
Onondaga Community College

Human Subjects Research Proposal Review Form- Instructions

Research Proposals

Research involving human subjects or individually identifiable data is governed by College Policy B14: Research Involving Human Subjects/Institutional Review Board http://employees.sunyocc.edu/index.aspx?id=33948 . As described in Policy B14, human subjects research must be reviewed and overseen by the College’s Institutional Review Board (IRB). Research proposals are submitted through the Office of Institutional Planning, Assessment, and Research (IPAR).

The research investigator may not begin the research until the IRB has determined that the proposal is exempt from review or has approved the proposal in writing, with or without required modifications, and obtained the approval of the College President, or his or her designee.

Instructions
Please complete the OCC Human Subjects Research Proposal form and return the completed form to ipar@sunyocc.edu.

Exempt Categories of Research. Categories of research that are exempt from IRB review are those recognized by federal regulations (45 CFR section 46.104). These types of research still require the research investigator to ensure the welfare of human subjects through the use of appropriate methods. Except as described in paragraph (a) of 46.104, exempt categories are as follows:
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.

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) The 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) 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 identifies linked to the subjects, and an IRB conducts a limited IRB review to make the determination required by 46.111(a)(7).
3. (i) Research involving benign behavioral interventions 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:

(A) The 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;

(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) The 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 the 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 the 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.

4. Secondary research for which consent is not required: Secondary research uses of identifiable private information or identifiable biospecimens, if at least one of the following criteria is met: 
(i) The identifiable private information or identifiable biospecimens are publicly available;

(ii) Information, which may include biospecimens, is recorded by the investigator in such a manner that the identity of the 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 subjects;
(iii) The 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) The 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 the research was collected subject to the Paperwork Reduction Act of 1995, 44 U.S.C. 3501 et seq.
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.
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. Food and Drug Administration or approved by the U.S. Environmental Protection Agency or the Food Safety and Inspection Service of the U.S. Department of Agriculture.
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 the determinations required by §46.111(a)(8).

8. Secondary research for which broad consent is required: Research involving the use of identifiable private information or identifiable biospecimens for secondary research use, if the following criteria are met:
(i) Broad consent for the storage, maintenance, and secondary research use of the 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) An 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) The 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.
Expedited Review
Some research activities are eligible for expedited review because these activities involve no more than minimal risk, or the research investigator is seeking a minor change to approved research. Types of research that may receive expedited review in the sole discretion of the IRB are as follows:
(i) Some or all of the research appearing on the list described in paragraph (a) of 45 CFR 46.110 unless the reviewer determines that the study involves more than minimal risk;

(ii) Minor changes in previously approved research during the period for which approval is authorized; or

(iii) Research for which limited IRB review is a condition of exemption under §46.104(d)(2)(iii), (d)(3)(i)(C), and (d)(7) and (8).
ELEMENTS OF INFORMED CONSENT

Research investigators must obtain the signed informed consent of participants. Elements are specified in 45 CFR 46.116. For those less than 18 years of age, the research investigator must obtain the signed informed consent of parents or legal guardians, and all reasonable attempts must be made to obtain each participant's assent or agreement to participate in the study. The informed consent must include the following in sequential order and in language which the participants can understand:

1. Statement of purpose of the study.

2. Short description of methodology and duration of participant’s involvement.

3. Statement of risks/benefits to the participant.

4. Statement of data confidentiality.

5. Statement regarding the right of the participant to withdraw from the study at any time without negative consequences.

6. An offer to answer any questions the participant may have.

7. Contact information of all Research Investigators, and also contact information for Onondaga Community College’s Institutional Review Board (VP for Institutional Planning, Assessment, and Research at 315-498-2500).

8. Line for signature of participants and/or parents or legal guardian, except for questionnaire research in which return of questionnaire gives implied consent.

9. Statement that participant is 18 years of age or older (unless parent or legal guardian has given consent).

In situations where participants will be deceived, items 1 and 2 are omitted and participants are told (on the signed form) that disclosure of the purpose and/or methodology could bias the outcome of the study. In this case, after the study is complete, each participant must be presented with a description of the purpose and methodology as carried out, and this document must be signed by the participants "after the fact" to demonstrate informed consent.

SAMPLE INFORMED CONSENT FORM

Dear (student, parent, sir, madam, etc.):

We are conducting a study to determine 

. In this study, you (your child/ward) will be asked to 
. Your participation should take about 
minutes.

There are no risks to you (your child/ward).

or

The only risks to you (your child/ward) include 
.

All information shared will be strictly confidential, so that no one will be able to identify you (your child/ward) when the results are recorded/reported.

Your (child's/ward's) participation in this study is voluntary, and you may withdraw at any time without negative consequences. If you wish to withdraw at any time during the study, simply

 
.

Please feel free to contact 

(names(s), title(s) of research investigators) at 
phone) if you have any questions about the study. Or, for other questions, contact Onondaga’s Vice President for Institutional Planning, Assessment, and Research at 315-498-2500.

If the participant is 18 years old or older:

I understand the study described above and have been given a copy of the description as outlined above. I am 18 years of age or older and I agree to participate.


Signature of Participant
Date

If the participant is not 18 years old or older:

I understand the study described above and have been given a copy of the description. I agree to allow my child/ward to participate with his/her assent when possible.


Signature of Parent/Guardian
Date

ASSENT format:

I understand what I must do in this study and I want to take part in the study.


Signature of Child/Ward
Date


