Foothill De Anza Community College District

Institutional Review Board

Policy and Standard Operating Procedures

INTRODUCTION

Foothill-De Anza Community College District (FHDA) encourages and supports the scholarly endeavors of students, faculty, and staff of the District.  Pursuit of scholarly work and research will often involve the use of human subjects for data collection and analysis.  It is the policy of FHDA to comply with all applicable Federal Regulations regarding the use of human subjects in research projects; respect the rights, well-being and personnel privacy of individuals; assure a favorable climate for the conduct of academic-oriented inquiry; and protect the interests of the students and staff of FHDA.

FHDA’s Institutional Review Board (IRB) reviews human subjects research proposals to ensure that the rights and welfare of human subjects used in research studies by District personnel are protected; that risks have been considered and minimized; that the potential for benefit has been identified and maximized; that any research is conducted in an ethical manner and in compliance with established standards. 
Some research projects involving human subjects are exempt from IRB approval requirements.  The types of research generally exempt from IRB approval requirements include normal educational practices such as work undertaken as a part of a course; educational tests when the subjects are not identified; surveys or interviews in which the subjects volunteer; and research that entails no or minimal risk including damage to the subject’s financial standing, employability or risk of civil or criminal liability.
PROCEDURES
1.  In compliance with the Federal Policy for the Protection of Human Subjects, any researcher or principal investigator related to Foothill-De Anza Community College District who engages in federally funded scholarly research involving human subjects, either on or off-campus, must apply to the Institutional Review Board (IRB) for approval of the research.  Approval must be obtained before undertaking the research.
2. No grant-funded research activity involving human subjects shall be undertaken unless the Institutional Review Board has reviewed and approved such activity.  This review shall determine whether the activity/research design will adequately protect the rights and welfare of subjects.
3.  Initial Review.

No or Minimal Risk:
Under the auspices of the IRB, the IRB Chair will review Exempt Protocol Summary Forms eligible for “exempt” (see below) or expedited review.  If significant risk is inherent in the study, Chair will refer the petition to the IRB for full board review.  

Criteria for being Exempt from IRB review:

· Research in common educational settings, involving normal or special educational practices. (45 CFR 690.101b 1)
· Research involving educational tests, surveys, interviews and observations unless confidentiality cannot be maintained and disclosure places the participants at risk.  (45 CFR 690.101b 2)

· Research involving elected or appointed public officials or candidates for office even when confidentiality cannot be maintained or disclosure places the participants at risk. (45 CFR 690.101b 3)

· Research involving existing data either publicly available or recorded by the researcher(s) in a manner that maintains confidentiality.  (45 CFR 690.101b 4)
· Institutional or organizational research designed to improve service or benefits when approved by the agency’s head.  (45 CFR 690.101b 5)

The IRB Chair or designee shall make the determination as to whether a project is or is not exempt.  However, the principal investigator/project director may make the first determination of eligibility for exemption and then submit one (1) original of the “Exempt Protocol Summary Form” citing the specific exemption category.
Expedited Review
Under federal regulations certain types of research qualify for an ‘expedited’ review. These are activities that present no more than minimal risk to human subjects, and involve only procedures specified in federal regulations.  

Continuing review of research previously approved by the convened IRB is also eligible for an expedited review.

The principal investigator may petition for expedited review and submit to the “Expedited Review of Research Form” to the IRB Chair.  The IRB Chair may recommend approval, expedited review pending recommended changes/clarifications, or review by the full board.  The IRB Chair cannot “disapprove” of a protocol but may table action pending further information/clarifications.   Any disagreement between the PI and the IRB Chair must be resolved by the IRB.
4.  Renewal Petitions

Projects eligible for continued funding beyond the duration of the initial project award are subject to renewal application review.  Projects for which scope of work or activities that involve human subjects change substantially during the project are also subject to renewal of application.

5. Full IRB Review

If it is determined that the research proposal requires full IRB review, the PI must provide the full review form and documents to the full board.  Upon receipt of the material from the PI, the IRB Chair will distribute copies to each IRB member.

Actions:

Approved
When a protocol has been approved, the Chair completes the “IRB Decision Letter,” signs and dates it, and distributes one copy of the form to the principal investigator, the IRB files, and, if appropriate, the performance site.

Approval of the protocol will be based on the extent to which the protocol makes explicit in design and procedures the protection of subjects’ rights.

Approved Subject to Restrictions
If the protocol is approved subject to restrictions, then the Chair completes the “IRB Decision Letter,” includes restrictions, signs and dates it, and distributes it to the PI as a protocol approved with restrictions.  The PI then must respond to the restrictions as indicated by the IRB.  Upon receipt and approval of the responses, the restrictions are removed and the protocol is then processed as an approved protocol and distributed as described above.

Disapproved
If the protocol is disapproved, the PI will be informed in writing of the reasons for disapproval.  The PI may revise and resubmit his/her protocol for another review.
6. Authority of IRB
The IRB has authority to require progress reports from the investigators and oversee the conduct of the study.

The IRB has authority to suspend or terminate approval of a study, or to place restrictions on a study, when this is deemed to be in the best interests of the subjects in that study.

The IRB has authority to observe the informed consent process as practiced by any investigator or authorized person in any approved protocol especially in cases where the consentee is from a vulnerable population.


The IRB has the authority to access, and to make copies of, records related to any research approved by the IRB
7.  The Institutional Review Board will accept petitions for review from principal investigators at any time and will return decisions within 20 working days.  Decisions will be in writing.
8.  The IRB will be guided by and operate in compliance with applicable sections of the Code of Federal Regulations 45.CFR, 690, 101-124, the federal government’s Common Rule for Protection of Human Subjects.

9.  Voting requirements

Except when an expedited review procedure is used, a quorum of the IRB, duly convened through written notice, shall be a majority of voting members with varying backgrounds to promote complete and adequate review of research activities, including at least one member whose primary concerns are in nonscientific areas.

In order for the research to be approved, it shall receive the approval of a majority of those voting members present at the meeting.  IRB meetings conducted via telephone conference call are permitted.

Principal Investigators, including those who are also IRB members, may offer information and answer questions about their protocols at a convened meeting, but may not be present during voting (even if this means being unable to continue the meeting because of quorum requirements).

MEMBERSHIP
1. The review board membership will consist of four district personnel and one community member: the Vice President of Instruction, Foothill College; Dean of Biological, Health and Environmental Science, De Anza College; Dean of Counseling, De Anza College; and the Executive Director of Institutional Research for FHDA, who will act as the chair.  Members will serve three year terms.  Tenure on the IRB may be extended by mutual agreement between the member and the Chair.

2. Adjustment or Changes to future MEMBERSHIP of the IRB will be governed by the following:
A. The IRB is composed of at least five voting members.  Alternates and non-voting members may also be appointed, with alternates authorized to vote at convened meetings only in the absence of the member for whom they are the designated alternate.  

B. The IRB is composed of members with varying backgrounds and expertise in special areas to provide complete and adequate review of the research.  Committee members should possess not only broad specific competence sufficient to comprehend the nature of the research, but also other competencies necessary for judgments as to acceptability of the research in terms of regulations, relevant law, ethical standards, and standards of professional practice.  Consultants may be used to review proposals for which additional expertise is needed.

C. The IRB must include both men and women, at least one member whose primary concerns are in science areas, one whose primary concerns are nonscientific areas, and at least one member who is not otherwise affiliated (either directly or through immediate family) with the FHDA.

D. No person shall be excluded from serving on the IRB based on sex, race, color or national origin.

3.  In the event that a conflict of interest arises with a member of the Institutional Review Board related to a project under review, the member will not participate in the review process for that project.
4. All IRB members are required to undergo formal training at the time of their initial appointment.  Training that satisfies this requirement is:

The Sinclair Community College training presentation

http://www.sinclair.edu/departments/grants/compliance/irb/operations/index.cfm
The on-line tutorial offered by Office of Human Research Protections http://137.187.206.145/cbttng_ohrp/cbts/assurance/login.asp
IRB members must complete the Training Verification Form once every three years.   The IRB Chair must receive this documentation of training completed.  
Addendum 1

EXEMPT Research

Under federal regulations (45 CFR 690.101), certain types of research are exempt from federal policy:

(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 subjects can be identified, directly or through identifiers linked to the subjects; and (ii) any disclosure of the human subjects' responses outside the research could reasonably place the subjects at risk of criminal or civil liability or be damaging to the subjects' 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) of this section, if: (i) the human subjects 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, pathological specimens, or diagnostic specimens, if these sources are publicly available or if the information is recorded by the investigator in such a manner that subjects cannot be identified, directly or through identifiers linked to the subjects.
(5) Research and demonstration projects which are conducted by or subject to the approval of Department or Agency heads, and which are designed to study, evaluate, or otherwise examine: (i) Public benefit or service programs; (ii) procedures for obtaining benefits or services under those programs; (iii) possible changes in or alternatives to those programs or procedures; or (iv) possible changes in methods or levels of payment for benefits or services under those programs.
(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 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 Food and Drug Administration or approved by the Environmental Protection Agency or the Food Safety and Inspection Service of the U.S. Department of Agriculture.
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