XXXX –Human Research Protections
(relative to YCCD Board Policy 5040)
Policy
Yosemite Community College District (YCCD) is guided by the ethical principles and requirements of the U.S. Department of Health and Human Services’ (HHS) Code of Federal Regulations (45 CFR 46).
The Chancellor shall establish procedures to safeguard the rights and welfare of human participants involved in research and other activities related to research projects conducted at YCCD by allowing each college to establish its own committee whose purpose is to review and approve or disapprove any research project involving human participants in which its college students and/or employees are the participants of study in research. 
The purpose of the college’s committee is to determine (1) that the rights and welfare of the participants involved are adequately protected and (2) that informed consent is obtained by methods that are appropriate and adequate.  
ALL research involving human participants conducted at a college in the Yosemite Community College District must be reviewed and approved prior to the gathering of data.
Modesto Junior College Human Research Protections Committee
Procedure
1. General Guidelines  
“Research” is defined as “a systematic investigation, including research development, testing, and evaluation, designed to develop or contribute to generalizable knowledge” (U.S. Department of Health and Human Services 45CFR46.102(d)). For the MJC college community, this definition of “research” means the use of human participants – MJC students and/or staff – resulting in report documents that have the purpose of adding to the body of knowledge in national/international research areas, such as university graduate degree work or federal- or state-funded grants.
Projects that have cleared human research protections review by the MJC Human Research Protections Committee (HRPC) may be subject to further appropriate review and approval or disapproval by the MJC President’s Cabinet. However, the President’s Cabinet may not permit initiation of research that has not been approved by the MJC HRPC or the MJC Research and Planning Office (45 CFR 46.112). 
In addition to the MJC Director of Research and Planning as a permanent member of the HRPC, the membership is comprised of representatives from MJC staff (1), faculty (at least 1), students (1 with research background and recommended by the HRPC), and community members (1 with research background and interest and recommended by the HRPC) who agree to serve a two-year repeatable term. The position of committee chair will rotate among the district employees on the HRPC, starting with the MJC Director of Research and Planning. The HRPC will meet at least monthly during the academic year, as determined by the MJC Research and Planning Office. 
Each appointed member will receive a copy of, and training with, the MJC Human Research Protections Materials Manual, which will also be available electronically on the MJC Research and Planning web page. 
The MJC Director of Research and Planning will annually brief the Vice President of Instruction on the MJC Human Research Protections Materials Manual. The Vice President of Instruction shall determine the means for ensuring that all full-time and adjunct faculty receive orientation in human participants research, review structure and procedures and that they acknowledge in writing having received orientation and read the MJC Human Research Protections Materials Manual.
2. Review Procedures
Human Research Protections review is a three-step process, which reflects the different levels of risk associated with proposed research projects and are outlined below.
Step One:  Request 

The principal investigator will submit a completed “Research Request Form,” including a complete project proposal and appropriate supporting materials (including his or her university IRB’s approval form, if applicable), to the MJC Research and Planning Office.
Step Two:  Review

The MJC Research and Planning Office (RPO) will determine the risk level (minimal or moderate/ substantial):
 
· Minimal Risk: 
· Projects determined by the MJC RPO to be exempt from further review (see section 5) or those which pose minimal risk to human participants, have pre-approved research design, an adequate informed consent process, and address voluntary participation and confidentiality, will be approved. Upon approval, the project proposal will be forwarded to Modesto Junior College’s President’s Cabinet, as an information item on its regular agenda.  
· Projects determined by the MJC RPO to pose minimal risk to human participants but are also determined to have insufficiencies or minor concerns, will be returned to the principal investigator for revision.  The principal investigator can revise the proposal resulting in MJC RPO approval or choose not to revise, in which case the project proposal will be noted as having moderate/substantial risk and require a full HRPC review.
· Moderate or Substantial Risk: 
· Projects determined by the MJC RPO to pose a moderate or substantial risk to human participants require a full HRPC review. All results of research requests requiring a full HRPC review will be forwarded to Modesto Junior College’s President’s Cabinet for additional review and approval or disapproval.  
Step Three:  Results of Review

1. The MJC Director of Research and Planning will inform the principal investigator in writing of the result of the review process. 
· If the research project is approved, the principal investigator will be advised as to whom to submit a copy of the research project report when completed. 
· If the research project is disapproved, the principal investigator may
i. make changes to the proposal based on the recommendations of the HRPC and resubmit for a second review or
ii. seek an appeal (see section 3).
3. Appeals
Principal investigators who have been denied approval by the HRPC may appeal the decision to the MJC President’s Cabinet by submitting a completed “Appeal of Decision Request Form” to the chair of the HRPC who, in turn, will submit the appeal to the Chancellor’s Cabinet. The decision of the Chancellor’s Cabinet, which shall be final, will be conveyed in writing to the principal investigator by the chair of the HRPC.
4. Time Needed for Review
It is the responsibility of the principal investigator to initially determine potential risk level. Given that determination, it is advisable that proposals involving minimal risk be submitted at least one month prior to the anticipated project start date. For projects involving moderate or substantial risk, proposals should be submitted at least three months prior to the anticipated project start date. 
5. Exemptions
The MJC Research and Planning Office determines exempt status of “research,” as proposed by non-YCCD employees. (See definition above in section 1.) All MJC faculty and staff who have acknowledged in writing the completion of orientation and the reading of the MJC Human Research Protections Materials Manual assume responsibility for “classroom research” of their students or of themselves and does not need to be submitted to the Research and Planning Office, as described below (45CFR46):
1.  Research conducted in established or commonly accepted educational settings, involving normal educational practices, such as (i) research on regular and special education instructional strategies, or (ii) research on the effectiveness of or the comparison among instructional techniques, curricula, or classroom management methods. 
2.  Research involving the use of educational tests (cognitive, diagnostic, aptitude, achievement), survey procedures, interview procedures or observation of public behavior, unless: (i) information obtained is recorded in such a manner that human participants can be identified, directly or through identifiers linked to the participants, and (ii) any disclosure of the human participant’s responses outside the research could reasonably place the participants at risk of criminal or civil liability or be damaging to the participants’ financial standing, employability, or reputation. 
3.  Research involving the use of educational tests (cognitive, diagnostic, aptitude, achievement), survey procedures, interview procedures, or observation of public behavior that is not exempt under paragraph 2 (above) of this section, if: (i) the human participants are elected or appointed public officials or candidates for public office, or (ii) Federal Statute(s) require(s) without exception that the confidentiality of the personally identifiable information will be maintained throughout the research and thereafter. 
4.  Research involving the collection or study of existing data, documents, records, if these sources are publicly available or if the information is recorded by the principal investigator in such a manner that participants cannot be identified, directly or through identifiers linked to the participants. 
6. Procedures for Continuing Review of Research Projects
The HRPC is responsible for continuing review of human research projects to ensure that the rights and welfare of human participants continue to be protected. When a study is approved, time parameters are established, and the study is reviewed relative to those parameters. Continuing studies with no substantive changes must be resubmitted for a full renewal review and approval after three years (in the 4th and 7th years). 
A continuing review involves the following process:  
(1) the chair of the HRPC will send the principal investigator the “Continuing Review Form” 4-6 weeks before the review date, and 
(2) the principal investigator will complete, sign and return the form to the chair of the HRPC, ensuring the HRPC that the research is being conducted in accordance with the approved protocol and that no changes are intended. 
In addition to the continuing review, principal investigators are obligated to keep the HRPC informed of unexpected findings involving risks and to report any occurrence of serious harm to participants. Problems of these types must be reported without delay to the chair of the HRPC. 
Failure to comply with continuing review requirements, or to report without delay problems involving risks to human participants not foreseen in the approved protocol, will be cause for suspension or termination of the project. This suspension or termination notice will be reported to the principal investigator, institutional officials, and external funding sources. 
7. Research Protocol or Consent Form Changes 
Any proposed change, amendment, or addendum to a protocol or consent form must be reviewed and approved by the chair of the HRPC prior to implementation except when revision is necessary to eliminate an acute hazard to the participant. 
When changes are anticipated, the principal investigator will present a letter to the chair of the HRPC describing the change, amendment, or addendum including the following:  
1) a description of current procedures/study design; 
2) proposed changes in procedures/study design; 
3) any change in risk and/or benefit to participants; and
4) any/all revisions necessary to the consent form and/or advertising for participants.
The chair of the HRPC is responsible for determining whether or not a proposed change, amendment, or addendum will increase participant risk and has the authority to approve proposed changes that do not involve increased risk. Changes, which substantially increase risk, are participant to further review by the HRPC and the MJC President’s Cabinet.
8. Advertising for Participants
Any advertising for prospective volunteer participants must receive prior approval by the HRPC. Coercive statements must be avoided and any potential risks must be cited. Remuneration may be mentioned but no dollar amount cited on any advertising. Availability of remuneration must be commensurate with the time and inconvenience involved and must not be in amount(s), which could be construed as economically coercive. 
9. Research using minors as participants 
Research using minors as participants at Modesto Junior College is prohibited. 
10. Financial Disclosures 
The project application must include the source and the amount (either total or per-capita) of funding if appropriate. The HRPC reserves the right to request a more detailed budget breakdown as necessary.
11. Informed Consent  
Informed consent is more than a document signed by the participant. It is an ongoing exchange of information between the principal investigator and the participant. Regulations for the protection of human participants (45 CFR 46) in research require that the principal investigator obtain the legally effective informed consent of the participant or the participant’s legally authorized representative, unless (1) the research is exempt under section 5 above; or (2) the HRPC finds and documents that informed consent can be waived (45 CFR 46.116(c) or (d)); When informed consent is required, it must be sought prospectively, and documented to the extent required under HHS regulations at 45 CFR 46.117. 
For most research, informed consent is a written document that provides key information regarding the research. The consent form is intended, in part, to provide information for the potential participant’s current and future reference and to document the interaction between the participant and the principal investigator. However, even if a signed consent form is required, it alone does not constitute an adequate consent process. 
The informed consent process involves three key features: (1) disclosing to potential research participants information needed to make an informed decision; (2) facilitating the understanding of what has been disclosed; and (3) promoting the voluntariness of the decision about whether or not to participate in the research. 
The regulations (45 CFR 46.116(a)) require that the following information must be conveyed to each participant:
 
1. a statement that the study involves research, an explanation of the purposes of the research and the expected duration of the participant’s participation, a description of the procedures to be followed, and identification of any procedures which are experimental; 
2. a description of any reasonably foreseeable risks or discomforts to the participant; 
3. a description of any benefits to the participant or to others which may reasonably be expected from the research; 
4. a disclosure of appropriate alternative procedures or courses of treatment, if any, that might be advantageous to the participant; 
5. a statement describing the extent, if any, to which confidentiality of records identifying the participant will be maintained; 
6. for research involving more than minimal risk, an explanation as to whether any compensation and an explanation as to whether any medical treatments are available if injury occurs and, if so, what they consist of, or where further information may be obtained; 
7. an explanation of whom to contact for answers to pertinent questions about the research and research participants’ rights, and whom to contact in the event of a research-related injury to the participant; 
8. a statement that participation is voluntary, refusal to participate will involve no penalty or loss of benefits to which the participant is otherwise entitled, and the participant may discontinue participation at any time without penalty or loss of benefits to which the participant is otherwise entitled;

9. a line for indication that the participant is 18 years of age or older; and

10. a line for signature of participant or legal representative (except for research with an approved waiver from HRPC indicating that written consent is not required.)
The HRPC may require that additional information beyond the basic elements be given to participants during the informed consent process, when in the HRPC’s judgment the additional information would meaningfully add to the protection of the rights and welfare of the participants (45 CFR 46.109(b)). 
In addition, the HRPC requires that the consent form be free of exculpatory language where the participant waives or appears to waive any legal rights or releases or appears to release the principal investigator, the sponsor, the institution or its agents from liability for negligence. The HRPC prescribes consent form language that explicitly states that the participant does not waive any liability rights (e.g., for personal injury) by signing the consent form. The HRPC requires that this language appear in the consent form. 
Unless the HRPC waived the requirement for documentation of informed consent, the safe storage of the signed consent forms is the sole responsibility of the principal investigator, and they must be retained in a secure, confidential file for no less than three years after completion of the research (45 CFR 46.115(b)).
12. Liability Statement – We need input from legal – Item 6 and 7 above reference this somewhat.
Examples of other “Liability Statements”:

Some colleges without a specific “liability statement”:
Mercer County Community College, Mt. San Jacinto, Middlebury College, El Paso, Green River Community College, 
University of Illinois:
"The University does not provide compensation for any injury sustained as a result of participation in a research study, except as required by law." (UIUC Policy)
University of Central Florida:
In research that is considered to be greater than minimal risk, the following statement should be included in the consent document: "If you believe you have been injured during participation in this research project, you may file a claim with UCF Environmental Health & Safety, Risk and Insurance Office, P.O. Box 163500, Orlando, FL 32816-3500 (407) 823-6300. The University of Central Florida is an agency of the State of Florida for purposes of sovereign immunity and the university's and the state's liability for personal injury or property damage is extremely limited under Florida law. Accordingly, the university's and the state's ability to compensate you for any personal injury or property damage suffered during this research project is very limited."
Pima:
Liability for research related injury is a legal issue and is not covered by the policies set out in
this document. The contractual relationship between the sponsor, the investigator, and the
institution will provide details of liability. The consent form should contain standard information
[see verbatim recommendation in the Model Informed Consent Form provided below—p. 15, no.
12] and should contain a statement that questions regarding liability are to be discussed with the
investigator. Whether oral or written, no informed consent may include exculpatory language
through which the participant or the participant's representative is made to waive, or appear to waive, any of the participant's legal rights, or releases, or appears to release, the investigator, the sponsor, the institution or its agents from liability for negligence.  (Addressed this under the Informed Consent Area specifically.)
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