risks 
ii. Psychological or emotional distress 
iii. Social risks (e.g., breach of confidentiality, sensitive questions) 
iv. Economic risks (e.g., could participation affect employment or financial status?) 
v. Legal or academic consequences 

B. Are these risks minimal (the probability and magnitude of harm or discomfort anticipated in the research are not greater in and of themselves than those ordinarily encountered in daily life or during the performance of routine physical or psychological examinations or tests.) - Yes/No

C. For each risk you identified, describe what steps you will take to minimize or manage it. 

D. If your study includes deception or withholding of information, explain the rationale and describe your debriefing procedures. Please provide your script for post-study debriefing of participants. 

6. Informed Consent and Participant Rights 

A. How will you obtain informed consent from participants? (Attach a copy of your consent form or script.) 

B. What information will be provided to participants before they agree to take part? Include risks, benefits, voluntary nature of participation, withdrawal rights, and contact information for questions or concerns. 

C. Will participants receive any compensation or incentives for participation? (e.g., monetary payment, course credit, gift cards) If yes, describe the amount, form, and when it will be given. Will compensation be prorated if participants withdraw early? 

D. If minors or vulnerable populations are involved, describe how you will obtain parental/guardian consent or assent from minors or vulnerable populations. 

7. Outside Organizations

A. If the subjects will be drawn from an institution or organization (i.e. hospital, social service agency, prison, school) which has the responsibility for them, you must also include documentation of permission from that institution before action can be taken.

B. If this project is also being reviewed by any other human subjects research review group (e.g., cooperating college or university), the status of that review must be noted with copies of appropriate documentation.
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