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I. INTRODUCTION
A. PROLOGUE
The following guidelines have been prepared by the SHIELDS For Families Institutional Review Board (IRB). Their purpose is to inform investigators of SHIELDS IRB policies and the procedures for review of research applications and to help researchers prepare their applications for committee review and approval. 

The guidelines focus on clinical, social and bio-behavioral research. It is recommended that all investigators carefully read these guidelines. 

Section IV contains copies of the forms required as part of the submission package for applications submitted to the IRB. Also provided is the general format which should be followed (in most cases) for the informed consent. Principal investigators must supply the IRB with all the required information in these forms. Careful attention to detail will facilitate the review process. Please note that forms and procedures are periodically revised to reflect changes in federal regulations, state laws, and agency policy. It is important therefore that investigators be aware of forms currently in use by the IRB office. 

Please note that while the guidelines for the protection of human subjects are federally mandated, the IRB applies these to all research regardless of funding source or sponsorship of the research. 

B. PURPOSE OF MANUAL

The purpose of this manual is to document the procedures which are undertaken to review and approve research conducted at SHIELDS For Families and/or collaborating agencies. This manual is revised as needed to better serve investigators. 

The manual is organized into several sections. The first section contains introductory information about the background and history of human subjects protection regulations. The second section delineates the responsibilities of all parties in the human subjects protection continuum. The third section outlines the IRB review procedures, types of review with a detailed explanation of the forms required (please copy these forms for submission) and the elements of the informed consent. The Committee well realizes that this manual cannot answer all of the questions which may arise during preparation of the application package. If such questions arise, please do not hesitate to contact the IRB Office (323) 242-5000. 

DEFINITION OF TERMS AND ACRONYMS

The following is a list of the definitions of terms used in this manual. 

“Addendum submission”- An application for approval of changes to a protocol and/or informed consent form within the approval period of a project; an application seeking additional funding for a project identical to an ongoing study approved by the CPHR. 

“Affiliate Institution”- an institution which is legally separate from the signatory institution(s) to an Assurance but has a formal affiliation with the signatory institution(s) through an OPRR-approved Inter-Institutional Amendment or Assurance. 

“Assent”-A child’s affirmative agreement to participate in research. Mere failure to object should not be construed as assent. 

“Assurance”- a document negotiated with and approved by OPRR which assures institutional compliance with 45 CFR 46.

“Children”- Persons who have not attained the legal age for consent to treatments or procedures included in research, under the applicable law of the jurisdiction in which the research will be conducted. 

“Clinical Investigation”- any experiment that involves a test article (investigational new drug or device) and one or more human subject (21CFR50). 

“Component” any institution which is legally inseparable form the signatory institution(s). 

“Continuation Submission”- An application for extension of approval for an ongoing research project. 

“Cooperative Project Assurance (CPA)”- an Assurance designed to accommodate CPRP multiprotocol, multi-site research specifically recognized by OPRR. 

“Cooperative Protocol Research Programs”- DHHS multi-site, multi-protocol clinical (CPRP) trails in differing subject areas where data are pooled across institutions and which are explicitly recognized by OPRR as suited for CPR’s (e.g., cooperative oncology trails of the National Cancer Institute)

“FDA”- Food and Drug Administration. 

“Federal”- departments and agencies for the Federal government that are party to the Federal Policy (see 56FR28003). 

“Federal Policy” (56FR28003)- minimum Federal standards for the protection of human research subject, effective August 19, 1991 (see FR Volume 56, No. 117, Tuesday, June 18, 1991), and contained in 45 CFR 46 as Subpart A- also known as the Common Rule. 

“45 CFR 46 (DHHS Regulations)”- Title 45 of the Code of Federal Regulations, Part 46, which consists of Subpart A (the Federal Policy for the Protection of Human Subjects) and Subparts B, C, and D which apply to fetuses, pregnant women and in-vitro fertilization of human ova; prisoners; and children as vulnerable subject populations. 

“HHS”- (Department of) Health and Human Services. 

“Human Subject”- a living individual about whom an investigator (whether professional or student) conducting research obtains (a) data through intervention or interaction with the individual, or (b) identifiable private information (45CFR46). 

“IND”- Investigational new drug. A drug which is undergoing evaluation and testing during the FDA approval stage. 

“Inter-Institutional Amendment (IIA)”- a limited form of assurance to comply with 45 CFR 46 which is prepared by certain MPA affiliates (see Affiliate Institution). IIA apply only when the affiliate regularly serves as a performance site for research conducted by a signatory institution(s). 

“Medical Experiment”- The severance or penetration or damaging of tissues of a human subject or the use of a drug or device, electromagnetic radiation, heat or cold, or a biological substance or organism, in or upon a human subject in the practice or research of medicine in a manner not reasonably related to maintaining or improving the health of such subject or otherwise directly benefitting such subject; the investigational use of a drug or device; withholding medical treatment from a human subject for any purpose other than maintenance or improvement of the health of such subject. (CH.1.3, Division 20 of the California Health and Safety Code). 

“Minimal Risk”- anticipated risks of harm in the proposed research are not greater in probability or magnitude than those ordinarily encountered in daily life or during the performance of routine physical or psychological examinations or tests (45CFR46). 

“MPA”- Multiple project assurance. A document which sets forth the roles and responsibilities for institutions and researchers for the protection of human subjects.

“Multiple Project Assurance (MPA)”- a DHHS Assurance which applies during fixed and renewable periods to a board spectrum of unrelated research activities. 

“New Submissions”- First time application for approval of a research project. 

“OPRR”- Office for Protection from Research Risks. The office within the Department of Health and Human Services with overall responsibilities for protecting the rights of humans participating in research. 

“Performance Site”- any location where human subjects are involved in research for which an MPA, NIA, IIA, SPA, or CPA Assurance is required. 

“Primary Signatory Institution”- where applicable, the signatory institution of two or more which may be chosen to assume the function of the ORA for all signatory institutions. 

“Renewal Submissions”- For ongoing, externally funded projects: An application for extension of approval beyond the originally awarded grant/ contract period. For ongoing, unfunded projects an application for extension of approval after 4 years of continued approval. 

“Research”- a systematic investigation designed to develop or contribute to generalizable knowledge (45CGR46). 

“Research Division (RD)”- the resources maintained by each signatory institution or the primary signatory institution (if applicable) which provided a central focus for researchers, IRB(s), and administrators in processing protocols, arranging IRB review, keeping records, reporting, and communicating pertinent information about human subject research. 

“Signatory Institution”- an institution which OPRR finds eligible to enter into an Assurance and which has signed the Assurance. 

“Single Project Assurance (SPA)”- an Assurance document which is submitted to OPRR, upon request, for a specific DHHS research activity at a performance site where an MPA, IIA, NIA or CPA does not apply. 

“Test Article”- any drug, including a biological product, or medical device for human use (21CFR50). 

C. Brief History of the Human Subject Protection System

1. Nuremberg Code

The modern history of human subject protections began with the Nuremberg Code, developed for the Nuremberg Military Tribunal as standards by which human experimentation conducted by the Nazis was to be judged. The code contains may of what are now taken to be the basic principles governing the ethical conduct of research involving human subjects. 

The first provision of the Code states that voluntary consent of the subject is essential. The code goes on to provide the details implied by such a requirements: capacity to consent, freedom from coercion, and comprehension of risks and benefits involved. Other provisions require the minimization of risk and harm, a favorable risk/ benefit ratio, qualified investigators using appropriate research designs, and freedom for the subject to withdraw at any time. 

In the United States the regulations protecting human subjects became effective in May of 1974. These regulations were promulgated by the Department of Health, Education and Welfare (DHEW). The regulations raised to regulatory status NIH’s Policies for the Protection of Human Subjects, which were first used in 1966. The regulations established the Institutional Review Board (IRB) as one mechanism through which humans subjects would be protected. 

2. Belmont Report 

In July of 1974 the passage of the National Research Act established the National Commission for the Protection of Human Subjects of Biomedical and Behavioral Research. In keeping with it’s charge, the Commission issued reports and recommendations identifying the basic ethical principles that should underlie the conduct of biomedical and behavioral research involving human subjects and recommending guidelines to ensure that research is conducted in accordance with those principles. One of the Commission’s reports set forth the basic ethical principles that should underlie the conduct of biomedical and behavioral research involving human subjects. That report is entitled The Belmont Report. 
The Belmont Report was submitted on September 30, 1978 by the National Commission for the Protection of Humans Subjects of Biomedical and Behavioral Research. The report set forth the basic ethical principles underlying the acceptable conduct of research involving human subjects. Those principles are respect for persons, beneficence, and justice.

Respect for persons involves a recognition of the personal dignity and autonomy of individuals, and special protection of persons with diminished autonomy.

Beneficence entails and obligation to protect persons from harm by maximizing anticipated benefits and minimizing possible risks of harm. 

Justice requires that benefits and burdens or research be distributed fairly. 

Specifically, the principle of respect for persons underlines the need to obtain informed consent; the principle of beneficence underlines the need to engage in a risk/benefit analysis and to minimize risks; and the principle of justice requires that subjects be fairly selected. The text of the Belmont Report is divided into two sections: (1) boundaries between practice and research; and (2) basic ethical principles. The following text is a synopsis of the two sections of that report. 

a. Boundaries between Practice and Research 
The distinction between research and therapy is often blurred. The Belmont Report adapted the following definitions to assist in the assessment of protocols. Practice is described as “interventions that are designed solely to enhance the well-being of an individual patient or client and that have a reasonable expectation of success. The purpose of medical or behavioral practice is to provide diagnosis, preventive treatment, or therapy to particular individuals” Research is “an activity designed to test an hypothesis, permit conclusions to be drawn, and thereby to develop or contribute to generalizable knowledge (expressed, for example, in theories, principles, and statements of relationships).”As such, research is usually described in a formal protocol that sets forth an objective and a set of procedures designed to reach that objective. It is recognized that “experimental” procedures do not necessarily constitute research, and that research and practice may occur simultaneously. It suggests that the safety and effectiveness of such “experimental” procedures should be investigated early, and that institutional oversight mechanisms, such as medical practice committees, can ensure that this need is met by requiring that “major innovation(s) be incorporated into a formal research project.”
b. Applying the Ethical Principle
i. Respect for Persons. Informed consent contains three elements: information, comprehension, and voluntariness. First subjects must be given sufficient information on which to decide whether or not to participate, including the research procedure(s), their purposes, risks and anticipated benefits, alternative procedures (where therapy is involved), and a statement offering the subject the opportunity to ask questions and to withdraw at any time from the research. A “reasonable volunteer” standard should be used: “the extent and nature of information should be such that persons, knowing that the procedure is neither necessary for their care nor perhaps fully understood, can decide whether they wish to participate in the furthering of knowledge. Even when some direct benefit to them is anticipated, the subjects should understand clearly the range of risk and the voluntary nature of participation.” Incomplete disclosure is justified only if it is clear that (1) the goal of the research cannot be accomplished if full disclosure is made; (2) the undisclosure risk are minimal; and (3) when appropriate, subjects will be debriefed and provided the research results. 
Second, subjects must be able to comprehend the information that is given to them. Where persons with limited ability to comprehend are involved, they should be given the opportunity to choose whether or not to participate (to the extent they are able to do so), and their objections should not be overridden , unless the research entails providing them a therapy unavailable outside the context of research. Each such class of persons should be considered on its own terms (e.g., minors, persons with impaired mental capacities, the terminally ill, and the comatose). Respect for persons required that the permission of third persons also be given in order to further protect them from harm. 
ii. Beneficence. Risk/benefit assessments are concerned with the probabilities and magnitudes of possible harms and anticipated benefits. All possible harms, not just physical or psychological pain or injury, should be considered. The principle of beneficence requires both protecting individual subjects against risk or harm and consideration of not only the benefits for the individual, but also the societal benefits that might be gained from the research. 

3. Justice

The principal of justice mandates that the selection of research subjects must be the result of fair selection procedures and must also result in fair selection outcomes. The “justness” of subject selection relates to both the subject as an individual and to the subject as a member of social, racial, sexual, or ethnic groups. 

With respect to their status as individuals, subjects should not be selected either because they are favored by the researcher or because they are held in disdain (e.g., involving “undesirable” persons in risky research). Further, “social justice” indicates an “order of preference in the selection of classes of subjects (e.g., adults before children) and that some classes of potential subjects (e.g., the institutionalized or prisoners) may be involved as research subjects, if at all, only on certain conditions.”

Investigators, institutions, or IRBs may consider principles of distributive justice relevant to determining the appropriateness of proposed methods of selecting research subjects that may result in unjust distributions of the burdens and benefits or research. Such considerations may be appropriate to avoid the injustice that “arises from social, racial, sexual, and cultural biases institutionalized in society.”
Subjects should not be selected simply because that are readily available in settings where research is conducted, or because they are “easy to manipulate as a result of their illness or socioeconomic condition.” Care should be taken to avoid overburdening institutionalized persons who “are already burdened in many ways by their infirmities and environments.” Non-therapeutic research that involves risk should use other, less burdened populations, unless the research “directly relate(s) to the specific conditions of the class involved.” 
The above sections are offered to provide the potential investigator with the statutory and philosophical background under which the IRB operates. It is important not to lose sight of the fact that the points raised above are a set of minimum criteria and standards. The IRB of SHIELDS has additional requirements that will be made known later in this document. 

II. RESPECTIVE RESPONSIBILITIES 

This section delineates for the reader the respective responsibilities of SHIELDS for families, the IRB and the Individual Investigator. These responsibilities are contained in the MPA document filed with OPRR.

A. Institution
1. The institution acknowledges that it bears full responsibility for the performance of all research involving human subjects covered by this Assurance, including complying with Federal, state, or local laws as they may relate to such research. 
2. The institution will require appropriate additional safeguards in research that involves: (1) Fetuses, pregnant women, or ova in vitro fertilization (see 45 CFR 46 Subpart B), (2) prisoners (see 45 CFR 46 Subpart C), (3) children (see 45 CFR 46 Subpart D), (4) the cognitively impaired, or (5) other potentially vulnerable groups. 

3. The institution, including all its named components, acknowledges and accepts its responsibilities for protecting the right and welfare of human subjects of research covered by this Assurance. 

4. The institution is responsible for acquiring appropriate Assurances or Amendments, when requested, and certifications of IRB review and approval for federally sponsored research from all its standing affiliates and Assurances or Agreements for all others, domestic or foreign, which may otherwise become affiliated on a limited basis in such research. 

5. The institution is responsible for ensuring that affiliates cooperating in the conduct of federally sponsored research for which this Assurance applies do so with an appropriated assurance of compliance and satisfaction for IRB certification requirements. 

6. In accordance with the compositional requirements of Section 107, this institution has established the IRB(s) listed in the included roster. Certain research supported by the U.S. Department of Education will be reviewed in accordance with the requirements of Title 34 CFR Parts 350 and 356 which require that the IRB(s) include one person who is primarily concerned with the welfare of handicapped children or mentally disturbed persons. 

7. The institution will provide both meeting space and sufficient staff to support the IRB’s review and record-keeping duties. 

8. The institution recognizes that involvement in research activities of any OPRR-recognized Cooperative Protocol Research Programs will involve additional reporting and record-keeping requirements related to human subject protections. 

9. The institution is responsible for ensuring that it and all its affiliates comply fully with applicable Federal policies and guidelines, including those concerning notification of seropositivity, counseling, and safeguarding confidentiality where research activities directly or indirectly involve the study of human immunodeficiency virus (HIV).

B. SHIELDS Research Division (RD)

1. The RD will receive form investigators, through their supervisors, all research protocols which involve human subjects, keep investigators informed of decisions and administrative processing and return all disapproved protocols to them. 
2. The RD nor any other office of the institution may approve a research activity that has been disapproved by the appropriate IRB. 
3. The RD will forward certification of IRB approval of proposed research to the appropriate Federal department or agency only after all IRB-required modifications have been incorporated to the satisfaction of the IRB. 
4. The RD is responsible for ensuring constructive communication among the research administrators, department heads, research investigators, clinical care staff, human subjects, and institutional official as a means of maintaining a high level of awareness regarding the safeguarding of the rights and welfare of the subjects. 
5. The RD will ensure that all affiliated performance sites that are not otherwise required to submit assurances of compliance with Federal regulations for the protection or research subjects at least document mechanisms to implement the equivalent of ethical principles to which this institution is committed (see Part 1,1). 

C. Office of the Executive Director

1. The IRB is responsible for reviewing the preliminary determinations of exemption by investigators and supervisors and for making the final determination based on Section 101 of the regulations. Notice of concurrence for all exempt research will be promptly conveyed in writing to the investigator. All nonexempt research will be reviewed by the full board. 
2. The IRB will make the preliminary determination of eligibility for expedited review procedures (see Section 110). Expedited review of research activities will not be permitted where full board review is required (e.g., provision of emergency medical care which also constitutes the conduct of more that minimal risk research). 
3. The IRB will designate procedures for the retention of signed consent documents for at least three years past completion of the research activity. 
4. The IRB will arrange for and document in its records that each individual who conducts or reviews human subject research has first been provided with a copy of this Assurance, as well as with ready access to copies of 45 CFR 46, regulations of other Federal department or agencies as may apply, the Belmont Report, and all other pertinent Federal policies and guidelines related to the involvement of human subjects in research.

5. When the IRB of this institution accepts responsibility for review of research which is subject to this Assurance and conducted by any independent investigators who is not otherwise subject to the provisions of this Assurance, the IRB will either (a) obtain and retain a Non-institutional Investigator Agreement (NIA) for CPRP activities (with copy to the investigator and the authorizing CPRP or (b) obtain an Agreement for an Independent Investigator (AII) for review and approval by the appropriate Federal department or agency or agency for non-CPRP activities to document the investigator’s commitment to abide: 91) by the same requirements for the protection of human research subjects as does this institution and (2) the determinations of the IRB. 
6. The IRB assumes responsibility for ensuring conformance with special reporting requirements for any OPRR-recognized CPRPs in which the signatory institutions(s) participate(s). 
7. The IRB will be responsible for procedural and record-keeping audits not less than once every year for the purpose for detecting, correcting, and reporting (as required) administrative and/or material breaches in uniformly protecting the rights and welfare of human subjects as required at least by the regulations and as may otherwise by additionally required by this institution(s). 
8. The IRB will ensure compliance with the requirements set forth in his Assurance and Section 114 regarding cooperative research projects. In particular, where the IRB of another institution with a DHHS MPA is relied upon, the IRB will ensure that documentation of this reliance will be (a) in writing, (b) approved and signed by the IRB, (c) approved and signed by the correlative officials of each of the other cooperating institutions, and (d) retained by the IRB for al least three years past completion of the research project, if limited in scope to a specific research project or retained as a permanent addendum to the MPA if not restricted to specific project. For all required signed understanding to OPRR for approval and inclusion in this Assurance as an addendum. 
9. The IRB will review, and have the authority to approve, require modification in, or disapprove all research activities, including proposed changes in previously approved human subject research. For approved research, the IRB will determine which activities require continuing review more frequently than every twelve months or need verification that no changes have occurred if there was a previous IRB review and approval. 
10. IRB decisions and requirements for modification will be promptly conveyed to investigators and the IRB, in writing. Written notification of decisions to disapprove will be accompanied by reasons for the decision with provision of an opportunity for reply by the investigator, in person or in writing. 
11. Initial and continuing covered IRB reviews and approvals will occur in compliance with 45 CFR 46 and provisions of this Assurance for each project unless properly found to be exempt (Section 101 [1]). Continuing reviews will be preceded by IRB receipt of appropriate progress reports from the investigator, including available study-wide findings. 
12. The IRB will observe the quorum requirements of Section 108(b). This institution’s IRB has effective knowledge of subject populations, institutional constraints, differing legal requirements, and other factors which can potentially contribute to a determination of risks and benefits to subjects and subjects’ informed consent and can properly judge the adequacy of information to be presented to subjects in accordance with requirements of Section 103(d), 107(a), 11 and 116.
13. The IRB will determine, in accordance with the criteria found at 45 CFR 46.111 and Federal policies and guidelines for involvement of human subjects in HIV research, that protections for human research subjects are adequate. 
14. The IRB will ensure that legally effective informed consent will obtained and documented in a manner that meets the requirements of Section 116 and 117. The IRB will have the authority to observe or have a third party observe the consent process. 
15. Where appropriate, the IRB will determine that adequate additional protections are ensured for fetuses, pregnant women, prisoners and children, as required by Subparts B, C, and D of 45 CFR 46. The IRB(s) will notify OPRR promptly when IRB membership(s) is modified to satisfy requirements of 45 CFR 46.304 and when the IRB fulfills its duties under 45 CFR 46.305(c). 
16. Schedule meetings of the IRB for review of each research activity will occur not less than every 12 months and may be more frequent, if required by the IRB in the basis of degree of risk to subjects. The IRB may be called into an interim review sessions by the Chairperson at eh request of any IRB member or institutional official to consider any matter concerned with the rights and welfare of any subject.
17. The IRB will prepare and maintain adequate documentation of its activities in accordance with Section 46.115 and in conformance with SHIELDS Research Division requirements. 
18. The IRB will report promptly to the RD, appropriate institutional officials, the office for Protection from Research Risks (OPRR), and any other sponsoring Federal Department or agency head:
i. injuries or any other unanticipated problems involving risks to subjects or others, 
ii. any serious or continuing noncompliance with the regulations or requirements of the IRB, and 
iii. any suspension or termination of IRB approval.
19. In accordance with Section 113, the IRB will have the authority to suspend or terminate previously approved research that is not being conducted in accordance with the IRB’s requirements or that has been associated with unexpected serious harm to subjects.

20. The IRB for this institution will ensure effective input (consultants or voting or nonvoting members) for all initial and continuing reviews conducted on behalf of performance sites where there will be human research subjects. IRB minutes will document attendance of those other than regular voting members. The IRB list(s) in Appendix C includes those who are identified as knowledgeable about any affiliate institution having entered into an Inter-Institutional Amendment or other institutional performance site for which an Assurance is required is when relying on the IRB of this institution. 
21. The IRB will act with reasonable dispatch, upon request, to provide full board review of protocols of OPRR-recognized Cooperative Protocol Research Programs (CPRP). The IRB will not employ expedited review procedures for CPRP protocol when they are to be entered into for the purpose of research. Although emergency medical care based on such protocols is permitted without prior IRB approval, patients receiving emergency care under these conditions will not be counted as research subjects and resulting data will not be used for research purposes. 
22. Certification of IRB review and approval will be forwarded through the RD to the appropriate Federal department or agency for research sponsored by such department or agencies. 

D. Research Investigator 

1. Research investigators acknowledge and accept their responsibilities for protecting the rights and welfare of human research subjects and for complying with all applicable provisions of this Assurance. 
2. Research investigators who intend to involve human research subjects will not make the final determination of exemption form applicable Federal regulations or provisions of this Assurance. 
3. Research investigators are responsible for providing a copy of the IRB approved and signed informed consent document to each subject at the time of consent, unless the IRB has specifically waived this requirement. All signed consent documents are to be retained in a manner approved by the SHIELDS Research Division.
4. Research investigators will promptly report proposed changes in previously approved human subject research activities to the IRB. The proposed changes will not be initiated without IRB review and approval, except where necessary to eliminate apparent immediate hazards to the subjects. 
5. Research investigators are responsible for reporting progress of approved research to the RD, as often as and in the manner prescribed by the approving IRB on the basis of risks to subjects but not less than once per year. 
6. Research investigators will promptly report to the IRB any injuries or other unanticipated problems involving risks to subjects or others. 
7. No research investigator who is obligated by the provisions of this Assurance, any associated Inter-Institutional Amendment, or Non-institutional Investigation Agreement will seek to obtain research credit for, or use data from, patient interventions that constitute the provision of emergency medial care without prior IRB approval. A physician may provide emergency medical care to a patient without prior IRB approval, to the extent permitted by law (see Section 116[f]). However, such activities will not be counted as research nor the data used in support of research. 
8. Research investigators will advise the IRB, SHIELDS Research Division and the appropriate officials of other institutions of the intent to admit human s subjects who are involved in research protocols for which this Assurance or any related Inter-Institutional Amendment or Non-institutional Investigator Agreement applies. When such admissions is planned or a frequent occurrence, those institutions must possess an applicable OPRR-approved Assurance prior to involvement of such persons as human subjects in those research protocols.

III. REVIEW PROCEDURES

A. THE INSTITUTIONAL REVIEW BOARD (IRB)

4. Introduction 

The IRB is administrative body established to protect the rights and welfare of human research subjects recruited to participate in research activities conducted under the auspices of SHIELDS. The IRB has the authority to approve, require modifications in, or disapprove all research activities that all within its jurisdiction as specified by both the federal regulations and local institutional policy. Research that has been reviewed officials of the institution. However, those officials may not approve research if it has been disapproved by the IRB. The institutional officials empowered to disapprove research are the Executive Director of SHIELDS and the CEO.
Whenever the IRB reviews a protocol, an initial question is whether the IRB has jurisdiction over approval of the research. That is, the IRB must ask, “Is the research subject to IRB?” The federal regulations apply “to all subject to regulation by any federal department or agency” that has adopted the human subjects regulations. 

5. Structure and Membership

The IRB is a standing institutional committee. The Institutional support for this committee is provided by the Office of the Executive Director. 
Federal policy provides that IRBs must have at least five (5) members, with varying backgrounds to promote complete and adequate review of research activities commonly conducted by the institution. The IRB must include at least one member whose primary concerns are nonscientific areas. The IRB may, at its discretion, invite individuals with competence in special areas to assist in the review of issues which require expertise beyond or in addition to that available on the IRB. These individuals may not vote.
The IRB Chairperson should be a highly respected individual from within or outside the institution, fully capable of managing the IRB and the matters brought before it with fairness and impartiality. 

6. Office Location
Mailing Address


11601 So. Western Ave.
P.O. Box 59129


Los Angeles, CA. 90047
Los Angeles, CA. 90047


Telephone: (323) 242-5000


Fax: (323) 242-5011

7. Meeting Dates, Time and Place

The IRB meets quarterly at regularly scheduled dates and times. 

8. Deadline for Agenda 

The IRB will make every attempt to review protocols in a timely and expeditious manner. Protocols must be received in the IRB office at least 2 weeks prior to the next regularly scheduled meeting.

B. WHAT PROJECTS MUST BE REVIEWED BY THE IRB? 

The IRB must review and approve all research conducted at SHIELDS or subordinate sites which is conducted by staff and interns of SHIELDS. It must review and approve all research projects conducted by other investigators at SHIELDS or at its subordinate sites. Research projects for which the Principal Investigator is not a SHIELDS staff member requires a SHIELDS staff member as a “sponsor” (e.g. a SHIELDS staff member must be a co-investigator). 

C. TYPES OF SUBMISSIONS 

There are five types of submissions. These are NEW, CONTINUING, RENEWAL, ADDENDUM, and REQUEST FOR EXEMPTIONS. 
1. NEW: A New submission is one that has not been submitted to the committee before. This includes grant application in which a previous submission was made and the current submission reflects a substantial revision under a different name. Approval is conferred for one (1) year at a time. Answer questions of what happened to original submission (i.e. new), was it approved, disapproved?

2. CONTINUATION: A Continuation submission is a submission for approval of a research project for an additional one (1) year. 

3. RENEWAL: A Renewal submission is one for a project which has exhausted its approval length. Protocols are approved for a maximum of 5 years. For approval of a project which continues beyond five (5) years, a renewal submission must be made. 

4. ADDENDUM: An Addendum submission is one for a project that has had modifications made to the protocol and/or the consent form. 

5. EXEMPTION: An Exemption submission is one for a project when certain kinds of research (e.g., data collection using record or charts, surveys and questionnaires) will be conducted and certain conditions are met that will protect privacy and confidentiality of the subjects to be studies. 

D. TYPES OF REVIEW 

There are two basic types of review of research projects used at this institution. These are the Full Board Review and the Expedited Review. In the Full Board Review, the IRB package is reviewed by a primary, secondary, and tertiary reviewer who present their findings to the Board at its regularly scheduled meeting.
Expedited review is an abbreviated type of review that is utilized in certain well defined circumstances. This review is conducted by three IRB committee members. The specifics of this review are detailed in a following section. 
An investigator can request an expedited review if the study meets the criteria for expedited review as defined by the Federal Register. The committee Chairperson and Administration reviews this request and if appropriate, submits the protocols to three experienced members of the committee for evaluation and recommendations. The review of the protocol is reported to the Full Board. 

If the protocol does not meet the criteria for expedited review it is forwarded to the IRB office to be placed on the next available agenda. 

Full Board Review

9. Investigator Procedures

Submit seven (7) collated and stapled copied plus the original of the items listed on the Check off Sheet to the office of the IRB. Items 6-24 (Attachment A) must be addressed on a separate sheet or cover letter, or as otherwise directed, providing the requested information in sufficient detail to assist the IRB in its deliberation. More reference to specific sections of the grant or to reprints in lieu of explicit responses is not accepted. Each item must be addressed using the numbering format give. Items which are not applicable must be so identified. Incomplete applications will be returned, and inadequate responses can be expected to cause delays in review.
The required documents for submissions for Full Board Review are:
i. IRB Form 1, completed and signed (both upper and lower sections):
ii. Detailed research protocol: i.e. description of the research or grant proposal, plus any supporting material-e.g., cover letters or drug company manuals). It is anticipated that all such protocols will, as a matter of course, include appropriately detailed discussion of the background, rationale, objectives and methodology for the conduct of the proposed research. If in doubt about the format of this document the investigator should follow the outline of the PHS 398 Public Health Services Grant Application. The submission must contain at a minimum: If any of the following are involved in the research please provide a detailed discussion of their use:
Institution collaboration- When work is conducted jointly between a SHIELDS investigator and an investigator at another institution, an appropriate form from the other institution’s IRB must be submitted. 

Investigational drugs- If an investigation (either an experimental drug, or an approved drug for a non-approved use) is to be employed, the circumstances must be explained. Submission of one copy of the sponsor’s drug data manual is mandatory for review, and IRB Form 4 must be submitted. FDA regulations require that principle investigators wanting to study an investigational drug must submit a Notice of Claimed Exemption for a New Drug (IND) to the FDA and provide the CPHR with the IND number. 

Schedule I and II drugs- Investigators are advised that in situations where either Schedule I or Schedule II controlled substances (narcotics, stimulants, or depressants) are an experimental component of the protocol, he investigator must solicit approval of the Research Advisory Panel of the State of California, 600 State Building, San Francisco, California 94102; Telephone (510) 557-1325. 

Pathology tissue- If surgical pathology tissue is to be used, the principal investigator must submit IRB form 6.

Use of Radiation- When a protocol involves the use of radiation, a Biohazards Safety Committee will be developed from which prior approval must be obtained and submitted as part of the application to this committee. 

Questionnaires- If questionnaires or survey instruments are employed, copies of those components must be included in the submission. If they are not yet developed, please so state and provide the committee with an outline of the general topics that will be covered. 

Counseling and Referrals- In projects collecting sensitive information or discussion disturbing or emotional topics (e.g. depression, abortion, intimate relationship, infant deaths, etc.) Describe appropriate referral services, if any, that might be advantageous to subjects. 

Use of Deception- Research designs involved subject deception should include an explanation of the debriefing procedures. The debriefing procedure should provide an explanation of the rationale for the deception and an explanation of what was actually studied. 

iii. Informed Consent Form(s): Submit consent form(s) to the IRB for review. Foreign language versions must also be submitted but translations may be deferred pending approval of the English version. The specifics of the consent will be provided in a subsequent section. 

iv. Research Subjects Bill of Rights: Each participant in the research must receive a copy of the Research Subjects Bill of Rights. This document spells out the rights of all persons who participate in the conduct of research projects. The document has different tittles at different institutions however at SHIELDS it is entitled the “Research Subjects Bill of Rights”.

v. Other documents as needed: Other documents may be required. If the research is requesting an exemption from review the IRB Form 3 (Exemption From Review) must be completed and submitted. When the research involves an investigational new drug or an investigational new device IRB Forms 4 or 5 must be completed and submitted. When the research involves the collection or acquisition of pathological specimens the IRB Form 6 must be completed and submitted. If there are any special circumstances relating to the research which may impact on the review of the proposal the investigator is urged to submit a cover letter or memo along with the application package. This letter or memo would then explain the circumstances. 

10. IRB Office Procedures

i. Upon receipt of the protocol it is reviewed by the IRB Chair and/or designee for completeness, regulatory compliance and adherence to IRB guidelines. If there are minor omissions or problems the investigator will be contacted by corrections. If the omissions and/or problems are substantial the entire package will be returned to the investigator for correction/ revision.

ii. Following the administrative review the protocol is assigned to three IRB committee members. A reviewer’s comment and recommendation sheet is attached to the protocol which is then assigned to three committee members for review and placed on the next available agenda. The committee members are the primary, secondary and tertiary reviewers for the protocol. Investigators are advised to allow at least 30 days for this review process to be completed. 
The following is a list of some of the common reasons for returning protocols to investigators.

11. Reviewers Responsibilities and Procedures

i. The reviewers will review the proposal and consent form. After this review they will complete the reviewer’s comment and recommendation sheet. The reviewers must submit a critique/or review both in writing and don disk. Prior to the meeting dates, the reviews may be submitted to the IRB office by mail, fax or in person. 
ii. If questions arise which require clarification the reviewers may: (1) discuss their points with the investigators; (2) communicate their questions and/or concerns to the IRB Chair, or (3) request that the investigator attend the scheduled IRB meeting. 
iii. The results and recommendations of the reviewers with respect to the protocol and the consent form will fall into one of the following categories: 
(1) Approval Without Modification: Approval without modifications is recommended when the reviewer feels that the protocol and consent form meet all of the current IRB requirements. 
(2) Approval With Minor Modifications: Approval with minor modifications is recommended when the protocol and require minor modifications which can be made quickly and do not have consequences for the safety of the research participant. 
(3) Approval With Moderate Modifications: Approval with moderate modifications is made for protocols which pose not excess risk for the participant however the consent form contains above minimal unresolved issues and questions. These protocols (and consent forms) will be returned to the IRB chair after revision for examination. 
(4) Approval With Major Modifications: Approval with major modifications is made for protocols which pose no excess risk for the participant however the consent form contains substantial unresolved issues and questions. These protocols (and consent forms) will be returned to the IRB chair after revision for examination. These protocols (and consent forms) will be returned to the primary, secondary and tertiary reviewers after revision for examination. 
(5) Return to Investigator for Major Modifications: Return to Investigators for major modifications is made for protocols which pose no excess risk for the participant however the consent form contains major substantial unresolved issues and questions. The disposition of these revised protocols will be determined at the next IRB meeting. 
(6) Tabled pending Further Investigation: A protocol which requires excessively substantial modifications and where there is potential risk to the participant may be recommended to be “Tabled”. A tabled protocol will usually be reviewed at the next regularly scheduled IRB meeting. In most of these cases the investigator will be asked to attend the meeting to explain aspects of the protocol. 
(7) disapproval: Disapproval is recommended in cases where the risk clearly outweighs the benefits of a proposal and where the supporting documentation is insufficient to provide assurance that the welfare of study participants is protected. 

CONTINUATION PROCEDURES 

A continuing submission is one for a protocol which has been approved by the IRB for the previous year and an additional year’s approval is being sought. 

A Summary Process Report/Continuation Application should be submitted to eh IRB committee at least thirty (30) days before the start of the next project year. Submission in less time could delay funding or programmatic activities. 

The Continuation package will be reviewed by the chairman. The chair may make recommendations on the protocol and /or the consent form. 

IV. CONSENT FORM

A. INTRODUCTION: Basic Elements of Informed Consent 

The informed consent involves both the written and spoken exchange of information. The written consent forms should be in non-technical, lay language. This written language should reflect the special cultural, educational and economic backgrounds of the people expected to participate in the study. In a particular, this is meant to emphasize the special care needed to make written and spoken materials sufficiently plain, simple and clear to allow the informed consent process to succeed. 

Informed consent requires delivering both written and verbal information to the potential, volunteer subject. The information must be sufficient to allow the subject to make an informed decision. The written form must include al required elements in sufficient detail to reasonably inform the subject. Provision of a written consent does not absolve the investigator of the responsibility for additional informative discussion sufficient to satisfy the subject’s interest and sufficient to convince the investigator that the patient understands the nature and (potential) consequences of his participation. You should consider that these people must be as informed concerning the projects as you would want to be if you , your spouse, or your child were to participate. 

The consent should be written in a form and manner which excludes exculpatory language. That is, the subjects should not, and should not think, that they are waiving any legal right by signing and consenting to be participants in the study or projects. 

B. FORMAT OF INFORMED CONSENT FORMS 

1. The consent should be written in THE FIRST PERSON. 
2. Each consent should have a MASTHEAD continuing the following elements. 

a. Institution Name

b. Leader: CONSENT TO PARTICIPATE AS A SUBJECT IN A RESEARCH PROJECT

3. Below the masthead should be formal title of the study or project.

4. Below the masthead should be a short translation of the title into simple LAYMAN’S LANGUAGE. It is suggested that this translation be placed in parentheses. It should not be substantially longer that the formal title. 

5. Investigator’s name(s), academic degrees and relevant titles, and telephone numbers should follow, in an easily read formant. 

6. The agency sponsoring the research should be identified. 

7. The following items should be included on each page: a) date of preparation or revision, b) pagination (as page 1 of 3, 2 of 3, etc.).

8. The body of the consent form then follows, and should typically include the following element. Each section should be separately and clearly labeled. Items p, q, and r may or may not be applicable to your project; if not, these items may be omitted form the consent form. 

a. Background and General Purpose of Study
Include a fair explanation of the purpose(s) of the study and evidence for its rationality. Appropriate statements include: what is know about the drug or trial. Possible study outcome. If the study is a collaboration, clearly explain that relationship. The institution sponsoring or supporting (paying for) the research must be identified. If the research is sponsored or supported by a drug company, or government agency/department, that information must be identified in the consent form.
b. Procedures
Describe the procedure(s) to which the patient will be subjected, including identification of those which are experimental (In complex experimental designs a simple flow chart may be helpful). The use of randomization and use of placebos should be discussed here. Include information telling the person why he/she was chosen for the study along with the duration of his/her participation. If audio or video tapes will be made, the subjects should be so informed and a separate consent is required. The patient should be informed of the duration of the study/project and how many subjects will participate. If the project is multi center, include the number of subjects recruited per site. 
c. Cost of Participation
If subjects incur any additional costs as a result of their participation in the research, this must be stated in consent form. 
d. Potential Risks and Discomfort
Make a description of the reasonably foreseeable immediate and long term discomforts, hazards, and risks, and their potential consequences (if none, so state); patients as subjects should be advised that their condition may not change or may become worse despite participation, and in this event they may derive no specific benefit. If the risks are not well delineated, that lack of knowledge should be shared with the subject.
e. Unforeseeable Risks
When appropriate, add a statement that the procedure or drug may involve risks to the subject which are currently unforeseeable (e.g. possible risk to embryo or fetus).
f. Potential Benefits to Subject and/or Humanity 
A description is included of the potential benefits to the subject and/or humanity if any. This description should be written in a manner so as not to entice or coerce the subject in any way. The probability of direct personal or societal benefits should be stated.
g. Inquiries 
An offer is made to answer any inquiries concerning the study at any time, and in the event of a research related injury (principal investigators should list their office address and telephone numbers). SHIELD’s Social Security information must appear under this section.
h. Confidentiality 
An assurance that any information derived from the research project which personally identifies the subject will not be voluntarily released or disclosed without the subject’s separate consent, except as specifically required by law. If the research involves an experimental drug or device, the subject must be informed that the Food and Drug Administration (FDA) may inspect the records and that the subject’s identity would then be known to the FDA.

i. Withdrawal from the Study
A statement that participation in the study/project is voluntary, that refusal to participate will involve no penalty of loss of benefits to which the participant is otherwise entitled, and that the patient may discontinue participation at any time without prejudice. When appropriate, include a statement that subjects will be provided in writing with any significant new findings developed during the study which may relate to the subject’s willingness to continue participation. 
j. Health Consequences of Withdrawal
When appropriate, detail the consequences of a subjects decision to withdraw from the research and the procedures for orderly termination of participation by the subject

k. Circumstances for Ending Subject’s Participation 
If relevant, a statement must be included that circumstances may arise under which the subject’s participation may be terminated, overriding the subject’s decision. 
l. Alternative Treatments
This element involves a disclosure of appropriate alternative procedures or drugs that might by advantageous to the subjects, including their risks and benefits (if none, so state). 
m. Payment
If subjects are to be remunerated (paid), describe conditions, if any, under which payment may be partially or totally withheld. Also describe the amount, payment schedule and form of payments. 
n. Radiation
When ionizing radiation is to be used, an approximate comparison should be made in the Informed Consent Form between the resulting form alternative sources of radiation that might yield similar information. 
o. Audio-Video Tapes
If audio or video-tape recordings are to be made, subjects should be so informed. They should also be advised of plans to either destroy the tapes at the end of the study, or to retain them for research, teaching, or clinical purpose. (Requires a separate informed consent). 
p. If any human material (tumor tissue, bone marrow, blood, etc.) is used for establishing a cell lines (s) which may be shared in the future with other researchers and which may in the futures of commercial value, the subject must be informed of that fact in the consent form. If any human material (tumor tissue, sperm, bone marrow, etc.)is obtained for purposes of recombinant DNA research, the subject must be so informed in the consent form. (Requires a separate consent form). 

9. The signature section should follow the format of the example(s) included in the Appendices. If the consent involves only the participant, the format for the certification should follow the example given and the Attestation of the Principal Investigator is the last item on the consent form. If the participation of the individual is obtained through his or her primary physician the Attestation of Patient’s Primary Physician must be included in the signature section. of the consent form.

IF ANY INDIVIDUALS IS CONSENTED TO PARTICIPATE IN STUDY BY ANOTHER AUTHORIZED PERSON AND THE INDIVIDUAL GAINS THE ABILITY TO GIVE CONSENT BEFORE THE STUDY IS COMPLETED A NEW CONSENT FROM THE PARTICIPANT MUST BE OBTAINED. 

10. A copy of the consent form must be given to each participant, and a statement of that effect must appear on the form. 

C. CHILDREN’S ASSENT OF CONSENT 

There are numerous instances when research will include children. It is the responsibility of the IRB to insure that assent is obtained from children when children are capable of providing assent. In determining this, the IRB will consider the (1) age, (2) maturity and (3) psychological state of the children involved. If the IRB determines that the capability of the children to provide assent is so limited so that they cannot reasonably be consulted, the research can be conducted provided consent is given by the parents or guardian. The IRB may require that parental consent be given in addition to the child’s assent. When writing a form for parental consent, substitute “my child” for “I” where appropriate. 

V. APPENDICES

The following are examples of the various forms used for the submission of protocols to the IRB. 

· Attachment A-Questions 6-24, answers required by IRB.

· IRB Review Process

· IRB form (2) is used for the Continuation Approval Process.

· IRB form (3) is the Common Ruled for the Exemption Process and is the policy used at SHIELDS for Families Project, Inc. 
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	INSTITUTIONAL REVIEW BOARD

PROTOCOL AND CONSENT FORM CHECKLIST


PLEASE PLACE THIS MANUAL IN A BINDER AND PHOTOCOPY ALL ORIGINAL FORMS. 
As applicable to your study, submit all items listed below to aid in the lRB review process. Refer to the attached manual for instructions. QUESTIONS contact (310) 603-2657. 


YES
NO

1. Cover Letter to Chair (Refer to manual/guidelines) 
 FORMCHECKBOX 

 FORMCHECKBOX 

2. “PROCEDURES” section (Questions 6 -24 in memo form) 
 FORMCHECKBOX 

 FORMCHECKBOX 

3. “Approval of A Research Project” Application 
 FORMCHECKBOX 

 FORMCHECKBOX 

4. Informed Consent (SHIELDS for Families, Inc. masthead) 
 FORMCHECKBOX 

 FORMCHECKBOX 

5. Research Protocol (Complete) 
 FORMCHECKBOX 

 FORMCHECKBOX 

6. Subject's Bill of Rights Form (conform to your study) 
 FORMCHECKBOX 

 FORMCHECKBOX 

7. Pagination (Consent Form, etc. 1 of 4; 2 of 4; 3 of 4...) 
 FORMCHECKBOX 

 FORMCHECKBOX 

8. Investigational Drug Forms (Pharmacy Notification) 
 FORMCHECKBOX 

 FORMCHECKBOX 

9. Investigational Drug Device (Pharmacy Notification) 
 FORMCHECKBOX 

 FORMCHECKBOX 

10. Questionnaires/Surveys
 FORMCHECKBOX 

 FORMCHECKBOX 

11. Experimental Device 
 FORMCHECKBOX 

 FORMCHECKBOX 

12. Clinical Trial (Submitted to Finance Dept.) 
 FORMCHECKBOX 

 FORMCHECKBOX 

13. Copy of Approval from Finance (Clinical Trial) 
 FORMCHECKBOX 

 FORMCHECKBOX 

14. Exemption or Expedited Request (To Chair) 
 FORMCHECKBOX 

 FORMCHECKBOX 

15. One (1) original plus 6 collated copies (all documents) 
 FORMCHECKBOX 

 FORMCHECKBOX 
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	INSTITUTIONAL REVIEW BOARD

APPLICATION FOR APPROVAL OF A RESEARCH PROJECT

	
	Date:
	   /    /     

	
	
	
	

	TYPE OF APPLICATION:
	 FORMCHECKBOX 
 New
	 FORMCHECKBOX 
 Renewal
	 FORMCHECKBOX 
 Addendum

	TYPE OF RESEARCH:
	 FORMCHECKBOX 
 Medical
	 FORMCHECKBOX 
 Non-Medical
	

	PRINCIPAL INVESTIGATOR OF GRANT:
	     

	

	TITLE OF MAIN GRANT:     

	PRINCIPAL INVESTIGATOR OF RESEARCH PROJECT:      

	TITLE OF PROJECT:      

	DEPARTMENT:
	     
	TELEPHONE:
	(   )    -     

	FINDING AGENCY (IF ANY):
	     

	CONTRACT OR GRANT NUMBER:
	     

	STARTING DATE:
	   /    /     
	GRANT EXPIRATION DATE:
	   /    /     


FOR EVALUATION OF YOUR PROJECT, PLEASE INDICATE WHETHER THE FOLLOWING ARE INVOLVED:
	 FORMCHECKBOX 

	Patients as experimental or control subjects
	 FORMCHECKBOX 

	Questionnaires

	 FORMCHECKBOX 

	Data banks, data archives and/or medical records
	 FORMCHECKBOX 

	Pregnant women

	 FORMCHECKBOX 

	Ionizing radiation (diagnostic or therapeutic)
	 FORMCHECKBOX 

	Subject to be paid

	 FORMCHECKBOX 

	Experimental new drugs/devices
	 FORMCHECKBOX 

	Changes incurred by subjects

	 FORMCHECKBOX 

	(Complete IRB form 5 or IRB form 6) subjects
	 FORMCHECKBOX 

	Subjects less than 18 year of age

	 FORMCHECKBOX 

	Surgical pathology tissue (Complete IRB-7)
	 FORMCHECKBOX 

	Charges against 3rd parties

	 FORMCHECKBOX 

	Subjects whose primary language is not English
	 FORMCHECKBOX 

	Fetal tissue

	 FORMCHECKBOX 

	Mentally retarded or disabled subjects

	 FORMCHECKBOX 

	Placental tissue

	 FORMCHECKBOX 

	Filming, video-or voice recording of subjects
	 FORMCHECKBOX 

	Placebos

	 FORMCHECKBOX 

	Subjects studied at non-SHIELDS locations

	 FORMCHECKBOX 

	Subjects in the Armed Forces

	 FORMCHECKBOX 

	Approved drugs for Non-FDA approved conditions
	 FORMCHECKBOX 

	Experimental devices

	
	
	
	


The principal investigator must assure the IRB that all procedures performed under the project will be conducted by individuals legally and responsibly entitled to do so, and that any deviation from the project (e.g., change in principal investigatorship, subject recruitment procedures, drug dosage, research methodology, etc.) will be submitted to the IRB for its approval prior to its implementation.
	
	

	
	

	PRINCIPAL INVESTIGATOR SIGNATURE
	DATE
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	INSTITUTIONAL REVIEW BOARD

ATTACHMENT A


Address as part of the cover letter to the institutional Review Board Chair, or as otherwise directed. Provide the requested information· in sufficient detail to assist the IRB in its' deliberation. Mere reference to specific sections of the grant or to reprints in lieu of explicit responses is not acceptable. 
Each item must be addressed, using the given numbering format [tems which are not applicable must be so identified. incomplete applications will be returned, and inadequate responses can be expected to cause delays in review. 
A. Subject Selection 
1. Recruitment 

Describe the means for recruiting potential subjects and the approximate number of subjects to be involved in the study. If advertisements are to be used, enclose a copy and identify the medium of display. 
2. Subject selection

Describe the means of selecting and screening (biomedical, physical, psychological, etc.) potential subjects, where appropriate. 
3. Subject sub-groups

Describe the criteria used, if any, in assigning subjects to sub-groups such as control and experimental 
4. Subject payment

Where appropriate, describe the manner by which subjects are to be paid, in cash, services, benefits, etc. include the specific amount, basis of payment and schedule of payments. 
B. Methods and Procedures

Summarize fully all procedures to be conducted with human subjects, including length of participation and duration of study. 
C. Risks and Benefits

Include a statement of risks to the subjects and the" potential benefits of the research to mankind and as generalizable knowledge. 
D. Medical Care Provisions 

Describe provisions for any medical care which may be required as a result of participation by the subjects in the research. 
E. Confidentiality Provisions 

Describe the efforts to be made to safeguard the confidentiality of personal data, and to dispose of such at the termination of the study. 
F. Ongoing Safety Monitoring 

If appropriate, describe the provisions to be followed, to monitor tile research data collected to insure continued safety to subjects.
G. Risk Minimization 

To minimize risks to subjects, whenever appropriate, use procedures already being performed on the subjects for diagnostic or treatment purposes_ Describe such efforts.
H. Notification of Primary Care Physician 

To insure that all patients receive coordinated care, the principal investigator must inform the primary physician (when not the principal-investigator) of all studies on his/her patients. indicate that this will be done (if applicable).

I. Subject's Bill of Rights 

All subjects participating in medical research must receive a copy of the Subject's Bill 0 f Rights prior to giving consent to participate. (Chapter 13 Human Experimentation Division 20 of the California Health and Safety code). Indicate that this will be done.
J. Staff Sponsor

When a student intern acts as principal investigator, a staff sponsor signature is required on CPHR Form I.

K. Institutional Collaboration 

When the work is carried out jointly between a SHIELDS investigator and an investigator: at another institution, an: appropriate approval form from the other institution’s IRB must be submitted. indicate the status of IRB approval elsewhere or write “not applicable”.
L. Investigational Drugs 

If an investigational drug (either an experimental drug. or an approved drug for a non-approved use) is to be employed, the research applications must be submitted to the IRB.

M. Schedule I & IT Drugs

Investigators are advised that in situations-where either Schedule I or Schedule U controlled ·substances (narcotics, stimulants, or depressants) are an experimental component of the protocol, the investigator must solicit approval of the Research Advisory Panel of the State of California, 6000 State Building, San Francisco. CA 94102; Telephone (415) 557-1325

N. Pathology Tissue 

If Surgical Pathology tissue is to be used, the principal investigator shall submit 2 copies .of CPHR Form. 6.
O. Use Of Radiation 

When a protocol involves the use of radiation, a Radiation Safety Committee will be developed from which prior approval must be obtained and submitted as part of the application of this committee.

P. Questionnaires 

If questionnaires or survey instruments are employed, copies of those components must be included in the submission. If they are not yet developed, please so state and provide the committee with an outline of the general topics that will be covered. 
Q. Counseling and Referrals 

In projects collecting sensitive information or discussing disturbing or emotional topics (e.g., depression, abortion, intimate relationships, infant deaths, etc.) describe appropriate referral services, if any, that might be advantageous to subjects. 
R. Use of Deception of Subjects 

Research designs involving deception should include an explanation of the debriefings procedures. The debriefing procedure should provide an explanation of the rationale for the deception and an explanation of what was actually studied. 
S. Renewal Applications: Summary of Work to Date

When the submission is a renewal application, provide a summary of the research activities during the previous granting period, specifically addressing the following: 
1. Number of subjects studied 
2. Number of adverse reactions encountered

3. Benefits which have been derived 
4. Any difficulty in obtaining subjects or in obtaining informed consent. 
5. The appropriate number of additional subjects required to complete the study. 

Principal Investigators must MAINTAIN PATIENT CONFIDENTIALITY. Material submitted to the lRB must not contain any identifiable personal information on subjects. Investigators should be aware that the disclosure of Social Security numbers by subjects is ­voluntary except in specific circumstances where the number is required by law. 
THE lRB MUST BE NOTIFIED IMMEDIATELY OF ANY INJURIES TO HUMAN SUBJECTS RESULTING FROM THE PARTICIPATION IN A RESEARCH ACTIVITY AND ANY UNANTICIPATED PROBLEMS WHICH INVOLVE RISKS TO THE HUMAN SUBJECTS OR OTHERS. 
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	INSTITUTIONAL REVIEW BOARD

CONSENT OF PARTICIPATE AS A SUBJECT IN A RESEARCH PROJECT EXAMPLE 


Title
Tirilazard Mesylate (X-76, 494D) in Patients with Moderate and Serve Head Injury
(A study of determine whether the medicine Tirilazard Mesylate can reduce the severity of injury form head trauma)
Principal Investigator

Name:

Department:

Telephone:
Funding Agency
(Name of federal agency/department, drug company or private funding source supporting this proposal or N/A if applicable)

Background
In understand that head injuries are the most common cause of death for people under the age of 44 in the United States. Tirilazard Mesylate is an experimental medicine which may be able to protect the brain from some of the damage cause by head trauma. Preliminary studies of this medicine have been performed in animals and healthy volunteers, and in a small number of people with head injuries. These preliminary studies have been favorable, and medicine is now ready for the next stage of testing with larger numbers of patients. 

Procedures
In understand that I am eligible to participate in this study if I am between the ages of 18 and 64 years of age and I arrive in the emergency room in SHIELDS for Families, Inc. with a  moderate or severe head injury in time for treatment to begin within 4 hours after my injury. I understand that participation is voluntary, but at the time of my arrival I may not be conscious or able to give my consent to join the study. In that case, my closet relative or other legally authorized agent may provide consent for me to begin the experimental treatment. I will then be asked for my approval to continue my participation as soon as I have recovered sufficiently to be able to make responsible judgments for myself.

If I enrolled in the study, a dose of the medicine will be given to me through a vein in my arm every 6 hours for 5 days while I am hospitalized. After I am discharged, I will return for follow-up evaluations at 3 months and at one year after my injury. 

In additional to the medicine, I will receive a neurological evaluation at the time of my arrival, and frequent re-evaluation thereafter, laboratory tests of my blood an urine; electrocardiograms; computerized X-RAY tomography of my head (CT); and measurements of the blood flow of some major blood vessels in my head by a non-hazardous method using sound waves. Special blood pressure monitoring may be performed using a long tube or catheter placed inside my head. The blood test will include vitamins E levels (one teaspoon each test), and levels of the medicine tiritlazed (one teaspoon each), and on two occasions a test called “proteins binding essay, (two teaspoons of my cerebrospinal fluid (CSP) will be taken daily for the first seven days of my treatment. Except for these blood tests and the CSF samples, all of these examinations, tests, and procedures are expected to be performed as part of my routine care, and the information will be simply copied for study purposes. Special tests of my ability to think (called the Ranchos Los Angeles scale and the Galveston Orientation and Amnesia Testing) will be performed as part of the study. 

At three months after my injury I will return for a re-evaluation which will include an interview with me and my family, a neurological examination, special testing of my mental skill, and pictures of my brain using magnetic resonance image (MRI).

At one year after my injury I will be contacted by telephone to obtain a report about how well I am functioning. 

Risks From Participation In This Research
I understand that the most common problem in previous tests when the medicine was given in a vein was some pain or discomfort and some swelling around the vein. This was never severe enough to make it necessary to stop the medicine. Other problems were uncommon. These included headaches, lightheadedness, nausea, backache, abdominal pain, muscle twitching, a feeling of stronger hear beat, tiredness, and heartburn. One person taking the drug in a past study had mild changes in some enzymes from the liver, but this caused no symptoms and the changes disappeared when he finished taking the medicine. 

Possible Benefits
It is possible, but not guaranteed, that this medicine may prevent or reduce the seriousness of brain damage caused by my head injury. Information obtained from my participation in this study will help doctors find better methods of treating people with head injuries whether or not I personally benefit from my participation. 

Confidentiality
I understand that it is intended that results of this study be reported in medical or scientific journals and/or medical conferences so that the medical community and patients everywhere may benefit from this study. However, no information which personally identified me will be published or release to non-study personnel except as specifically required by the law. All information pertaining to this study will be kept in a locked file with access limited to study personnel only. The Food and Drug Administration (FDA) may inspect the study records according to the law, in which case my identify would become known to the FDA. 

Withdrawal From The Study
I understand that my participation in this study is voluntary, and that I may refuse to participate without loss on any benefits to which I may be entitled or any care which would otherwise be given me. If I enter the study I may likewise discontinue my participation at any subsequent time without loss of care of benefits. If any new information becomes available which may affect my desire to continue in the study, that information will be provided to me. Although such is not anticipated, it is possible that circumstances may arise in which my participation may be terminated by study personnel. 

Inquiries
I understand that I am encouraged to question the physicians or study personnel with whom I have direct contact about any aspects of the study which I do not understand or about any problems I have which are related to the study. If I wish, I may contact the principal investigator, whose name, address, and phone number appear on page one of this form. In addition, I understand that if I have any questions, comments, or concerns about my rights as a participant in a research project, I may write the office of SHIELDS for Families, Inc., IRB Chair, P.O. Box 59129, L.A., CA 90047, or call SHIELDS for Families at (323) 242-5000.

Certification of Consent
I wish to participate as a subject in this research project. I have discussed the research and my role therein, and I have read and discussed the content of this consent form. I believe that I understand the form and my part in the research. I have been given a copy of this consent form, and of the Experimental Subject’s Bill of Rights.
	
	
	

	
	Subjects Signature
	Date


If the subject is unable to sign, a and b below must be completed:
	a)
	Reason subject is unable to sign:
	

	
	
	

	
	
	

	b)
	
	

	
	Signature of Authorized Person
	Date

	
	

	
	

	
	Relationship and Basis of Authorization to Given Consent
	

	
	
	

	
	
	

	
	Witness to Signature
	Date


ATTESTATION OF PERSON OBTAINING CONSENT:

I certify that I have reviewed the nature and purpose of this research, including risks and possible benefits, and the contents of this consent form with the person signing above, who is my opinion understood the explanation. 
	
	
	

	Principal Investigator or Authorized Representative
	Telephone
	Date


ATTESTATION OF PATIENTS’ PRIMARY PHYSICIAN:

(For all in-patient research studies, to insure that patients receive coordinated care from the investigator and the primary physician, the primary physician must sign this form indicating he/she has knowledge of the research study. If the patient has no primary physician, the physician treating the patient is considered the primary physician).
I am this patient’s primary physician at this time. I am aware of his/her participation in this research project, and I am not aware of any medical contraindication to his/her participation other than the risks described above.
	
	

	Primary Physician
	Date


ATTESTATION OF PRINCIPAL INVESTIGATOR: 

I certified that I am the principal investigator and am responsible for this study, for ensuring that the subject is fully informed in accordance with applicable regulations, and for advising the Human Subjects Committee of any adverse reactions that develop form the study. 

	
	

	Primary Physician
	Date
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	INSTITUTIONAL REVIEW BOARD

CONSENT TO PARTICIPATE AS A SUBJECT IN A RESEARCH PROJECT EXAMPLE 


For Exemptions Only
Title

(Put study title here)

(Put a lay translation for the study title here)

Principal Investigator
(NAME)

(TITLE, DEPT.)

(CONTRACT NO.)

Funding Agency
(If applicable put sponsor here if not put N/A)

I,_________________________________agree to take part in this non-interventional study entitled (put study title here) which is being conducted at SHIELDS for Families’ (put dept/div name here).

I understand that (write out study procedures here).

I understand that there is no risk to me to participate in this study.

I understand that all information which personally identifies me will not be published or released to non-study personnel except as specifically required by law. All information pertaining to this study will be kept in a locked file with access limited to study personnel only. 

I understand that my participation in this study is voluntary, and that I may refuse to participate without loss of any benefits to which I may be entitled or any care which would otherwise be given me. 

I understand that if I have any questions, comments, or concerns about my rights as a research subject, I may contact SHIELDS for Families, Inc., Research Division at (323) 242-5000. 
	
	
	

	Subject’s Signature
	
	Person Obtaining Consent

	
	
	

	Authorized Signature if Subject is unable to sign
	
	Principal Investigator
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	INSTITUTIONAL REVIEW BOARD

HUMAN SUBJECTS BILL OF RIGHTS 


	STUDY LOCATION:
	     
	TELEPHONE:
	(   )   -    


Any person who is requested to consent to participate as a subject in a research study involving a medical study or who is requested to consent on behalf of another has the right to:
1. Be informed of the nature and purpose of the study.

2. Be given an explanation of the procedures to be followed in the study.

3. Be given a description of any attendant discomforts and risks reasonably to be expected from the study.

4. Be given an explanation of any benefits to the subject reasonable to be expected from the study, if applicable.

5. Be given a disclosure of any appropriate alternative procedures, drugs or devices that might be advantageous risks and benefits.

6. Be informed of the avenues of medical treatment, if any, available to the subject after the study if complications should arise. 

7. Be given an opportunity to ask any questions concerning the study or the procedure involved. 

8. Be instructed that consent to participate in the study may be withdrawn at any time and the subject may discontinue participation in the study without prejudice.

9. Be given a copy of any signed and dated written consent form used in relation to the study.

10. Be given the opportunity to decide to consent or not to consent to a study without the intervention of any element of force, fraud, deceit, duress, coercion, or undue influence on the subjects’ decision.
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	INSTITUTIONAL REVIEW BOARD

INVESTIGATIONAL DEVICE INFORMATION RECORD 


Part A
	1. PROJECT TITLE:
	     

	2. PRINCIPAL INVESTIGATOR/DEPT.:
	     

	3. TELEPHONE NUMBER:
	     

	4. PARTICIPATING INVESTIGATOR NAME:
	     
	PHONE:
	(   )   -    

	ADDRESS:
	     

	CITY:
	     
	STATE:
	     
	ZIP:
	     

	5. SPONSOR’S NAME: 
	     
	PHONE:
	(   )   -    

	ADDRESS:
	     

	CITY:
	     
	STATE:
	     
	ZIP:
	     

	6. Identification of Study Design (check appropriate categories)

	 FORMCHECKBOX 
 Single-Blind
	 FORMCHECKBOX 
  Open Trial
	 FORMCHECKBOX 
 Placebo/Control

	 FORMCHECKBOX 
 Double-Blind
	 FORMCHECKBOX 
  Cross-Over
	 FORMCHECKBOX 
 Other (Specify)
	     

	7. Approximate Duration of Investigation:
	     

	8. Approximate Number of Subjects Required:
	     


Part B
	The following information must be completed for each investigational device. If additional space is needed, please provide on supplementary pages.

	1. Name of Holder and IND Number:
	     

	2. Source of Device:
	     

	3. Differentiate from present state of art without device or from similar devices.

     

	4. Outline of method of basic application of device:
	     

	5. Indications for use of device:
	     

	6. Precautions, warning, contradictions:      


	
	

	PRINICIPAL INVESTIGATOR
	DATE
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	INVESTIGATIONAL REVIEW BOARD

SUMMARY PROGRESS REPORT/

CONTINUATION APPLICATION



	Principal Investigator:
	     

	Project Title:
	     

	Current Date:
	   /    /     
	Date of last report:
	   /    /     

	1. Number of subjects studied under this project since last report:
	     

	2. Consent forms are located in:

	 FORMCHECKBOX 
 Investigators Files
	 FORMCHECKBOX 
Patient Records
	 FORMCHECKBOX 
Not on File

	 FORMCHECKBOX 
 Other: (Please explain)
	     

	3. List any adverse reactions which have occurred in the past year:
     

	4. Has the original protocol been materially changed?
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No

	If yes, have changes been approved by the committed?
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No

	5. List any publications and/or abstracts derived from this project:
     

	6. Do you wish the project to be:
	 FORMCHECKBOX 
 Continue as active
	 FORMCHECKBOX 
 Discontinued

	

	If discontinued, list reason(s):      


	
	

	Principle Investigator Signature
	Date


Please return this form to IRB
The protocol, consent and progress report for the above project are approved for the period

	FROM:
	
	TO:
	

	Codicil:
	

	
	

	Approved of IRB Chairman
	Date
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